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EU Novel food application and food business operator update 

Mr Cyril Lombard 



➢ Contract: April 2025
➢ Contract extended with 

additional analyses: July 2025
➢ Final report: September 2025
➢ Confirmed and quantified 2 

substances of (potential) concern
➢ Low levels, but requires 

articulation of safety for dossier
➢ Caused some delays, underway



Enabling Marula fruit to 
have the option of an 
Article 10 application (Full 
Novel Foods with 5 years 
of data protection / 
confidentiality for the 
FBO) whilst avoid the 
need for animal testing





Progress



DRAFT, for discussion
Proposal: Register as a Not-for Profit Company 
in South Africa, regional membership



DRAFT, for discussion The Food Business Operator



One master dossier supports multiple 
companies with their own dossier

Based on similar commercial arrangements in pharmaceuticals 
with Drug Master File and REACH common dossiers in consortia



Draft based on first round 
of discussion with 
stakeholders

This will be tidied up with 
narrative and shared with 
parties wishing to join the 
association

After feedback and 
refinement, it will form the 
basis of a proposal for 
2026 onwards

Rand 22 million
Euro 1.1 million



What next? ➢ Some delays due to SoC findings
➢Need to revisit milestones and prioritise 

(team meeting 14th October 2025)
➢Another round of bilateral meetings and 

discussions with interested parties
➢Develop the business model of the FBO 

and finalise prospectus
➢Receive and review report by regulatory 

consultants
➢Engage with EU regulators/EFSA
➢ SDP with narrative to become basis for 

proposal for 2026 onward
➢When to trigger the association / FBO 

constantly under consideration



Thank you for your attention
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