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CHPA - Dietary Supplement Committee

Product Listing FDA Authorization of 3rd Party GMP Inspectors

Support Additional FDA Resources 

NDI Notification Innovation Incentive
“Dietary Ingredient” Definition

New Pathways for Health Benefit Claims

Authorized List of Old Dietary Ingredients

Regulatory/Legislative topics for discussion



Options
De facto data protection via NDI Master File

• Implement NDI Master File concept as described 
in 2016 Guidance

• FDA position – every company marketing a NDI must 
file NDIN demonstrating applicable safety standard

• Subsequent filers would file own NDIN or obtain 
authorization to rely on innovator NDI Master File



Rationale/Process

Implementation of the NDI Master File concept
• FDA must ensure safety information and other proprietary data are kept 

confidential beyond the 90 day premarket filing period
• FDA must take enforcement action against any entity marketing an NDI 

without an NDIN on file
• Similar to “Master File” process for other FDA regulated products

• FDA lists name/owner of each Master File on website
• Subsequent parties can obtain permission from Master File owner or perform their own 

safety studies



Discussion Topics – Key Points

• Would encourage additional high quality safety studies

• No diminution of the current safety standard

• FDA and industry must work together to find solutions for enforcing this 
provision (i.e., keeping “me too” ingredients without appropriate safety data off 
the market)
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