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1. Food supplements (FSs)
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EU legislation

5

 No harmonization of :

•FS compositions : no positive or negative lists nor safety limits for most substances, plants, algaes…

Ex: regulatory status of melatonin in Europe (daily doses authorised)

1. Food supplements (FSs)
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An ingredient found acceptable in one European
country may even be forbidden in another. 

Despite this, they may be available all across
Europe owing to the free cross-border movement

and the internet.



EU legislation
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 No harmonization of :

•FS compositions : no positive or negative lists nor safety limits for most substances, plants, algaes…

•Pre-marketing obligations : no common pre-market placement rules (20 EU countries established a notification 
system)

•Post-marketing surveillance.

1. Food supplements (FSs)
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 No pre-marketing efficacy studies -> European claim regulation (claims on botanicals placed on hold)

 No pre-marketing safety studies -> the safety of the product is the responsibility of the manufacturer
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Risks related to FSs

1. Food supplements (FSs)
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2. National vigilance systems for FSs
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2. National vigilance systems for FSs

France
Anses

4863 reports (2009 - 2019)

Italy
National Institut of Health

1480 reports (2002 – Mid 2020)

Denmark
Veterinary and Food Administration

73 reports (2014 –2020)

Portugal
Ministry of Agriculture

136 reports (2014 – Mid 2020)

Czech Republic
National Institut of Public Health

37 reports (2015 – 2020)

Slovenia
National Institut of Public Health

107 reports (2016 - 2019)

Croatia
Institut of Public Health

6 reports (End of 2021 – mid 2022)
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These systems aim to protect consumers by :
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• In case of serious effect (life-threatening) or near-miss
• Leads to the rapid implementation of management measures (market

withdrawal…)

Early
warning

• Help decision makers to implement management measures when 
needed (regulation, usage restriction, labelling obligation, market withdrawal…)

• Published on websites, scientific or general press

• Consumer information

Risk
assessment

2. National vigilance systems for FSs
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2. National vigilance systems for FSs



12

• Online reporting ;

• Voluntary based ;

• Reporters: healthcare professionals, manufacturers, consumers ;

• Under-reporting.

Similarities :

2. National vigilance systems for FSs
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Reported cases

Unreported cases

- Insufficiently known systems

- Non-mandatory reporting

- Health professional is unaware that the patient is 
consuming FS (either because the question is not asked 
or because the patient does not mention it)

- FS not suspected by the consumer or health 
professional as they are considered "natural”

2. National vigilance systems for FSs
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• no harmonization of the data collection ;

• severity and causality assessment based on different methods.

Differences :

2. National vigilance systems for FSs
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3. Existing European systems for 
reporting on FSs safety
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International Nutrivigilance network

Initiated in 2014 and driven by France

27 European countries + Brazil + Efsa (as an observer)

Aim: exchange of information on nutrivigilance

Monthly newsletter (n°94)

3. Existing European systems for reporting on FSs safety

No meetings due to lack of funding

BfR-BVL Joint Meeting: “Super(?)foods and Supplements – Risky or Healthy?”



Rapid alert system for food and feed (RASFF)
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RASFF (1979) is a tool enabling the quick and effective exchange of information between Member States and the 
European Commission when risks to human and animal health are detected in the food and feed chain

Category of  “dietetic foods, FSs and fortified foods”

Between 2003 and 2016 : only 13 RASFF 
notifications of adverse reactions related to this 
category

RASFF is not suitable for reporting FSs
adverse effects.

3. Existing European systems for reporting on FSs safety
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Emerging risks exchange network (EREN)
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Run by EFSA (2010)
“an emerging risk to human, animal and/or plant health is understood as a risk resulting from a newly identified hazard to which 
a significant exposure may occur or from an unexpected new or increased significant exposure and/or susceptibility to a known 
hazard”

Between 2016 and 2019 : 8 potentials issues concerning 
FSs were evaluated at EREN (6 considered as emerging 
issues)

Ex : Briefing note on hepatotoxicity associated with FSs 
containing Turmeric (Italy - 2019) -> follow-up unknown

National vigilance systems for FSs
could be a valuable source of 
information on emerging risks

3. Existing European systems for reporting on FSs safety
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4. The need for a European Nutrivigilance 
System
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How to harmonize nutrivigilance systems in Europe ?
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4. The need for a European Nutrivigilance System

Harmonization of :

- nutrivigilance requirements in European countries ;

- data collection;

- severity and causality assessment methods.
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Will allow to have a common understanding and to facilitate exchanges of information

Common and centralized database ?
(ex: Eudravigilance for medicinal products)
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What is expected from a 
European harmonized
nutrivigilance system?

4. The need for a European Nutrivigilance System
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2. National vigilance systems for FSs
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A European harmonized nutrivigilance system will allow to achieve 
this objective more quickly and efficiently with less duplication of 

risk assessment

Final objective: 
to improve public health by helping decision makers to implement 

management measures when needed and to set/adjust legal 
requirements at the European or country levels
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Thank you for your attention

gwenn.vovanregnault@anses.fr
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