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NOTES 

Prior Labeling Approval Authority 
 Distinct Regulatory Approach for Labeling is 

Set by Law  
•  FMIA and PPIA 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 
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Submi<ng for Sketch Label Approval 

•  9 CFR 317.4 (c) and 381.132(c) require all labeling to 
be submiWed for sketch approval except for labeling 
that is generically approved.  For example: 

– LPDD sketch approval required for non‐standardized meat 
and poultry products (e.g., Pasta with Chicken and 
Vegetables) 

– LPDD sketch approval required for any meat or poultry 
product bearing special statements or claims (e.g., 
organic, healthy, breed claims) 

•  Requests for sketch approval are submiWed to LPDD 
using FSIS Form 7234‐1 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Sketch Labeling Definibon 

•  Sketch labeling is a printer's proof or equivalent 
which clearly shows all labeling features, size, 
locabon, and indicabon of final color, as specified in 
Sec. 317.2.   

•  FSIS will accept sketches that are hand drawn, 
computer generated, or other reasonable facsimiles 
that clearly reflect and project the final version of 
the label. 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NOTES 

Label Applicabon Process 

•  Labels may be submiWed by mail, express mail, 
courier, label consultants, and fax 

•  Complete label applicabon consists of: 

– Two copies of completed FSIS Form 7234‐1 (triplicate for 
labels with animal producbon raising claims) 

– A sketch label aWached to each completed copy of FSIS 
Form 7234‐1 

– Supporbng documentabon (e.g., feed formulabon, raising 
pracbces) required by claims or special statements need 
to be aWached to each copy of FSIS Form 7234‐1 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Requests for Temporary Approval 

•  9 CFR 317.4(f)(1) and 381.133(f)(1) provide for the 
temporary use of labeling that may be deficient in 
some manner but does not create a health/safety 
issue or create an economic advantage, e.g.,  

– Ingredients out of order of predominance 
– Net weight not declared in dual declarabon  

•  FSIS can grant temporary approval for up to 6 
months.  Extension of temporary approval can be 
granted for another 6 months depending upon the 
circumstances 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NOTES 

Submi<ng Requests for Temporary Approval 

•  Procedures and forms needed for submi<ng for 
temporary approval are idenbcal to those for 
submi<ng for sketch approval 

•  Differences include: 
– Checking the box for “temporary” instead of “sketch” in 
Block 6a of FSIS Form 7234‐1 

– Explaining on the label applicabon (can be aWachment) 
the reason for the need for temporary approval 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11 Most Common Mistakes on Label SubmiWals 

•  No sublisbng of mulb‐ingredient components on the 
label (e.g., soy sauce, teriyaki marinade) 

•  Percent restricted ingredients not provided or 
supported in submission (e.g. the percent of fat in the 
product is required for some ingredients)  

•  Binders in the solubon pumped in meat or poultry 
products are not included in product names/qualifiers  

•  Order of predominance of ingredients is wrong  

•  Geographic claims and styles not supported by data 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11 Most Common Mistakes (conbnued) 

•  Nutribon claims not supported by data or permiWed by 
regulabons  

•  Not enough copies of submission forms  

•  Submission is not legible (labels or applicabon)  

•  Reason for a temporary label approval is not supported by 
required informabon (see below)  

•  Product name prominence/leWer size conflict with 
requirements 

•  Meaningful terms/claims are not validated on the 
applicabon, e.g., “#1 seller of franks in the West” is not 
supported by data  15 

Generic Labeling Definibon 

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

Generic labeling approval requires that all mandatory 
labeling features are in conformance with FSIS 
regulations (9 CFR 317.5(a)(1) and 381.133(a)(1)).   

Although such labeling is not submitted to FSIS for 
approval, it is approved and, therefore, may be applied 
to product in accordance with the Agency’s prior 
labeling approval system 
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NOTES 

Generically Approved Labeling 

•  9 CFR 317.5 and 381.133 paragraphs (b)(1) through (b)(8) 
outline the types of product labels that are considered 
generically approved without submission to FSIS 

•  Examples include: 
–  Labeling for single ingredient products which do not bear any special 

statements or claims (e.g., animal production claims and nutrient content 
claims) 

–  Labeling for consumer test products not intended for sale 
–  Meat inspection legends 
–  Labeling for products with a standard of identity in Federal Regulations or 

the Food Standards and Labeling Policy book which do not bear any 
special statements or claims 
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Generically Approved Modifications to Labeling 

•  9 CFR 317.5(b)(9) and 381.133(b)(9) describe the types of 
changes that can be made to previously approved labeling 
generically 

•  Examples include:   
–  All labeling features are proportionately enlarged or reduced, provided all 

minimum size requirements are met and the labeling is legible 
–  The addition, deletion, or amendment of a dated or undated coupon, a 

cents-off statement, cooking instructions, packer product code 
information, or UPC product code information 

–  Any change in the net weight, provided the size of the net weight 
statement complies with 317.2 or 381.121 
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NOTES 

Maintenance of Official Labeling Records 

•  1995 Final rule transferred responsibility for 
maintaining labeling records to establishments.  
Consistent with other record keeping requirements 
under HACCP. 

•  Each labeling record needs to include: copy of final 
labeling, product formulation, processing 
procedures 

•  Labeling records must be made available to any 
authorized USDA official upon request within 24 
hours (FSIS Directive 7221.1) 
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