
Criterios de evaluación/elegibilidad 
por la FDA de las solicitudes de 
declaraciones de salud en los 
alimentosalimentos
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Claims That Can Be Made for Conventional 
Foods and Dietary Supplements

• Claims fall into three categories: 
• health claims: "diets high in calcium may reduce 

the risk of osteoporosis" 
• nutrient content claims: "only 200 mg of sodium" 
• structure/function claims: "calcium builds strong • structure/function claims: "calcium builds strong 

bones."
• The responsibility for ensuring the validity of these 

claims rests with the manufacturer, the Food and 
Drug Administration (FDA), or, in the case of 
advertising, with the Federal Trade Commission 
(FTC).



Health claims
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A Century of Regulatory Conflict

1906
Pure Food and 
Drug Act 

1969
White House 
Conference on 
Food, Nutrition, and 
Health

1990
Nutrition Labeling 
and Education Act 
(NLEA)

2003
FDA Consumer Health 
Information for Better 
Nutrition Initiative 

1912
Congress passed 
the Sherley 
Amendment 1984

Kellogg arranged with the 
NCI to endorse a health 
claim for All-Bran cereal.

1997
FDA  Modernization 
Act 

Nutrition Initiative 



Defining a Substance/Disease Relationship
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FDA Warning Letters, February 22, 2010
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• The US FDA does not provide a legal 

definition for the term ‘functional 
foods’, which is currently used 
primarily as a marketing idiom for the 
category. category. 

• A number of working definitions 
have been developed by different 
organizations, including ADA, the 
International Food Information 
Council (IFIC), and the Institute of 
Food Technologists (IFT). 
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• ADA: classifies all foods as functional 

at some physiological level because 
they provide nutrients or other 
substances that furnish energy, 
sustain growth, or maintain/repair vital sustain growth, or maintain/repair vital 
processes. However, functional foods 
move beyond necessity to provide 
additional health benefits that may 
reduce disease risk and/or promote 
optimal health. 
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• Generally, manufacturers do not need to 
register products with FDA nor get FDA 
approval before producing or selling 

• Manufacturers must ensure product label • Manufacturers must ensure product label 
information is truthful and not misleading

• Not required to report injuries or illnesses
that may be related to products
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• FDA monitors safety
• Voluntary dietary supplement adverse 

event reporting
• Product information 

• Labeling
• Claims
• Package inserts & literature

• Federal Trade Commission regulates 
dietary supplement advertising
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• Nutrigenomics is the science which looks at the 
effect of diet and dietary chemicals on the 
genome.

• It includes nutrigenetics, where gene variants 
dictate response to, and requirements from, diet. 

• The degree of inter -ethnic and inter -individual • The degree of inter -ethnic and inter -individual 
variation represents a challenge to a universal 
register of health claims whose legitimacy is 
based on the premise that a healthy, balanced 
diet will provide a healthy person all the nutrient s 
they need - and that there is no reason why 
nutritional recommendations should not apply to 
all individuals equally. 
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• A whole grain health claim was the 
first to be allowed by the FDA in 
1999: 
• ‘Diet rich in whole grain foods and other 

plant foods and low in fat, saturated fat plant foods and low in fat, saturated fat 
and cholesterol may reduce the risk of 
heart disease and some cancers’
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• Will all be “Qualified 
Health Claims”? 1Health Claims”? 

1Based on Nutrigenomics research
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• Regulated by FDA’s Office of Nutritional 
Products, Labeling, and Dietary Supplements 
(ONPLDS)

• Center for Food Safety and Applied Nutrition • Center for Food Safety and Applied Nutrition 
(CFSAN)

• Dietary Supplement Health and Education Act of 
1994 (DSHEA)
• Manufacturer is responsible for 

safety before marketed
• FDA takes action against unsafe products after 

they reach the market
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• ADA: classifies all foods as functional 

at some physiological level because 
they provide nutrients or other 
substances that furnish energy, 
sustain growth, or maintain/repair vital sustain growth, or maintain/repair vital 
processes. However, functional foods 
move beyond necessity to provide 
additional health benefits that may 
reduce disease risk and/or promote 
optimal health. 
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• IFIC: The IFIC considers functional foods 

to include any food or food component 
that may have health benefits beyond 
basic nutrition. 
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• IFT: The IFT defines functional foods as 

“foods and food components that provide 
a health benefit beyond basic nutrition (for 
the intended population). These 
substances provide essential nutrients substances provide essential nutrients 
often beyond quantities necessary for 
normal maintenance, growth, and 
development, and/or other biologically 
active components that impart health 
benefits or desirable physiological 
effects.”
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• In the US, Medical Foods and Foods for 

Special Dietary Use are considered to be 
two sub-categories of functional foods. 

• Medical Foods are defined by the Orphan Drug Act “a • Medical Foods are defined by the Orphan Drug Act “a 
food which is formulated to be consumed or 
administered enterally under the supervision of a 
physician and which is intended for the specific di etary 
management of a disease or condition for which 
distinctive nutritional requirements, based on 
recognized scientific principles, are established by  
medical evaluation”.
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• Describes the relationship between a 

substance (food or component of food) 
and a disease or health-related 
condition.

• Describes a relationship between a • Describes a relationship between a 
dietary supplement ingredient and 
reducing risk of a disease or health-
related condition
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• There is no list of FDA approved 
dietary supplements for boards to check

• Boards should understand the three 
types of claims that manufacturers can types of claims that manufacturers can 
make legally
• Health
• Nutrient Content
• Structure / Function 
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• Vitamin
• Mineral 
• Herb or other botanical
• Amino acid• Amino acid
• Dietary substance for use by man to 

supplement the diet by increasing the total 
dietary intake (e.g., enzymes or tissues 
from organs or glands), or 

• Concentrate, metabolite, constituent or 
extract
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