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(often performed on fewer than 30 products) or had study descriptions which lacked important 
information, such as the sample selection method, product specifications, and the actual levels of 
detected contaminants.  In addition, it is not clear whether the studies that reported variability of 
CBD product characteristics (i.e., product composition and impurities/contaminants) were more 
likely to be presented, published, or submitted to FDAôs public meeting docket (i.e., publication 
bias) than studies that did not demonstrate widespread product characteristic variability.  These 
uncertainties leave questions about how these findings should be interpreted and whether they 
can accurately be extrapolated to the CBD marketplace in the United States, which makes it 
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 Products that made serious disease claims. 
 Products that were produced or sold in several states to reflect interstate variation. 
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 Other conventional foods  
 Leave-on cosmetic products, like face and body lotions 
 Device and combination products, like personal lubricants, tampons, and suppositories 
 Vape cartridges 
 Products sold for consumption by pets 

 

As was done in the near-term study, all products will be analyzed for 11 cannabinoids,23 
including a quantitative determination of total CBD, total THC, and the elements As, Cd, Hg, 
and Pb.  The testing methods will be equivalent to those used in the near-term study. Additional 
analyses, including pesticides, residual solvents, and microbial testing will be performed on a 
subset of products.  The specific number and type of testing will be determined based on product 
type and the results from the near-term study. 

Product sampling and testing will be conducted by a third party and FDA expects this long-term 
study to be initiated in 2020.   

 

VII. Conclusion 
This report outlines the Agencyôs approach toward the requirement of the Joint Explanatory 
Statement to perform a sampling study of the current CBD marketplace to determine the extent 
to which products are mislabeled or adulterated.  In addition to providing the plan for a long-
term sampling study, FDA has, in this report, provided a summary of previously completed 
sample testing and described the methodology as well as some preliminary results from a smaller 
2020 near-term sampling study (n = 147).  Again, these preliminary data are from a limited 
sample size and cannot be used to draw conclusions about the marketplace and supports the need 
for the long-term study, which will capture multiple retail sources (on-line and brick and mortar) 
and a greater number of products. 
 
The results from the planned sampling study will help the Agency gain,in5 r k e t p l 4 7 ) 9 ,  F d y  w i


