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What Does Draft NDI Guidance 
Mean Now? 

• Contains Nonbinding Recommendations  
 Draft-Not for Implementation 
 This guidance is being distributed for comment 
purposes only. 
• Many comments received.  Not yet posted onto the 
Reg.gov website.   
• 18 months minimum to evaluate comments and to 
make the Guidance final. 
• Many FDA Guidance documents remain in draft for 
years 
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Where Does Guidance Fit With 
the Law and Regulations? 

1. The NDI provision of the law – FFDCA Sec. 413 
2. The NDI regulation – 21 CFR Sec. 190.6 
3.  All Guidance – FFDCA Sec. 701(h)(1)(A) Such 
documents shall not create or confer any rights for 
or on any person, (1)(B) . . . guidance documents 
shall not be binding on the Secretary (2) . . . 
Secretary shall ensure that guidance documents . . . 
indicate the nonbinding nature of the documents 
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Where Does Guidance Fit With 
the Law and Regulations? 

• 21 CFR 10.115(d)  Are you or FDA required to 
follow a guidance document? 

(1) No. Guidance documents do not establish legally 
enforceable rights or responsibilities.  They do 
not legally bind the public or FDA. 

• 21 CFR 10.115(i) What standard elements must 
FDA include in a guidance document? 

(2) Guidance documents must not include 
mandatory language such as "shall," "must," 
"required," or "requirement,"  
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Can FDA Sue Companies for 
Not Complying with Guidance? 

NO - Guidance documents are not binding.  An 
enforcement action may be taken only when we find 
a violation of statutory or regulatory requirements. 
A guidance document represents the agency's 
current thinking on a subject but it is not ever 
binding on FDA or outside parties. 
Guidance is not binding on us or you. We do not 
enforce guidance documents; we enforce applicable 
statutory and regulatory requirements. 
All above from preamble to final guidance 
regulation. 
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How Could FDA Enforce the 
NDI Guidance Teachings? 

• FDA enforcement is seizure, injunction and civil 
or criminal action  

• Not a dietary ingredient – FDA WL and/or 
enforcement as unlawful dietary supplement 

• An NDI not notified – FDA WL and/or enforcement 
as adulterated dietary supplement  

• A chemically altered ingredient in the food 
supply, an NDI not notified 
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How Would FDA Prioritize 
NDI Enforcement? 

• Balanced against priorities for actions against 
unlawful claims, cGMP and other supplement 
issues.    

• Real or a science rationale supported safety 
issue. Look to SAER filings.  

• Industry enforcement education impact.  Big 
Target ingredient or Big Target company. 

• May select non-dietary ingredient enforcement as 
priority.  
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How Would FDA Prioritize 
NDI Enforcement? 

• FDA Dr. R. Moore in Spring 2010 – low hanging 
fruit 

• Sports nutrition ingredients trying to be new, 
different and exotic – many syllables and dashes 
and “iones” and interest from athletic 
organizations  

• New, patent pending, never before available and 
other claims marketing likes are NDI giveaways 
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How Would FDA Learn of 
NDI’s not Notified?  

• Claims made by marketers of supplement and 
ingredient marketers  

• Competitor complaints 
• Ingredient information in company files that are 

voluntarily made available to FDA Inspectors  
• CSPI or other organizations petitioning for 

enforcement  
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Present FDA Enforcement 
Reality  

• The Law and Regulation are in effect.   
• DRAFT Guidance and FDA has invited comment. 
• FDA must make cases the old fashioned way, by 

seizure or injunction or prosecution.   
• FDA has the burden of proof to show an 

ingredient and dietary supplement is adulterated 
or misbranded.  

• Imports of ingredients and products are at 
greatest risk.  Burden of proof on importer that 
product is lawful. 
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How Did We Get Here? 
DSHEA’s NDI 75 day premarket notification 
provision was enacted to give FDA notice of new 
dietary ingredients. Statute says what is says.  
Our trade associations did ask FDA for “Guidance” 
after many notifications were found “may be 
adulterated.” 
FDA has drafted the NDI Guidance broadly to assure 
that FDA has “cover” so that if there is ever a safety 
issue with an unnotified  NDI, FDA is able to say the 
law required the notification to be made.  
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What Should Retailers be 
Doing With Suppliers? 

• Always require a Food and Drug Guaranty from 
suppliers.  Guarantees that the product is not 
adulterated or misbranded. (Includes NDI status) 

• Discuss with supplier and think about the safety 
of new ingredient products – safety generally.   

• Determine whether the product has been 
marketed before and ask about the safety history. 

• Assume responsibility for what you sell – they are 
YOUR customers. 
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