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Elements of risk communication: 

Label 

Safety data sheet 

Register for hazardous chemical 

products (Poison centers) 





The national register for chemical 

products in Italy 



• Location: ISS - National Centre for Chemical 

   Substances 

 

 

• Scope: Collecting the full chemical composition for all dangerous 

preparations marketed in Italy and falling in the scope of CLP.  

Detergents included later (art. 9 of reg. 648/2004) 

Establishing a surveillance system based on collected information about 

dangerous exposures 

 

 

ELEMENTS OF THE DATABASE 
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 MS shall appoint body or bodies responsible for receiving information on mixtures 

classified as hazardous on the basis of their health or physical effects 

 

 Appointed bodies shall keep information confidential 

 

 Harmonization of information 

 

Requirements of Art. 45 CLP 
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 For medical purposes, in particular in event of emergency 

 Where requested by MS, for statistical analysis to improve 

risk management measures, if needed 

 Resulted in different provisions/procedures/requirements 

by MSs 

 

 

Information may be used: 
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National Database of Dangerous 

Preparations 

 Art. 10 of the D.Lgs. N. 285/98 
(implementing in Italy dir. 88/379) 
appoints ISS as the Governmental 
Organization  charged for receiving 
information on marketed Dangerous 
Preparations, with particular reference to 
the full chemical composition.  

 This provision is confirmed by the D.Lgs. 
N. 65/2003 implementing in Italy the Dir. 
1999/45/EC.    

8 



National Database of Dangerous Preparations” 

Establishing a Database of Dangerous Preparations listing the 

dangerous preparations present on National market, to be 

used only in view of preventive or therapeutic measures, 

particularly in emergency; 

 

Allowing the on-line consultation of the data bank only to the 

Poison Centres certified as suitable (9 PCs) by fulfilling 

specific criteria concerning their structural and human 

resources, and being able to ensure the confidentiality of the 

sensitive data with the use of personalized keys of access ; all 

the other Poison Centres can access the information through 

the certified Poison Centres; 
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As requested  by Art. 3 comma 1 of national D.P.R 

6 Feb 2009, n
 

 21 concerning implementation of 

Reg. (CE) n. 648/2004 31 March 2004 about 

detergents, technical sheets including the list of 

ingredients should be provided to the national 

database (Art. 9 Par. 3 Reg. 648/2004 following the 

specification of Annex VII part C as modified by 

Reg. 907/2006, 20 June 2006)  

Detergents 
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Poison 

Center 

National 

Health 

System Industry 

ISS 
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 79 Medical staff involved 

 

 70 Regional Enforcement people involved 

 



“The information contained in the database are 

confidential and will be used only for health purposes 

in view of preventive or therapeutic measures to be 

adopted, particularly, in emergency”. 

PURPOSES OF THE DATABASE  

13 



The system is operational 24 h/day and 7 days/week.  

Direct connection for consultation is granted only to the national Poison 

Centres certified by the Ministry of Health as suitable by fulfilling 

specific criteria concerning their structural and human resources, and 

being able to ensure confidentiality about data contained in the 

database. 

 

On a case by case basis, the ISS may give the information to other 

central or regional bodies for their institutional tasks (e.g. 

inspections, control, prevention, accidents etc.). 

 

Currently, 9 Italian Poison Centres have been granted direct access to  

the database 

WHO ARE THE  USERS  
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Those responsible for marketing in Italy dangerous preparations and 

detergents (classified or not as dangerous) must send to the ISS 

information on these preparations (mainly  the full chemical 

composition). 

 

ISS guarantees the industry, about the confidentiality of the 

information stored in the  database. 

Actors: 

• Producers (even those who produce elsewhere in the EU and 

market in Italy directly without  traders) 

• Importers from third Countries (even those who import 

elsewhere in the EU and market in Italy directly without  traders) 

• Traders of preparations produced in the EU who change the label 

for the Italian market (e.g. including their name) 

WHO MUST REGISTER 
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• Name/Address, Tel./Fax., e-mail of Registrant (mandatory) 

• Trade name of the products (mandatory) 

• Intended uses (mandatory) 

• Physical state (mandatory) 

• Ph (mandatory) 

• Other physico-chemical properties (optional) 

• Full quali-quantitative chemical composition (mandatory) 

• CLP C&L  

• Packaging description (optional) 

WHICH KIND OF INFORMATION IS REQUIRED  

Each registrant has assigned a “company code” and each 

preparation has assigned  a “product code” 

A payment of 50€ per year/per registrant is required 
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New preparations: 

 
Currently, for the dangerous preparations put on market for the first 

time in Italy, the registration to the database must be performed 

within 30 days as from the date of introduction into the Italian 

market. 

DEADLINES 
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       Authorized PCs 

( 

Not authorized PC 

ADMINISTRATORS 

       Local and 

regional authorities  

(enforcement) 

(Info/ 

suggestions) 
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Number of preparations in National 

database:  2.155.019 (28.2.2018) 

 

Dangerous preparations (not 

detergents): 2.092.334    

Detergents: 62685 

 

N. of PCs enquiries (02-01-2017  -  

31.12.2017) : 9425  



2017 

National 

Companies 

European 

Companies 

Non

EU 

Applicant : 5922 





Extra UE 

ARGENTINA                            1 

CANADA                                 3 

CHINA                                    1   
INDIA                                     2  

JAPAN                                    2 

USA                                      20   
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Trend 2009 - 2016 



 Mixtures where compositions does not 
reach 100% 

 Mixtures where some ingredients are 
linked to ingredients directely notified by 
producers (confidentiality ) but this link 
does not work 

 Mistake due to wrong C&L of the 
ingredients 

 Mistake due to wrong responsibility of 
notifiers/importers/distributors 

 Mixture in mixture : difficulties to link 

BUGS 
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Clinker concrete 
 

 

 

 

 

E-cig mixtures 
 

 



New commercial Mixtures for refilling e-cigarette 

 

 Mixtures mainly imported from UE 

 42 notification since 2013 

 Ignorance about legal requirements, mostly from simple importers 

 Uncorrect C&L notification («explosives»!!) 

 Some accidents due to accidental ingestion (mistake due to similarity to 

pharmaceutical products), mainly in children 

New commercial «products» (1) 
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• Toxic by ingestion 

• Toxic by inhalation 

• Toxic by contatto 

• Harmful 

• Explosive (!) 

• Sensitizers 

• Irritating 

• Dangerous for environment 

 
E-cig mixture classifications as proposed by Notifiers 



Klinker – Concrete 

 
 Different mixtures, very often linked to 

several availability of ingredients 

 High variability of mixture  

 Million of producers  

 Different degrees of dangerousness, 
linked to % dangerous components 
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Percentage Mixture  

CLP Classification 

(concrete) 

Indication of danger 

Clinker concrete  

> 5 % and < 20 % by 

weight 

Eye Dam. 1; H318 

Skin Irrit. 2;  H315 

Skin Sens. 1; H317 

H318 Severe eye damage 

H315  Skin irritant 

H317 Can cause skin sensitization 

 

Klinker – Concrete 



The impact resulted from the 

application of the CLP has also 

inevitably led to an increase of the 

workload for national databases for 

poison centers, both for Applicants 

and Operators 

CLP impact on databases workload 
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Category of Danger Concentration limit for classification 

Acute oral toxicity 1* 0.025%** 

Acute oral toxicity 2* 0.25% 

Acute oral toxicity 3* 5% 

Acute oral toxicity 4* 25% 

STOT 1  1% 

STOT 2 10% (but needs SDS on request at 1%) 

Skin corrosion 1 5% (becomes Cat 2 skin) 

Skin corrosion 1 3% (becomes Cat 1 eye) 

Skin corrosion 1 1% (no classification) 

Skin irritation 2 10% 

Skin or respiratory 
sensitiser  

1% (but needs SDS on request at 0.1%) 

CM Cat 1a, 1b 0.1% 

R Cat 1a and 1b 0.3% (but needs SDS on request at 0.1%) 

CM Cat 2 1% (but needs SDS on request at 0.1%) 

R Cat 2 3% (but needs SDS on request at 0.1%) 

Aquatic acute 1 0.1% **** 

Aquatic chronic 1 0.1% **** 

Aquatic chronic 2 1% 

Aquatic chronic 3 10% 

Aquatic chronic 4 1 %*** 

* Based on ATE point estimate in Table 3.1.2,  
** Note that if below limit of concern of 0.1% for Cat 1, the legal text implies that substances 
can be ignored unless it is known to be of concern. Rather vague ! 
*** Consider on case-by-case, especially if potential vPvB or PBT. 
**** Note M factor 

Note that the text of the CLP Regulation covers this in detail and this is a summary of limited 
endpoints.  

-DPD : 20 % 

 

 

-DPD : 5 % 
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CLP: impact on detergents  
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 The Poison Centres usually don’t need extended info on the preparations (e.g. the full content 

of SDS), and prefer to get an essential and quick info useful for their institutional activity 

 

 Now identified a core set of data  which are essential for the Poison Centre and which are 

present (but sometimes different )in the different national databases 

 

 On the basis of such “core set of data” we strongly welcome the common format in an 

electronic platform compatible with all the systems adopted in the different MS 

 

 Such common format is satisfying the requirements of all national databases, so avoiding for 

the industry to be obliged to fill up different forms for the different national databases 

 

 A more long-term project could aim at allowing the different national databases to be 

connected with each other in an European Network so as to widen for the Poison Centres the 

research possibilities in case of need.  

 

 This could be anyway achieved by the introduction of the UFI and categorization system. 

 

 We face the additional workload for next 5 year in which old and new systems will work in 

parallel 

 

 ECHA is evaluating the opportunity of a central database, not very welcome di by some EU 

countries (DE,IT, ecc) 

 

HOW WE SEE THE FUTURE OF THE NATIONAL DATABASES AND THE 

NEW EU REQUIREMENTS 
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National activity for acute exposure/poisoning 

reporting 

 
 Several pieces of legislation related to chemicals provide specific risk mitigation 

measures to be applied by risk assessors, in order to warrantee the safe use of a 

chemical product. 

 Current legislations, in particular those related to authorization procedures, take into 

account solely exposure scenarios referable to the only “safe use” of a product. 

 Unfortunately, exposure cases (mostly for non-professional exposure) are reporting 

intoxication cases due to accidental exposure or misuse. 

 



The new national project 

 This project is related to the real time gathering of cases due to dangerous products 

exposure or intoxication, as reported by poison centers. 

 Monitoring of access to the national database could be helpful for establishing a 

correlation between dangerous products and exposure cases 

 In particular, the correct choice of products categorization as well as specific 

population groups are described, with particular attention to sensitive population 

such as children, elderly, pregnant women. 

 



The new national project (2) 

 A new pilot project has been launched in 2016 and a network with national scope 

has been in progress according to the following: 

• Calls from users to PCs should be made according to regional criteria or within the 

Region of origin of the person reporting; 

• Reserves on the possibility of activating a single toll-free number; 

• PCs report (which already provide an annual activity report that is requested and 

partially funded at regional level) should be harmonized; 

• Data transmitted by the individual PCs should be harmonized in content and format. 

Avoid a duplication of the work of the Pcs. 

 



The following short-term actions of the pilot 

project are now agreed at national level: 

 
• Transmission of data from PCs to ISS; 

• Harmonization of the criteria for reporting, also based on the document prepared by 

the National Center for Chemicals / ISS, distinguishing between telephone call and 

First Aid on site; 

• Formalize and rationalize data collection through the preparation of an annual 

report, also aimed at obtaining funding for this activity. 

• Format of reporting should be consistent to the Art 45 (CLP), in order to fulfil the new 

EU requirements (eg: new categorization scheme) 

• The new format for reporting accidents has been already presented  

 



Long-term actions will include: 

 

• Possible specialization of PCs; 

• Presentation of the national project and possibly extension to all PCs 

• First report feedback  

 



Methomil intoxication case : reporting 

by PC Foggia* 

  "Accidental" exposure poisoning: ingestion of methomil incorrectly contained in a bottle for 
food consumption (water) 

 Research in the database revealed obsolete products probably still on the market 

 Product containing emetic substances (sucrosooctaacetate) obliged by the same directive for 
inclusion of methomil, binding indication to the marketing. 

 First Aid Information "If swallowed, it may be helpful to induce vomiting in the following 
circumstances: only if the person is conscious, within 30 minutes of ingestion, if there is no 
seizure." 

 This procedure is not recommended by the PC experts because it would lead to a second 
passage of the toxic with possible pulmonary aspiration: in case of corrosive substance to a 
second gastro-esophageal passage with possible lung damage and in case of hydrocarbons with 
chemical pneumonia. 

 

* This case will be presented at SITOX 2018 (Bologna, Italy, 10/13.4.2018)  

 



Ricine animal intoxication case: 

reporting by PC Milan Niguarda 

 Two fatal cases of dog intoxication by ingestion of a «natural« product 

containing Ricine 

 Product sold in a fraudolent way with the dual claim of fertilizer and biocide 

repellent 

 Product sold in as free market product 

 Ricine not included in the biocide review program 

 Several similar products included in the national databases, now removed 

from the market 

 Products were not correctly labelled  

 Also SDS presented several mistakes and or omissions 



Methanol intoxication case: reporting by PC 

Pavia 

  Abuse" exposure intoxication: voluntary ingestion of denatured 

alcohol contaminated with 20% methanol. 

  Denatured alcohol produced in Italy but sold in a Chinese store. 

 Original Italian products correctly registered in the national database 

 The original Italian product did NOT contain 20% of methanol but 

only 4% 

 Fatal outcome 

 



The FIPRONIL case 

 

Authorized as : 

 

 Veterinary product for ectoparasites in pets 

 Plant protection product in seed treatment 

 Biocidal product for stables 

 

Forbidden use on livestock 

Found in eggs and poultry meat in several EU Countries 
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The fipronil case 



The reported intoxication cases 

 The clinical case of poisoning has been of fundamental importance from a 

medical point of view and for the management of the intoxication, but also 

for the network between risk assessors, regional and national authorities and 

PCs 

 The feedback of an intoxication in an emergency could result of an 

improvement of the management and risk mitigation measures for a greater 

protection of human and animal health . 

 A possible improvement of labels, packaging and SDS and a greater 

protection of potential customers. 

 The importance of creating a network that makes it possible to provide the 

information flows deriving directly from poison centers 



Conclusions 

 Risk assessment is a complex process and still presents uncertainties, but still 
guarantees a high level of protection for man and the environment 

 It does not take into account the incorrect or fraudulent use and the 
methodologies for the estimation of cumulative or synergistic effects or due to 
multiple exposure are still uncertain. 

 The importance of the timely collection of reports, in addition to being provided 
for by various European regulations on chemical safety (Biocides, PPPs and Art 45 
CLP Regulations), is important for the development of risk containment 
strategies that can be have been underestimated at the time of initial risk 
assessment (eg detergent single-dose capsules, water-based gel sanitizing 
agents, now revised following the numerous reports of accidental exposures). 

 Hence the importance of the collaboration between Poison Centers, ISS and 
Ministry of Health for the early identification of additional risk containment / 
management measures elaborated on the basis of the exposure series. 



Thank you! 
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www.preparatipericolosi.iss.it 

http://www.preparatipericolosi.iss.it/

