
 

EFSA Update of the Statement on the safety of CBD 
​
BvCW-Statement from 2025-10-14 for the public consultation 1597: 
https://connect.efsa.europa.eu/RM/s/consultations/publicconsultation2/a0lTk000005V0os/pc1597  
 

The German Cannabis Business Association (BvCW) is representing more than 100 companies and 

business owners from across all sectors of the cannabis industry and is committed to support the 

development of robust, evidence-based regulations for the marketing of novel food products. The 

present ‘Update of the statement on the safety of cannabidiol (CBD) as a novel food’ is a significant step 

since the conclusion of the initial assessment in 2022.  

​
Line 30; Line 1086 

The applied uncertainty factor of 400 creates an excessive regulatory barrier to the market integration of 

CBD-based novel food products in the European Union. The proposed threshold limit of 2mg/day  

contrasts sharply with limits in other major jurisdictions, eg. the United Kingdom with 10mg/day, 

12mg/day in Switzerland, Australia with 60mg/day and Canada with 200mg/day. Further scientific advice 

also recommends a health-based guidance value of 10mg/kg day based on human LOAEL1. While an 

uncertainty factor of 400 is too high even for the most vulnerable groups, different factors should be 

defined for different demographic groups.  

​
Line 216-219 

A ‘History of safe use’ can be established based on common Low-Level Exposure (eg. Hemp tea and 

similar products) as well as endemic self-medication practices, whose absence of adverse effects stands 

in contrast to the extremely low threshold value of 0,0275 mg per kg per day. However, as very high 

doses can indicate reprotoxic and hepatoxic effects in animal trials and clinical studies, a warning label for 

novel foods and food supplements with doses above 0,8 mg per kg per day, in particular for pregnant and 

lactating women, might be advisable.  

​
Line 16-17  

As determined, establishing realistic safety values in line with scientific progress requires to close the 

identified methodological limitations and data gaps. To that effect, assessment of only 16 out of 3521 

identified in vivo animal studies, and 18 out of 3492 identified randomized placebo-controlled and 

prospective observational studies with human subjects, might indicate that the inclusion and exclusion 

criteria are not aligned with broader scientific practices and relevant societal consumption patterns.  

 

1 Wisotzki et. al (2023): Updated Risk Assessment of Cannabidiol in Foods Based on Benchmark 
Dose–Response Modeling. Updated Risk Assessment of Cannabidiol in Foods Based on Benchmark 
Dose–Response Modeling 
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