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 FDA Compliance Advice

 Crisis Management 
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How Can the Sprout Industry Strengthen 

Itself in a Regulated World?

“Knowledge is a process of 

piling up facts; wisdom lies 

in their simplification.”

-Martin H. Fischer
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We Have Good News!  

 Can we share it?

 How?

Image courtesy David Castillo Dominici /Free DigitalPhotos.net ; Image courtesy Arvind Balaraman / FreeDigitalPhotos.net

http://www.freedigitalphotos.net/images/view_photog.php?photogid=3062
http://www.freedigitalphotos.net/images/view_photog.php?photogid=1058
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Who Sets the Standards for Labeling 

and Promotion of Sprouts?

Image courtesy hinnamsaisuy / FreeDigitalPhotos.net

http://www.freedigitalphotos.net/images/view_photog.php?photogid=1529
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U.S. Food and Drug Administration
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FDA’s Center for Food Safety and 

Applied Nutrition (CFSAN)

 CFSAN regulates conventional food and dietary supplements, 

which industry sometimes refers to as nutraceuticals.  

 CFSAN regulates manufacturing, labeling (format, content, and 

permitted claims), and import and export of these products.  

 Although these products typically do not require specific prior 

authorization for marketing (assuming ingredients and claims 

comply with FDA law), the Center for Drug Evaluation and 

Research (CDER) will step in to regulate the product as a 

“drug” if a company makes claims about the effectiveness of a 

food or dietary supplement to treat or prevent disease.
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What is Labeling?

Image courtesy Stuart Miles / FreeDigitalPhotos.net

http://www.freedigitalphotos.net/images/view_photog.php?photogid=2664
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Nutrition Labeling
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What Else is Labeling?

 “Label” means a display of written, printed, or graphic matter 

upon the immediate container of a product. 

 “Labeling” means all labels and other written, printed, or 

graphic matter on a food or any of its containers or wrappers, 

or accompanying the food.

 FDA interprets “labeling” and “accompanying” broadly to cover 

statements in a variety of media.

 The actual label on the product

 Print materials accompanying or tied to the product

 Company websites that talk about the product

21 U.S.C. § 321(k),(m)
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What is Prohibited?

 Food is “misbranded” if its labeling is false or misleading. 

 Takes into account not only representations made but also the 

extent to which the labeling fails to reveal material facts.

 The U.S. Federal Food, Drug, and Cosmetic Act (FD&C Act) 

prohibits, among other things, doing or causing in U.S. 

commerce:

 The misbranding of food;

 The introduction or delivery of misbranded food; and

 The receipt of misbranded food.

21 U.S.C. § 343(a)(1), 201(n), 301, 331; 21 C.F.R. § 1.21(a)
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What CAN We Say?

 There are three categories of potentially permissible claims for 

conventional foods:

 Health Claims

 Nutrient Content Claims

 Structure/Function Claims

Refer to the FDA document, Claims That Can Be Made for Conventional 

Foods and Dietary Supplements, September 2003:

http://www.fda.gov/Food/LabelingNutrition/LabelClaims/ucm111447.htm

Image courtesy nuchylee / FreeDigitalPhotos.net

http://www.fda.gov/Food/LabelingNutrition/LabelClaims/ucm111447.htm
http://www.freedigitalphotos.net/images/view_photog.php?photogid=1824
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Health Claims

“Health Claims” are claims that describe the relationship
between a nutrient or dietary ingredient and a disease or
health related condition.

Health Claims fall into three categories:

Health Claims specifically authorized by FDA, based on extensive review
of scientific literature, and these authorized claims are outlined in FDA
regulations. These are referred to as “significant scientific agreement” or
“SSA” Health Claims.

Health Claims based on an “authoritative statement” from a scientific body
of the U.S. Government or National Academy of Sciences.

“Qualified Health Claims,” in circumstances where there is not sufficient
scientific agreement for an authorized health claim, but there is emerging
evidence of a relationship between a food component and a reduced risk
of disease or a health-related conditions. Qualifying language would be
required to accurately describe the strength of evidence
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Health Claims

To see the full regulations go to 

www.gpoaccess.gov

21 C.F.R. § 101.76 and 101.77

Image courtesy Michelle Meiklejohn / FreeDigitalPhotos.net.

http://www.gpoaccess.gov/
http://www.freedigitalphotos.net/images/view_photog.php?photogid=901
http://www.freedigitalphotos.net/images/view_photog.php?photogid=901
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Nutrient Content Claims

“Nutrient Content Claims” (such as low or high) can be made

about conventional foods, in accordance with established FDA

regulations.
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Nutrient Content Claims

To see the full regulation go to 

www.gpoaccess.gov, 21 C.F.R. 101.54

Image courtesy zirconicusso / FreeDigitalPhotos.net

http://www.gpoaccess.gov/
http://www.freedigitalphotos.net/images/view_photog.php?photogid=1857
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Structure/Function Claims

 Nutritional Support Claims, also referred to as “Structure/Function” Claims, 
describe 

 how an ingredient affects or acts to support the body’s structure and function, or

 how it can alleviate a common nutritional deficiency.

 Such claims may also describe general well-being from consumption of the 
ingredients.  An example is: "calcium builds strong bones."  

 The person marketing the food must have adequate substantiation for the 
claims, and cannot include statements or images in the label that – when 
taken as a whole – create a false or misleading impression about the 
product. 

 If FDA considers the claim or any other aspect of the product inappropriate, it 
may take enforcement action.  

 Although FDA provides guidance indicating claims that it is likely to consider 
acceptable, its interpretation of what constitutes an acceptable Nutritional 
Support Claim may change in the future thereby requiring that revision of 
labeling. 
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What Else Does FDA Say About Food 

Claims?

 Some claims, if made about a food product, are not permitted:

 Drug Claims

 Unauthorized Health Claims

 Drug claims are representations that a product is intended to 

diagnose, mitigate, treat, cure or prevent a disease.  

 Drug claims are prohibited from use in the labeling of 

conventional foods and dietary supplements and can result in 

enforcement action.



19

Who Else Regulates Food Claims?

 The U.S. Federal Trade Commission (FTC) regulates claims in 

food advertising.

 FTC often works in coordination with FDA.
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Federal Trade Commission
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What is the FTC Standard for 

Advertising Claims?

FTC,  Advertising FAQs: A Guide for Small Businesses, April 2001, 

http://business.ftc.gov/documents/bus35-advertising-faqs-guide-small-

business

http://business.ftc.gov/documents/bus35-advertising-faqs-guide-small-business
http://business.ftc.gov/documents/bus35-advertising-faqs-guide-small-business
http://business.ftc.gov/documents/bus35-advertising-faqs-guide-small-business
http://business.ftc.gov/documents/bus35-advertising-faqs-guide-small-business
http://business.ftc.gov/documents/bus35-advertising-faqs-guide-small-business
http://business.ftc.gov/documents/bus35-advertising-faqs-guide-small-business
http://business.ftc.gov/documents/bus35-advertising-faqs-guide-small-business
http://business.ftc.gov/documents/bus35-advertising-faqs-guide-small-business
http://business.ftc.gov/documents/bus35-advertising-faqs-guide-small-business
http://business.ftc.gov/documents/bus35-advertising-faqs-guide-small-business
http://business.ftc.gov/documents/bus35-advertising-faqs-guide-small-business
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What is the FTC Standard for 

Advertising Claims?
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What is the FTC Standard for 

Advertising Claims?
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What is the FTC Standard for 

Advertising Claims?
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Where is FTC’s Focus?

Image courtesy Simon Howden / FreeDigitalPhotos.net

http://www.freedigitalphotos.net/images/view_photog.php?photogid=404
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FTC
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Outside the U.S.

Image courtesy digitalart / FreeDigitalPhotos.net

http://www.freedigitalphotos.net/images/view_photog.php?photogid=2280
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Food Has Global Implications

DLA Piper is a Global 

Organization

 4,200+ lawyers overall, in 30 

countries and 76 offices

 1,500+ lawyers in the US

 200+ lawyers in Asia, including in 

Beijing, Shanghai, Hong Kong, Tokyo, 

Singapore and Bangkok 

 100+ lawyers in Central and Eastern 

Europe and Russia, including in 

Moscow, Budapest, Prague and 

Warsaw

 150+ lawyers in the Middle East, 

including in Abu Dhabi, Dubai, Egypt, 

Kuwait, Qatar, Saudi Arabia and 

Oman
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E.U. Regulation

 In December 2006 EU decision makers adopted a Regulation on the 

use of nutrition and health claims for foods.

 It lays down harmonised EU-wide rules for the use of health or 

nutritional claims on foodstuffs based on nutrient profiles. 

 The Regulation applies to all nutrition and health claims for food 

intended for final consumer including:

 commercial communications (labeling, presentation and promotional 

campaigns); and

 trademarks and other brand names which may be construed as nutrition 

or health claims. 

 The Regulation supplements Directive 2000/13/EC relating to food 

labeling and Directive 2006/114/EC on misleading and comparative 

advertising which could mislead the consumer.

Regulation (EC) N° 1924/2006* of  the European Parliament and of the Council on nutrition and health claims made on foods adopted on 20 December 2006.

http://europa.eu/legislation_summaries/consumers/product_labelling_and_packaging/l21090_en.htm
http://europa.eu/legislation_summaries/consumers/consumer_information/l32010_en.htm
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E.U. Nutrition Claims

 A nutrition claim states or suggests that a food has beneficial 

nutritional properties, such as “low fat”, “no added sugar” and “high in 

fibre.”
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E.U. Health Claims

 A health claim is any statement on labels, advertising or other 
marketing products that health benefits can result from 
consuming a given food, for instance that a food can help 
reinforce the body’s natural defences or enhance learning 
ability. 

 The Commission authorises different health claims provided 
they are based on scientific evidence and can be easily 
understood by consumers. 

 The European Food Safety Authority (EFSA) is responsible for 
evaluating the scientific evidence supporting health claims. 
The Commission draws up lists of health claims including the 
different types of authorised and rejected health claims in the 
EU.
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E.U. Health Claims

 Health claims are subject to specific requirements. The 

labeling, presentation and publicity related to them must 

provide certain obligatory information:

 a statement indicating the importance of a varied and balanced 

diet and a healthy lifestyle;

 the quantity of the food and pattern of consumption which will 

ensure the claimed beneficial effect;

 a statement addressed to persons who should avoid the substance 

concerned; and

 a warning of the health risks caused by excessive consumption.
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E.U. Health Claims

 The Regulation prohibits health claims which refer to the rate 

or amount of weight loss or suggest it is detrimental to health 

not to consume a certain type of food.

 However, by way of derogation from Directive 2000/13/EC on 

labeling (which prohibits any reference to properties for the 

prevention, treatment or cure of a human disease), the 

Regulation authorises claims concerning the reduction of the 

risk of a disease, provided that an application for authorisation 

has been approved.
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E.U. Health Claims

 Application for Authorisation

 To obtain authorisation for a new claim or amend the existing list, 

the manufacturer must submit an application to the Member State 

concerned, which will forward it to the European Food Safety 

Authority (EFSA). The Commission then makes a decision on the 

use of the claim on the basis of the EFSA’s opinion.

 So far, EFSA has published 125 opinions providing scientific 

advice for more than 900 health claims, out of the draft a list of 

4,637 health claims submitted to EFSA by the Commission 

between July 2008 and March 2010.

http://europa.eu/legislation_summaries/consumers/consumer_information/f80501_en.htm
http://europa.eu/legislation_summaries/consumers/consumer_information/f80501_en.htm
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E.U. General Function Health Claims

 The European Commission is required to draw up a “positive list” of 

the many well-established “general function” health claims in the EU, 

such as “calcium is good for your bones”, on the basis of claims 

submitted by the EU Member States. 

 This type of health claims, dealt with under Article 13.1 of the 

Regulation, include those referring for instance to growth, 

development and the functions of the body and to psychological and 

behavioural functions, but not to the reduction of disease risk nor to 

child development or health which are separately addressed under 

Article 14 and Article 13.5 of the Regulation. 
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E.U. Conditions for Nutrition and 

Health Claims

 Nutritional and health claims must meet the following conditions:

 the presence, absence or reduced content of a nutrient or other substance 
in respect of which the claim is made must have a beneficial nutritional or 
physiological effect, and be scientifically proven;

 the nutrient or substance in respect of which the claim is made is present 
in significant quantities in order to produce the nutritional or physiological 
effect claimed. Its absence or presence in a reduced quantity should also 
produce the expected nutritional or physiological effect;

 the nutrient or substance in respect of which the claim is made is in an 
immediately consumable form;

 the specific conditions of use must be complied with, for example, the 
active substance (e.g. vitamins, fibres, etc.) must be present in sufficient 
quantity in the food to have beneficial effects. 

 Nutritional and health claims relating to beverages containing more than 
1.2% of alcohol by volume are prohibited, with the exception of those 
which refer to a reduction in the alcohol or energy content of an alcoholic 
beverage.
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E.U. Nutrient Profiles

 Nutrient profiles are nutritional requirements that foods must 
meet in order to bear nutrition and health claims. 

 One of the key objectives of this Regulation is to ensure that 
any claim made on a food label in the EU is clear and 
substantiated by scientific evidence. 

 The profiles will help ensure that consumers who utilise claims 
to guide healthy diet choices, and who may perceive foods 
bearing claims as having a nutritional or health advantage, are 
not misled as to their overall nutritional value. 

 The European Commission and Member States are required to 
establish a nutrient profiling system and set nutrient profiles for foods 
bearing nutrition and health claims taking into account EFSA’s 
scientific advice.
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E.U. Prohibitions

 The Regulation protects consumers by prohibiting any 

information which:

 is false, difficult to understand or misleading (e.g. which attributes 

medicinal properties to food wrongly or without scientific evidence);

 casts doubt on the safety or nutritional adequacy of other foods;

 encourages or condones excessive consumption of a food;

 encourages consumption of a food by stating or suggesting directly 

or indirectly that a balanced diet does not provide all the nutrients 

that are needed;

 attempts to scare consumers by mentioning changes in bodily 

functions.
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Japan

 The Japanese Agricultural Standard (JAS) System consists of the 

combination of “the JAS Standard System” and “the Quality Labeling 

Standard System. 

 Quality Labeling Standard System: Requires all producers, distributors 

and other parties to label in accordance with the Quality Labeling 

Standards established by the Minister of Agriculture, Forestry and 

Fisheries. All the Quality Labeling Standards are mandatory.

 JAS Standard System: Refers to the certification system to attach the 

JAS marks to the products inspected in accordance with the JAS 

Standards established by the Minister of Agriculture, Forestry and 

Fisheries. The JAS Standards are voluntary other than JAS Standards for 

Organic Foods. The only Certified Business Entities such as producers 

and manufacturers can attach JAS marks to the products. 
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Japan

Source: http://www.caa.go.jp/en/index.html
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Japan
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Japan
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Japan
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Japan
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Thank You 


