[image: image1.png]&2 cefic





13 July 2015
Harmonization of Information for Poison Centers - Working paper CA/48/2015
Draft Position Paper
According to Article 45 of the CLP Regulation, in the future hazardous mixtures for health and physical hazards across Europe will need to be notified to Poison Centres (appointed Bodies) in a harmonised system. The primary aim is to further improve the ability of Poison Centres to provide information for emergency health response. The relevant rules are to be laid down as an Annex to the current CLP regulation.

Industry welcomes the working paper drafted by the Commission that aims to harmonize the information requirements and the submission method to fulfil the notification obligation to the Poison Centres. We believe this document is an excellent step forward towards the harmonization of the requirements to fulfil the obligations set by article 45 of the CLP Regulation. Cefic… thanks the Commision for their work and we look forward to further collaborate in the process. Below you can find our opinion on some of the points mentioned in the document that we would like to share with you. 
Transitional period

Industry strongly supports the application of a 3 year transitional period for the application of the new criteria. We agree that it is extremely important to avoid overlaps with the 2018 REACH registration deadline. Moreover it has to be taken in account that the REACH obligation do not end in 2018; future updates and evaluation of dossiers and substance will require industry to invest time and resources after the deadline.

Stepwise implementation
Cefic agrees with the suggested approach, implementing the obligation first to mixtures for consumer use and having a second and a third deadline for professional and industrial uses. However in the proposal there is considered a difference of only one year between consumer and professional uses. Industry considers that the deadline for professional uses could be expanded as, according to the information provided by Poison Centers, the majority of the consults refer to consumer uses. We also believe that for professional uses the safety data sheet is enough for emergency responses, the experience gained by implementing this requirement for professional uses can later be taken into account for the implementation of requirements for industrial uses. 
Application to mixtures for industrial use
Industry believes the best option for industrial mixtures is the second one proposed in the paper “foreseeing a review clause only, not introducing any relevant provisions at this point in time”. We believe it will be beneficial for all stakeholders to wait until we have the results for consumer and specially professional uses in order to benefit from the acquire experience. Including provisions in the legal text at this point would prejudge the requirements, whilst experience might prove different.
One single submission point

Industry believes the most pragmatic approach to provide the information to the databases of each national poison centre is to establish a single submission point. The information could be further dispatched to national Centres.

Ranges triggering updates

Industry fully agrees with the concept of finding a balance in the setting of ranges that will trigger updates. However we consider that the ranges established are still to narrow and will create a significant workload and many updates.

Comments on the Annex to Working Document:

Requirements for the submission of the information relating to emergency health response referred to in article 45

PART A: General requirements

· Section 0.2.1. “Before placing a mixture on the market, submitter shall provide information relating to emergency health response on mixture classified as hazardous on the basis of their health or physical effects to the bodies appointed yunder Article 45(1), in the Member State or Member States where the mixture is placed on the market”.

Comment: consider allowing notification within a suitable period after placing on the market of the mixture, e.g. 30 days because that is the same time required to article 40 of CLP Regulation to notify substance, either on its own or contained in a mixture, to the Inventory. Also in Italy the notification to Dangerous Preparation Archive of the National Institute of Health (Istituto Superiore di Sanità-ISS) under article 15 of directives 1999/45/CE has to be sent within 30 days from the placing on the market of the mixture.

· Section 0.2.3. Language of Submission requirement: 
The text proposed:

The language used in the submission shall be the official language or languages of the Member State or Member States where the mixture is placed on the market, except where a Member State explicitly allows submission in English as an alternative.  
Comment: To modify the text of June 2015 as follows, to simplify the submission procedure: 
 “The language used in the submission shall be the official language or one of the official languages of the Member State or Member States where the mixture is placed on the market, except where a Member State explicitly allows submission in English as an alternative or shall be English except where a Member State explicitly indicates that English is not acceptable”.
· Section 0.2.4 product categorization system


It is indicated that the description of the intended use of a mixture should be in accordance with a 
harmonized categorization system. ECHA shall provide guidance and tools for notifiers. 


Comment: until now, no harmonized product categorization system has been developed and none of the 
categorization systems already used in member states has been agreed. So it is not clear how complex the 
obligation of product categorization will be in practice. For this reason, the guidance should be developed 
quickly based on the results of the study on product categorization system announced by the commission 
in CARACAL 17 (CA/13/2015). Therefore, the mandate of the study should be published as soon as 
possible.
· Section 0.3.2. Group submission. 
We consider the following sentence requires clarification:

“Group submission shall only be permitted when the concentration level of a substance present in the group of mixtures belongs to the same concentration range (as provided in section 3.4 of Part B). In addition, if a substance described with a generic product identifier according to section 3.2 of Part B is classified according to this Regulation, the hazard classification of its components shall be provided.” 
Comment: In the last part of the sentence it is stated that the classification of the substance components shall be provided. We believe the statement should refer to the classification of the substance and not its components. 

PART B: Information contained in a submission
· Furthermore, in section 2.3. Toxicological information, it is said that “the submission shall include information contained in section 11 of the Safety Data Sheet of the mixture”. This is capable of being misunderstood because PART B refers to the information that should be included in a notification of mixtures for consumer and professional uses. But for consumer uses, there are no safety data sheets. In our opinion, this section of the draft should be more detailed.

· Section 2.3. Toxicological information. 
The text indicates that: The submission shall include the information contained in Section 11 of the Safety Data Sheet of the mixture, according to Annex II of Regulation (EC) No 1907/2006.” 
Comment: We need to ensure that toxicological data to be provided are limited to the mixture itself and should not include all toxicological data of each component of the mixture which also need to be provided in section 11. 
We suggest to make the following change: The submission shall include the information on the hazardous properties of the mixture contained in Section 11 of the Safety Data Sheet of the mixture, according to Annex II of Regulation (EC) No 1907/2006.”
· Section 3.2. Mixture components : Product Identifier (page 8) :  
It is indicated: “The product identifier for the substances identified according to section 3.3 shall be provided in accordance with Article 18(2).” 

Comment: This sentence is not correct as substances are not product and therefore do not require a product identifier. Moreover in CASG-LP has been agreed that components of a mixture are not required to follow the hierarchy of Art. 18(2).

It should also be stated that the product identifier can be provided only in english. In order to facilitate workable group submission additional identifiers should be allowed for non hazardous components

· Section 3.4.1. and 3.4.2

In this sections it is indicated that the ranges should be listed in descending order. However considering that the notification is made and processed electronically by XML data file, this requirement is not relevant.

· Section 4.1 Submission update

In this section it is indicated when an update should be submitted without undue delay. However we consider it is still not clear when a new UFI would be required. Also it does not take in account those cases when the classification remains unchanged and it will cause an unnecessary burden both for PCC and industry.
Comment: We suggest to change the text as follows; indeed in a lot of cases mixture compositions are constantly subject to minor modifications for several reasons:
“if a change in the composition of substances in the mixture fulfils one of the following conditions:
a) substitution, or deletion of one or more components in the mixture when they are present in the original mixture at a level where they contribute to the mixture classification; 
b) addition of one or more hazardous components in the mixture at a level where they contribute to the mixture classification, such that one or more mixture components exceed the concentrations thresholds set out in Section 3.3;”  
�According to what has been discussed I propose to completely remove this comment.


�I am still considering if we could remove this comment.


�The proposal also fails to make clear when a new UFI is required (indeed a change in UFI is one of the conditions triggering update, so it is circular…)
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