
 
The National Centre for 

Chemicals and the 
chemical risk 

Maristella Rubbiani 

  

Istituto Superiore di Sanità Roma 



The National 
Institute of 
health (ISS) 

 The Istituto Superiore di Sanità (National Institute of 
Health), also ISS, is a public institution that, as the leading 
technical-scientific body of the Italian National Health 
Service (Servizio Sanitario Nazionale), 
performs research, trials,regulatory, 
control, counseling, documentation and training for 
public health.  

 The Institute is under the supervision of the Ministero della 
Salute (Ministry of Health). 

 The official opening of the ISS, called Istituto di Sanità 
Pubblica (Institute of Public Health), took place on April 
21, 1934. 

  The construction of the main building in Rome, started on 
July 6, 1931 and it was financed by the 
American Rockefeller Foundation. 

 In 1941 the Istituto di Sanità Pubblica assumed its present 
name of Istituto Superiore di Sanità 
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Structure and 
activities 

Departments 

 Environment and Primary Prevention 

 Cell Biology and Neurosciences 

 Haematology, Oncology and Molecular Medicine 

 Therapeutic Research and Medicines Evaluation 

 Infectious, Parasitic and Immune-Mediated Diseases 

 Veterinary Public Health and Food Safety 

 Technology and Health 

National centers 

 National AIDS Centre 

 National Centre for Chemical Substances, cosmetics and consumer protection 

 National Centre for Epidemiology, Surveillance and Health Promotion 

 Centre for Immunobiologicals Research and Evaluation 

 National Centre for Rare Diseases 

 Evaluation and Accreditation Body 

 National Blood Centre 

 National Transplant Centre 

Technical services 

 Service for Biotechnology and Animal Welfare 

 Data Management, Documentation, Library and Publishing Activities 

 



National 
Centre for 
Chemicals, 
cosmetics 
and 
consumer 
protection 

Who are we 

 

We are the reference point of the national system for 
chemical risk analysis. 

 We are the Italian contact point with the European 
Chemicals Agency (ECHA) for all aspects related to 
human health.  

We do provide technical-scientific support to the 
Ministry of Health and the Regions, also for 
authorization of products (biocides and pesticides)  

We are also the national network of control laboratories 
regarding the safety and control of chemical products.  



Our activity 

 We provide assessment for hazards and risks related to substances 
and products, also for marketing, contributes to the evaluation 
and regulation at European and non-EU level. 

 It is the national reference for the plans for the prevention and 
surveillance of dangerous exposures and intoxication, for biocides, 
plant protection products, cosmetic and for the safety and control 
of substances, mixtures, articles, including toys, materials and 
technologies innovative and emerging for the protection of 
health. 

 The National Reference Laboratory for Chemical Products and 
Articles implementing the European REACH and CLP Regulation is 
also in charge of the Center. 



Mission and 
Vision 



Our activity 
according to EU 
Regulations/ 
Directives  

PPPs 

National alert 
system about 
intoxication 
Surveillance 

Dangerous 
preparations 

database 
Other DBs 

Biocides 
also under 

national 
transitional period 

Risk 
assessment and 

management 

Cosmetics 



Our Unit 
(Head of Unit: 
maristella.rubbiani@ 
iss.it) 

 Unit of substances and products authorization. 

 In charge of evaluation and risk assessment of substance and 
products according to EU Regulations and guidelines. 

 

 

 Biocides 

 Agricultural pesticides 

 Cosmetics 

 National database of dangerous products 



Risk 
assessment 

4 steps: 

 
 Hazard evaluation (intrinsic properties of the substance or 

mixture) 

 Determination of the dose / response curve 

 Determination of non-effect levels 

 Risk characterization 

 

2 steps: 

 Risk communication 

 Risk management (or the definition of specific measures to 
contain / manage risks) 



Hazard 
evaluation 

Evaluation of intrinsic properties: 

 Physical and chemical properties 

 Toxicological 

 Eco-toxicological 

 Fate and behaviour 

 

 

 

 Classification and labelling                        CLP 

 



Exposure  

Under use condition Worker 

Consumer 

Bystander 

Resident 

Accidental: 

Spill 

Break the container 

Fire, explosion, fumigation 

Spill during transport 

PPE breakdown 

Accidental contamination of clothing 

Ingestion of contaminated food 

Improper use (misuse), use of improper containers 

Voluntary: 

Suicide  

Abuse 



Lifecycle of a 
chemical 



Chemical risk 



Risk 
communication 
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 notification to dangerous mixture database 



 
 
 
 
 
Label 

Old label New CLP label 



 
 
 
 
SDS 



Risk assessment, 
Risk 
management, 
Risk 
Communication 



  
 
The 
surveillance 

 

 

 

 

 

Surveillance of exposures and poisonings by chemical products 

 Collection of information on cases of exposure to chemicals and intoxication as a result of use and 

improper uses in domestic and professional environments. 

 Regulatory references: regulation (EU) 545/2017 and ISS functions on the subject 

 Products of interest: detergents, plant protection products, biocides, mixtures and articles containing 

dangerous substances (eg: electronic cigarette, dyes, glues, products for the treatment of surfaces, 

etc.) 

Tools: 

 data and information from the dangerous product database; 

 survey format prepared including EC new requests and made it available to PCs; 

 Setting a new database on exposures and poisonings from chemical products available to the 

Competent authority REACH – CLP and to EU COM 

 annual reporting 

 

 

 

 

 

 

 

 



The risk 
mitigation 
measures 

 Based on the surveillance data, proper risk mitigation measures 
could be revised/added to a mixture which have caused accident in 
order to mitigate exposure risk , specially for sensitive population 

    (elder, pregnant women,children) 



The Chemical 
Safety 
Assessment 



Thank for your 
attention 

maristella.rubbiani
@iss.it 

 


