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Food Labeling 
What is the entry reviewer 
looking for? 
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Disclaimer 
Code of Federal Regulations title 21 sec 10.85  
 (k) A statement made or advice provided by an FDA 

employee constitutes an advisory opinion only if it 
is issued in writing under this section. A statement 
or advice given by an FDA employee orally, or given 
in writing but not under this section or 10.90, is an 
informal communication that represents the best 
judgment of that employee at that time but does 
not constitute an advisory opinion, does not 
necessarily represent the formal position of FDA, 
and does not bind or otherwise obligate or commit 
the agency to the views expressed. 
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Food Labeling Elements that FDA 
reviewers look for 

 Name of product    21 CFR 101.3  
– Is it prominent  

– Not misleading 

 Net Contents  21 CFR 101.105 
 

– Do not use qualifying phrases or terms that exaggerate the 
amount of food.    21 CFR 101.105(o) 



Food Labeling Elements that 
FDA reviewers look for (continued) 

 Ingredients  21 CFR 101.104 

– Common name for ingredients 

 Colors in ingredient  
– approved colors 

– Are they identified correctly 

 CI numbers or E numbers may be used but the common 
name must also appear 

 Food Allergen Labeling 

– Food Allergen Labeling and Consumer 
Protection Act of 2004 
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Food Labeling Elements that FDA 
reviewers look for (continued) 

- Responsible Party   21 CFR 
101.5 
 Name of responsible firm 

 Address or phone number 

– Health Claims 
 Does supplement have disclaimer 

 Is health claim supported 

 

 



– Nutrition Facts Panel   21 CFR 101.9 
 Is format correct 

 is there any evidence of a small business exemption 

– Supplement Facts Panel       21 CFR 101.36 
 Is format correct 

 is there any evidence of a small business exemption 

 



7 

Questions 
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