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NPA Warns Supplement Industry to Brace Itself for the Upcoming 

NDI Draft Guidance  

NPA to Host Webinar Within 72 Hours After Guidance is Released  
“Our hard work and continued dialogue with the Agency should net positives for the industry in some 

areas of contention over the NDI guidance, but we expect to find areas for improvement,” said NPA CEO 

Dr. Daniel Fabricant. 

  

WASHINGTON, D.C. – The Natural Products Association (NPA), the oldest and largest trade 

association representing the dietary supplement industry, has announced that the much anticipated New 

Dietary Ingredient (NDI) Guidance will be released this month and most likely tomorrow.  NPA looks 

forward to examining the draft guidance once it is issued and is is preparing a response based upon the 

expectation that FDA will  clarify points made by industry during the comment period.  

 

“Our hard work and continued dialogue with the Agency should net positives for the industry in some 

areas of contention over the NDI guidance, but we expect to find areas for improvement,” said NPA CEO 

Dr. Daniel Fabricant. “This is a controversial topic for the industry and NPA is working on a response 

that reflects the views of its members. The draft guidance raises concerns about the economic impact 

burden to manufacturers of finished products and suppliers of dietary ingredients.” 

 

NPA’s own research of its member companies that have submitted NDI notifications reveal the following 

costs for a typical submission. 

 

Toxicology Studies      $178,000 - $328,000 

FTE & Consultants for preparing the NDI submission  $162,500 

Analytical & Physical Properties    $27,500 

 

“The numbers speak for themselves. It is critical for FDA to conduct a fair and accurate 

economic impact analysis for the cost of an NDI submission” added Dr. Fabricant. 
 

NPA will ask for an accurate economic impact analysis in its comments, which it is already preparing. 

These costs differ significantly with the estimated annual reporting burden FDA provides (1,100 total 

hours per year in submitting NDIs by the industry) in its agency information collection activities for 

premarket notification of NDIs.
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NPA is also expecting FDA to provide clarification in the following areas: 

- Refrain from shifting the obligation to prove an ingredient’s grandfathered status and provide 

clarity for establishment of a safe harbor list of dietary ingredients 

- Clarify the 75-day review period.  

- Not require product-specific submissions. 

- Clarify the expectation that each manufacturer must submit a notification for identical products. 

- Avoid the need for a food additive testing level for NDI notifications. 

- Open up the definition of what does not constitute chemical alteration.  

- Clarify exceptions to notification requirements for NDIs with an established history of use in 

conventional foods. 

- Reevaluate the status of synthetic constituents as dietary ingredients (clarify the treatment of 

synthetically derived botanicals and metabolites) 

- Clarify what constitutes investigation as a new drug. 

- Allow for notifications with a range of serving levels 

- Permitting NDI master files and allowing for follow-on simplified notification 

- Protection of intellectual property 

- Clarify the status of microbial ingredients as dietary ingredients. 

 

As soon as the draft guidance is announced, NPA will host a webinar within 72 hours, highlighting the 

most important and pressing aspects of the guidance and its regulatory and scientific impact. Speakers 

include Dr. Daniel Fabricant, NPA, CEO and Executive Director and former Director of the Dietary 

Supplement Division at FDA whom worked on the Guidance while at the Agency, Dr. Corey Hilmas 

(NPA, SVP Scientific and Regulatory Affairs), Kevin Bell (Porzio, Bromberg & Newman LLP), and 

Ashish Talati (Amin Talati & Upadhye). 

 

Register for the emergency NDI Draft Guidance webinar here.  

 

View NPA comments on the 2011 NDI Draft Guidance here  

 

 

  
Natural Products Association 
The Natural Products Association (NPA) is the trade association representing the entire natural products industry. We advocate 

for our members who supply, manufacture and sell natural ingredients or products for consumers. The Natural Products 

Association promotes good manufacturing practices as part of the growth and success of the industry. Founded in 1936, NPA 

represents over 1,400 members accounting for more than 10,000 locations of retailers, manufacturers, wholesalers and 

distributors of natural products, including foods, dietary supplements, and health/beauty aids. Visit www.NPAinfo.org. 
Follow NPA on social media:  
  

 Facebook: Natural Products Association and The Natural Seal 
 Twitter: NPA National and NPA Natural Seal 
 LinkedIn: Natural Products Association, Natural Products Group and Grassroots Action Network 

  
Natural Products Association: 440 1st Street, NW, Ste. 520, Washington, DC, 20001 
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