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Who is CRN? 

National trade association for manufacturers 

and marketers of dietary supplements and 

functional foods in the United States. 

Foster a climate for responsible industry 

members to develop, manufacture and 

market their products. 

Our global affiliate, CRN-International (CRN-I), 

promotes science-based policy-making around 

the world. 
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Association  Facts  

One AssociationðThe Council for Responsible Nutrition (CRN) 
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Amount with CRN  

Voting Membersééééé.éééééééééé......96 

Finished Products.é..éé.éééééééééé..52 

Ingredient Suppliers é.éééééééééééé.44 

Associate members.ééééé..ééééé.éééé.46 

Staff ééééééééééééééééé..éééé.15 

Annual budget éééééé..ééééééé$5.2 million 

Years in existence.éééé..ééééééééé.éé41 

Also contains: scientific, regulatory, international, media  

relations and government relations expertise not found  

anywhere else. 
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ARE DIETARY SUPPLEMENTS REGULATED 
IN THE UNITED STATES? 
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ñThese views are often fueled by product 

health claims, consumer testimonials, and an 

industry that is largely unregulated owing to 

the 1994 Dietary Supplement and Health 

Education Act.ò 

Archives of Internal Medicine,  

ñThe sentencing ends an unusual 

criminal case that explored both illegal 

online pharmacies and the legal but 

barely regulated U.S. dietary 

supplements industry.ò MSNBC 

ñSo why aren't these products regulated? 

Congress virtually exempted them from 

oversight under a 1994 lawéò  Concord 

Monitor 

ñDietary supplements are not 

strongly regulated or evaluated 

for claims by the FDA éò 

NewsStar.com  

ñFifteen years after Congress and the 

Clinton administration put the dietary-

supplement industry on a loose leash, the 

$25-billion-a-year business still sometimes 

bites its customers.ò 

ñThe dietary-supplement industry is 

essentially unregulated,ò 

ñHow supplements can bite their buyers,ò 

Philly.com  

ñésupplements are not regulatedéò    

Nutrition-wise Blog, Mayoclinic.com 

ñ. . . these products are both widely used 

and largely unregulated by the U.S. Food 

and Drug Administration.ò NewsDay 

ñAn unregulated industryò Consumer Reports 

ñThe consumer should understand that the 

dietary supplement market is mostly 

unsupervised and unregulated. . . .ò The 

Legal Examiner 

What the media says . . .  
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Dietary supplements ARE 

regulated. 

 

 
Differently than pharmaceutical drugs, but regulated. 

Treated as a category of food, except where they are 

singled out for additional requirements ï which they 

often are. 

Extensive regulations, enforced by U.S. FDA and FTC, 

regulate their formulation, manufacturing, labeling and 

marketing. 



        Council for Responsible Nutrition 

Why Supplements Should Be 
Regulated Differently than Drugs 

ÁDietary ingredients are found in foods or have extensive 
history of use; they are not novel compounds. 

ÁNatural compounds have little intellectual property/patent 
protection. 

ÁLack of exclusivity means less incentive to invest funding 
in drug-like studies. 

ÁNutrients have more subtle, long-term effects vs. 
immediate, life-saving results ï they get less interest from 
researchers. 

ÁStudying risk reduction and prevention vs. treatment and 
cure are more costly, time consuming and more arduous; 
RCTs may pose ethical issues. 
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1. The ingredients are safe. 

4. The ingredients are effective; 

i.e., the product does what the 

marketer says it will do. 

2. The product is manufactured 

in a manner that assures 

quality. 

3. Someone is monitoring the 

product in the marketplace. 

Ingredient Safety Manufacturing Controls 

Claims Evaluation 
Post-Market Surveillance 

Regulation is a Four-Legged Stool 
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Ingredient Safety 

An ingredient that was on the market in 1994, when DSHEA was enacted, 

is presumed to be safe unless the FDA demonstrates that it is not. 

Twenty years later, we have additional usage data to further support the 

safety of these ñoldò ingredients. 

New dietary ingredients (introduced since 1994) must be ñnoticedò to FDA 

at least 75 days before entering the market. 

Mfrs must describe the ingredient with specificity and provide FDA with 

evidence that the ingredient, and product that would contain it, are 

ñreasonably expected to be safe.ò 

FDA can remove ingredients or products from the market if they pose a 

significant or unreasonable risk of illness or injury ï and has used that 

authority.  
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Manufacturing Controls 

Dietary supplements are subject to their own Good 

Manufacturing Practices (GMPs) regulations, effective for 

industry since 2010. 

GMPs govern all aspects of dietary supplement production, from 

identity testing of raw ingredients to testing of the final products. 

Mfrs must register their facilities with FDA every two years. 

FDA routinely inspects dietary supplement facilities, completing 

over 500 inspections in 2013. 

Warning letters for uncorrected violations are posted on FDAôs 

website.   
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          Post-Market Surveillance  

2006 law imposed mandatory adverse event reporting ï 

with support of the industry. 

All serious adverse events reported to a company must 

be reported to FDA within 14 days of receipt. No 

determination of causality: all reports go to FDA. 

Companies must preserve all adverse event reports for 

six years; FDA has access upon request. 

These adverse event reports have proven helpful to 

identify manufacturing problems, safety concerns for 

ingredients and discrepancies in labeling.   
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Claims Are Regulated  

by FDA and FTC 

Disease Claims are prohibited ï Foods and 

dietary supplements may not claim to treat, 

prevent, mitigate, cure or diagnose a disease. 

 

Other claims must have substantiation that they 

are true ï competent and reliable scientific 

evidence to support the claim. 

 

http://mediad.publicbroadcasting.net/p/kera/files/201202/5182061073_663bfa7279.jpg
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Advertising vs. Labeling 

The FDA regulates DS labeling ï anything affixed to 

the product, or that would appear  

The Federal Trade Commission (FTC) oversees all 

consumer advertising, including DS ï print ads, 

television, radio. 

Both FDA and FTC claim jurisdiction over internet ï 

websites, banner ads, search engine tools, blogs, 

social media, etc. 
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Why Claims Are Important 

Claims inform the consumer about safe use of the 

product and provide information about its 

ingredients. 

Educate consumers available options for their 

health interests. 

Claims communicate to FDA the intended use of 

the products. 

ïIs it a food, drug or supplement? 

They support and facilitate marketing of products. 
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Types of Allowable Dietary 
Supplement Claims 

Nutrient Content Claims 

Nutrient Deficiency Claims 

Structure / Function Claims 

Health Claims ï includes Qualified Health 

Claims 

These can all be used for either dietary 

supplements or conventional foods 
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Disease Claims Are NOT Permitted 

A disease claim is a claim that the product 

prevents, treats, cures, mitigates or diagnoses a 

disease. 

 

Making a disease claim transforms the product 

into a DRUG. 
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What is a ñdiseaseò? 

...damage to an organ, part, structure, or system 

of the body such that it does not function 

properly (e.g., cardiovascular disease), or a 

state of health leading to such dysfunctioning 

(e.g., hypertension); except that diseases 

resulting from essential nutrient deficiencies 

(e.g., scurvy, pellagra) are not included in this 

definition. 
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Nutrient Content Claims 

Characterize the level of a nutrient in the 

product. 

Examples: 

ÁñHigh in antioxidantsò  

ÁñGood source of calciumò 

ÁñExcellent source of Vitamin Cò 

Limited to those nutrients authorized by FDA. 

Product must contain the prescribed amount. 
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Nutrient Deficiency Claims 

Very limited claims related to a known 

deficiency-related disease. 

Must also provide the known prevalence of the 

disease in the general population. 

Examples:  

ïVitamin C ï scurvy 

ïVitamin D ï rickets 

As a practical matter, these are rarely used in the 

U.S. 

 



21         Council for Responsible Nutrition 

Structure/Function Claims 

ÅDescribe the effect of a product on the (normal) 

structure or function of the body, and also include: 

o Claims that describe the effect of the supplement on 

general well-being. 

ÅManufacturer must notify FDA the claim is being made. 

ÅManufacturer must have substantiation that the 

statement is truthful and not misleading. 
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Examples of  

Structure/Function Claims 

ñHelps build strong bonesò 

ñHelps support a healthy Immune functionò 

ñUse for weight managementò 

ñFor eye healthò 

ñMaintain a healthy circulatory systemò 

ñHelps build muscle ï get strong and tonedò  
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Structure/Function Claims 

Key Features: 

o May not claim or imply diagnosis, prevention, 

treatment or cure of a disease 

 

Label must bear an FDA disclaimer: 

 


