
 

U.S. Food and Drug Administration 
5001 Campus Drive 
College Park, MD 20740 
www.fda.gov 

  

  
 
 

 
January 4, 2023 

Dear : 
 
This letter is to inform you that the notification that you submitted, on behalf of Johnson Foods 
LLC, pursuant to 21 United States Code (U.S.C.) § 350b(a)(2) (section 413(a)(2) of the Federal 
Food, Drug, and Cosmetic Act (the Act)), was received and filed by the Food and Drug 
Administration (FDA or we) on October 21, 2022.  Your notification concerns the new dietary 
ingredient you call “NPI-001, a dried kratom leaf powder”, that you intend to market as a dietary 
supplement under the Trade Name “Mitra-Leaf”. 
 
According to your notification, the conditions of use are, “To be consumed intermittently with a 
labelled serving size of 50 mg/day, not to be consumed more than 15 days in a row or for more 
than 15 days per 30-day period.” The maximum serving of NDI in the dietary supplement is “50 
mg/day”. The target population is “Intended for use in adults (18 years or older), excluding any 
adult who is, or may become, pregnant or is breastfeeding.” 
 
Under 21 U.S.C. § 350b(a), the manufacturer or distributor of a dietary supplement containing a 
new dietary ingredient that has not been present in the food supply as an article used for food in a 
form in which the food has not been chemically altered must submit to FDA, at least 75 days 
before the dietary ingredient is introduced or delivered for introduction into interstate commerce, 
information that is the basis on which the manufacturer or distributor has concluded that a 
dietary supplement containing such new dietary ingredient will reasonably be expected to be 
safe.  FDA reviews this information to determine whether it provides an adequate basis for such 
a conclusion.  Under 21 U.S.C. § 350b(a)(2), there must be a history of use or other evidence of 
safety establishing that the new dietary ingredient, when used under the conditions recommended 
or suggested in the labeling of the dietary supplement, will reasonably be expected to be safe.  If 
this requirement is not met, the dietary supplement is considered to be adulterated under 21 
U.S.C. § 342(f)(1)(B) because there is inadequate information to provide reasonable assurance 
that the new dietary ingredient does not present a significant or unreasonable risk of illness or 
injury. 
 
FDA has carefully considered the information in your submission and the Agency has significant 
concerns about the evidence on which you rely to support your conclusion that “NPI-001, a dried 
kratom leaf powder” will reasonably be expected to be safe under the conditions of use described 
in your notification. 
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FDA was unable to establish the identity of your new dietru.y ingredient, "NPI-001, a dried 
kratom leaf powder", based on the info1mation rovided in our notification. For exam le, your 
notification provided (b) ( 4) 

Without such info1mation, it is unclear how the identity and composition of 
the product that you intend to mru.·ket is qualitatively and quantitatively similru.· to the substances 
described in the info1mation that you rely on as evidence of safety or how that info1mation fo1ms 
the basis for a reasonable expectation of safety under the intended conditions of use. 

FDA was unable to establish the safe of our new dietru. in ·edient "NPI-001 a dried kratom 
leaf owder." For exam le (6) (-4) 

. As another exam le (b) ( 4) 

FDA eva uated your submitted studies and t e cmTent 1terature on Mitragyna 
speciosa. FDA has concluded that prolonged daily consumption of kratom products containing 
mitragynine and its analogs can result in adverse effects such as tolerance and physical 
dependence 1, abuse or addiction potential 2,3, which may include withdrawal symptoms, 4,5,6 

neurotoxicity and memo1y deficits,7,8 dm g-dm g interaction,7,9, io and even death.7,11 

Your notification does not contain adequate data to address the safety concerns and potential adverse 
effects in consumers who would use your "NPI-001 , a dried kratom leaf powder." Therefore, FDA 
was unable to establish that your proposed new dietru.y ingredient, "NPI-001, a dried kratom leaf 
powder", when used under the conditions recommended or suggested in the labeling, would 
reasonably be expected to be safe. 
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For the reasons discussed above, the information in your submission does not provide an 
adequate basis to conclude that your new dietary ingredient, “NPI-001, a dried kratom leaf 
powder”, when used under the conditions recommended or suggested in the labeling of your 
product, will reasonably be expected to be safe.  Therefore, a product containing your new 
dietary ingredient may be adulterated under 21 U.S.C. § 342(f)(1)(B) as a dietary supplement 
that contains a new dietary ingredient for which there is inadequate information to provide 
reasonable assurance that such ingredient does not present a significant or unreasonable risk of 
illness or injury.  Introduction of such a product into interstate commerce is prohibited under 21 
U.S.C. § 331(a) and (v). 
 
Your notification will be kept confidential for 90 days after the filing date of October 21, 2021.  
After the 90-day date, the notification will be placed on public display at www.regulations.gov 
as new dietary ingredient notification report number 1264.  Prior to that date, you may wish to 
identify in writing specifically what information you believe is trade secret or confidential 
commercial information and include an explanation of the basis for this belief. 
 
If you have any questions concerning this matter, please contact Markeesa Scales, MPH, 
Division of Research and Evaluation by email: NDITEAM@fda.hhs.gov.    
 
 
         Sincerely,   
 
 
 
 

R. Philip Yeager, PhD, JD, DABT  
Director 
Division of Research and Evaluation 
Office of Dietary Supplement Programs 
Center for Food Safety  
     and Applied Nutrition   

Philip 
Yeager -S
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