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FOCAL POINTS TAYLOR MADE ACTIVITY ON FOOD SUPPLEMENTS

• Food supplements is identified as specific area of interest by EREN and Sc. Committee

• Project idea presented and endorsed at 87th Advisory Forum (15 March,  2023)

• The Project was organsied via Tailor-Made Activities of EFSA focal points (05/2024 - 05/2026)

Identification of emerging risks associated with food 
supplements, other than vitamins and minerals

Potential ‘Info feed’ for HoA



OBJECTIVES

• Creation of a community of knowledge (WP1)

• Analyse information from nutrivigilance systems and poison centres for correlated food supplement 
intake and adverse health effects  (WP2)

• Using the EFSA Compendium of Botanicals, identify plant-based substances of concern with predicted 
toxicity only (i.e. no experimental evidence) (WP3)

1. List of substances predicted CMR

2. Keep the substances with reliable toxicity prediction

3. Use the Compendium to trace back plant species containing these substances 

4. Map whether food supplements containing these substances or made of plants 

containing these substances exist and are marketed in Europe

5. If possible, get information on the levels of the substance(s) of concern in the food 

supplement



QSAR REPRODUCTIVE AND/OR DEVELOPMENTAL TOXICITY OF 
1537 BOTANICAL COMPOUNDS

4

(+)

experimental

(+) 

Predicted 

3 QSAR 

systems

(+) 

Predicted 

2 QSAR 

systems

(+) 

Predicted

1 QSAR 

system

Equivocal 

contradicting 

results

Not 

predicted or 

predicted as 

(-) 

(-) 

experimental

38 Compounds

Toxicant 

(Experimental)

23 Compounds

Toxicant 

(Predicted)

74 Compounds

Toxicant 

(Potential)

259

Compounds

Not 

reported 

207 

Compounds

Not reported

932

Compounds 

Not reported

4

compounds

Not reported

Hyoscyamine scopoletin kaempferol Asarone Abrin Putrescine Ouabain



PREDICTED TOXICITY (QSAR) AND INFO FROM BOTANICALS 
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EFSA BOTANICAL SUMMARY REPORT ON THE WEB

https://www.efsa.europa.eu/en/microstrategy/botanical-summary-report
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https://www.efsa.europa.eu/en/microstrategy/botanical-summary-report
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QSAR PREDICTIONS OF CONCERN (SELECTION)

• Carcinogenicity (17 substances)

• Reproductive Toxicity (21 substances)

• Genotoxicity – 2 stage protocol (14 substances)

Selection based on predicted toxicity 

at least 2 QSAR tests



INFO FROM NUTRIVIGILANCE WP2

• Selecting the high severity and causality case reports

• Identifying the composition of involved food supplements

• Collecting of literature data for each ingredient-adverse effect pair

• summarized through a PECO framework

• sorted according to inclusion/exclusion criteria (incl. study, administration, specification)

• sorted on the base of bibliographic score (quality of info) – B0,B1,B2

• List of ingredients (botanicals) , adverse effects (and type), score, and #cases  
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INFO FROM BOTANICALS (WP3)

• Selecting the substances of concern

• Identifying the plants containing the selected substances

• Searching for plant-containing food supplements on the (national) market

• Ranking the substances of concern
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SELECTED EXAMPLES
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Plant
Suspected

Genotoxicity
Suspected

Carcinogenicity
Suspected

Reprotoxicity Adverse effect 
Type of adverse 

effect

Bibliogra
phic 
score

National
registration
system FR

Web 
search FR

Web 
search 
NL

National
registration
system BE

Passiflora edulis 
Sims Harmine

Convulsive 
seizures neurology B0 1739 0 >5 973

Anaphylaxis 
Grade 2 Allergology B1

Hibiscus 
sabdariffa L. Furfural

Subfulminant
hepatitis,

death Hepatology B0 464 >5 263

Citrus paradisi
Macfad Meranzin

Limettin
Meranzin
Scoparone Rhabdomyolysis Rheumatology B0 718 0 >5 339

Laurus nobilis L.
Dehydrocostus

lactone Rhabdomyolysis Rheumatology B0 238 0 >5 102

Artemisia 
dracunculus L. Herniarin

Acute cytolytic 
hepatitis Hepatology B0 110 0 1 to 5 47

Paullinia cupana
Kunth Lycopsamine

Anaphylaxis Allergology B0

2805 0 >5 1954

Hepatic cytolysis Hepatology B0

Metabolic coma 
of

hypernatremic
origin Other B2



FURTHER STEPS AND PERSPECTIVES

• Investigate critical botanical ingredients if reported via nutrivigilance

• In – depth investigation on market presence, products, eventual exposure/consumption or 
purchase data on identified critical pairs ingredients-substances 

Plan 2026 for in depth investigation 

- Identify products with high impact (accounting for the botanicals and substances)

- Identifying eventual composition and impact of involved practices (e.g. concentration, heat ..)

- Characterize potential issues accounting for eventual doses, prolonged use, or use by sensitive 
groups (children, pregnant women)

- Connects with iDATA future project of data collection on food supplements

11


	Slide 1: Food supplements - EFSA TMA updates
	Slide 2: Focal Points Taylor Made activity on food supplements
	Slide 3: objectives
	Slide 4: QSAR Reproductive and/or Developmental Toxicity of 1537 Botanical Compounds
	Slide 5: Predicted toxicity (QSAR) and info from Botanicals 
	Slide 6: EFSA Botanical Summary report on the web
	Slide 7: QSAR predictions of concern (selection)
	Slide 8: Info from Nutrivigilance  WP2
	Slide 9: Info from Botanicals (WP3)
	Slide 10: Selected Examples
	Slide 11: Further steps and perspectives

