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  Nutrivigilance 
  
  

Food supplements containing melatonin are not 
suitable for everyone! 

Under the national nutrivigilance scheme run by ANSES, re-
ports of adverse effects likely to be associated with the con-
sumption of food supplements containing melatonin have 
been reported. A retrospective analysis of these reports, 
combined with the considerable level of consumption of this 
type of supplement, led ANSES to conduct an assessment of 
the potential health risks. On 11 April, ANSES published an 
opinion on the risks associated with the consumption of 
food supplements containing melatonin (see link below). 

In France, melatonin is used in medicinal products, extempo-
raneous preparations and food supplements. It is a hormone 
secreted naturally during the night. One of its physiological 
functions is to promote sleep. In addition to its effects on the 
biological clock, melatonin has other properties: modulation 
of mood and the immune system, regulation of body temper-
ature and intestinal motility. It also has vasodilatory, vasocon-
strictor and proinflammatory activity. Under certain circum-
stances, or when interacting with other substances, these 
physiological effects can lead to the occurrence of adverse 
effects. 

Ninety cases of adverse effects following the intake of food 
supplements containing melatonin have been reported to the 
national nutrivigilance scheme. Each case has been analysed 
individually and the conclusions shared with the parties re-
porting the cases and the manufacturers. A variety of differ-
ent effects have been reported: general symptoms 
(headaches, dizziness, drowsiness, nightmares, irritability) 
and neurological (tremors, migraine) and digestive (nausea, 
vomiting, abdominal pain) disorders.  

The retrospective analysis of all these cases led ANSES to initi-
ate an assessment of the risks associated with the consump-
tion of these food supplements. The risks were characterised 
by an in-depth analysis of the literature, leading ANSES to 
issue recommendations for manufacturers/producers, con-
sumers and healthcare professionals. 

The Agency's recommendations for consumers 

The Agency recommends that people suffering from inflam-
matory or autoimmune diseases, as well as pregnant and 
breastfeeding women, children and adolescents, and anyone 
carrying out any activity requiring sustained vigilance where 
drowsiness could pose a safety problem, should not consume 
melatonin in the form of a food supplement. 

People with epilepsy, asthma, or suffering from mood, behav-
iour or personality disorders, or anyone being treated with 
medication should seek medical advice regarding the con-
sumption of melatonin in the form of food supplements. 

In the absence of sufficient data on the long-term effects of 
melatonin consumption, the Agency recommends limiting the 
consumption of these food supplements to occasional use. 

More generally, the Agency recommends that consumers 
seek medical advice before consuming food supplements and 
inform their doctor that they are taking any food supple-
ments. 

Other recommendations 

French regulations authorise the marketing of food supple-
ments providing less than 2 mg of melatonin per day. Given 
the variability in the status of melatonin and the regulatory 
limits governing its use within the European Union, and in the 
absence of sufficient data on the safety of daily consumption 
of 2 mg of melatonin, the Agency has questions about the 
place of melatonin on the market in food supplement form at 
doses comparable to those of the medicinal product. It be-
lieves it is necessary to define a harmonised regulatory frame-
work at European level on the basis of safety studies conduct-
ed for doses below 2 mg. 

More generally, ANSES reminds healthcare professionals of 
the need to report to the national nutrivigilance scheme any 
adverse effects likely to be associated with the consumption 
of food supplements about which they become aware. 

Lastly, ANSES emphasises the value of setting up a joint inter-
national project on the monitoring of adverse effects associat-
ed with the consumption of food supplements. 
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consumption of food supplements containing melatonin 

 

To find out more, visit:  

https://www.anses.fr/en/system/files/NUT2016SA0209EN.pdf
https://www.anses.fr/en/system/files/NUT2016SA0209EN.pdf
https://www.anses.fr/en/system/files/NUT2016SA0209EN.pdf

