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Surgical masks claiming a biocidal activity 

Notice to economic operators 

 

The health crisis linked to Covid-19 has seen the emergence of offers of masks claiming a 
biocidal activity (virucidal or antimicrobial). This action is generally carried out by adding a 
substance or a material with biocidal properties. 

To our knowledge, these “treated” surgical masks, which remain medical devices1, do not 
claim a preventive or curative action on the wearer of the mask but a biocidal activity on the 
mask itself aimed at attenuating or limiting the contamination of the mask. 

In this context, the question of the benefit for the wearers of this type of device compared to 
a mask without biocidal activity can be raised with regard to a potential exposure of the user 
or of people near the user, to a substance or a biocidal material  (with a potential toxicity). 

Also, the ANSM and the DGCCRF, the French surveillance authorities for the medical 
devices market, remind the manufacturers of surgical masks of a few essential points 
to be taken into consideration before these devices are placed on the market: 

 Any claim must be duly proven in the environment of intended use of the mask. 

 The benefit associated with the use of a substance or a biocidal material must 
be demonstrated in particular with regard to the state of the art, that is to say 
by comparison with untreated masks. 

To date, the filtration efficiency of untreated masks has been demonstrated in the 
fight against Covid-19. Beyond the biocidal action of the substance or material on the 
mask, its benefit for the wearer must be demonstrated. It is important to report on 
studies carried out according to a rigorous methodology, demonstrating the 
superiority of these masks in terms of protection of the wearer. Furthermore, the 
analysis of the benefit / risk ratio must be supported by formalized studies. Finally, the 
maintenance of the biocidal activity must be demonstrated during the recommended 
period of wearing of the mask, in using the standard relating to antiseptics (standard 
NF EN 14476 for virucidia) or any other relevant standard for the claimed biocidal 
action. Note that the demonstration of bactericidal properties of a substance (for 
example, quaternary ammoniums) does not prejudge virucidal properties 

 The risks associated with the presence of a biocidal substance or material 
should be assessed. This assessment must at least take into account: 

o the possibility of release of particles or substances; 

                                                            
1 Surgical masks (subject to Regulation (UE) 2017/745 since May 26, 2021) are primarily intended for the 
protection of patient health and safety. They are also used for the protection of the public in the context of the 
current health crisis.  
There are also other types of masks, described in the FAQ of the Ministry of Solidarity and Health and in that of 
the Ministry of the Economy, Finance and Recovery:  

‐ personal protective equipment (PPE) called "FFP ", designed to ensure the wearer's respiratory 
protection (subject to Regulation (UE) 2016/425), used in the context of the current health crisis 
mainly by professionals,  

‐ and" general public "masks (single use or more often reusable), intended for the general population 
(governed by the inter‐ministerial information note of 03/29/2020, updated on 01/28/2021). 



o the risks in the event of inhalation or ingestion of particles or volatile 
substances potentially released; 

o exposure to particles or volatile substances corresponding to daily and long-
term use of the mask; 

o where applicable, the particular risk of exposure to nanoparticles2; 

o demonstration of the biocompatibility of the mask as well as the risks of skin 
irritation and hypersensitivity reactions. 

We recall that the compliance of these class 1 medical devices with the general safety and 
performance requirements of Regulation (EU) 2017/745 must be demonstrated since May 
26, 2021. 

 

Biocide regulation 

The "biocides" regulation (UE) 528/2012 (which excludes the medical devices) provides that, 
in order to be made available on the market, a biocidal product or a treated article must 
contain active substances approved for the type (s) of the product(s) concerned. For more 
information, visit the ANSES website. 

For surgical masks, the regulation for medical devices requires that the possible risks 
associated with the use of a medical device are acceptable in relation to the benefits, "given 
the generally accepted state of the art". 

Consequently, the ANSM and the DGCCRF consider that the results of the evaluation of a 
biocidal active substance with regard to the “biocides” regulation constitute the state of the 
art and that the manufacturer of the device shall take this notice (authorization or refusal) into 
account.  

The ANSM and the DGCCRF recommend that manufacturers of treated surgical masks 
ensure that the biocidal active substance used has been approved as a biocidal 
substance for the appropriate type of product or is under evaluation at European level. 

 

 

 

 

 

 

 

 

                                                            
2 If the mask incorporates a nanomaterial, it will fall within class IIa, IIb or III with regard to the potential for 
internal exposure under Regulation (UE) 2017/745 and will therefore require the intervention of a notified 
body. 


