
Comments and response to comments on Annex XV SVHC: Proposal and Justification 

Disclaimer 
The Response to Comments table has been prepared by the competent authority of the Member State preparing the proposal for identification of a Substance of Very High Concern. The comments were received during the public consultation of the Annex XV dossier. The table has been used as a meeting document of the Member State Committee. The table does not contain any confidential information provided. Furthermore it has not been revised taking into account the discussions and conclusions of the Member State Committee.

Substance name: 4,4’-Diaminodiphenylmethane

CAS number 101-77-9

EC number: 202-974-4

Reason of the submission of the Annex XV: CMR

General comments

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/19
	
	Company
	REACH states that priority for including substances in Annex XIV shall normally be given to substances with PBT or vPvB properties, wide dispersive use or high volumes. We suggest that MDA does not meet these criteria as described in the following sections.
Further, an extensive EU risk assesment on 4,4’-Methylenedianiline (MDA) was published in 2001, and industry is adopting the improvements recommended therein. We suggest the priority of Annex XIV should be on substances not addressed by other programs.
	The EU-Risk Assessment rose substantiated suspicion that there might be uses of MDA in skilled trade (wide dispersive use in workplaces) and that these uses would cause unacceptable risks.  However detailed information about these uses could not be obtained under ESR. 

The authorisation procedure has been introduced in REACH to eliminate such uses or to make them evident. 

	2008/08/19
	Bureau REACH RIVM
	
	The Netherlands CA is submitting their comments in separate files for each substance that follows the headings of this webpage. We do this for internal QA purposes and for ease of submission. Each heading is numbered chronologically according to the headings on this page. We assume this is acceptable.  Remark: this webpage does not allow us to select 'Netherlands' as a country in the fourth entry. We have selected the correct country under the entry for the CA.

1. General Comments:

Proposal


We agree with the proposal to identify 4,4'-diaminodiphenylmethane as a substance of very high concern, based on the listing of Annex I - regulation 67/548/EEC.
Justification

Reference has been made to classification in Annex I of Directive 67/548/EEC. For CMR substances, if a relevant harmonised classification is already included in Annex I the reference made to this classification is considered sufficient for justification.


	No response necessary as RIVM supports the proposal of 4,4’-diaminodiphenylmethane

	2008/08/19
	Fe de Leon
	National NGO
	The Canadian Environmental Law Association (CELA) (www.cela.ca) is a Canadian based non-profit, public interest organization, established in 1970 to use existing laws to protect the environment and to advocate environmental law reforms.  It is also a free legal advisory clinic for the public, and will act at hearings and in courts on behalf of citizens or citizens’ groups who are otherwise unable to afford legal assistance.  CELA is funded by Legal Aid Ontario (LAO).  It is one of 80 community legal clinics located across Ontario, 18 of which offer services in specialized areas of the law.  CELA also undertakes educational and law and policy reform projects that are funded by LAO as well as government and private foundations. CELA’s public policy reform programs focus on four issue areas:  pollution and health, water sustainability, land use planning and access to justice.  

CELA has a long, rich history advocating for effective chemicals management policy in Canada as well as on the global level through the Stockholm Convention on Persistent Organic Pollutants.  CELA participated and responded to the government of Canada’s proposals in categorizing the 23, 000 substances under the Domestic Substances List as part of its legal obligations under the Canadian Environmental Protection Act, Canada’s main environmental statute addressing toxic substances.  CELA’s interest in the implementation of the REACH policy and the process to establish a list of substances for authorization are seen as significant in the efforts to protect human health and environment from exposure to toxic substances.  Furthermore, Canadians see the results of REACH as important initiatives that are relevant and essential to the efforts being undertaken in Canada under its Chemicals Management Plan (CMP).  The results of REACH will inform priorities for action to be taken in Canada under CMP, confirm if there are other substances that should be focused for action and most importantly inform appropriate measures of phase out for PBT substances and non-threshold substances in following the precautionary principle.  Under section 75 (3) of the Canadian Environmental Protection Act, our government is obligated to review the “…a decision to specifically prohibit or substantially restrict any substance by or under the legislation of another jurisdiction for environmental or health reasons,…” 

CELA supports the initial list of substances (Anthracene; 4,4'- Diaminodiphenylmethane; Dibutyl phthalate; Cyclododecane; Cobalt dichloride; Diarsenic pentaoxide; Diarsenic trioxide; Sodium dichromate, dehydrate; 5-tert-butyl-2,4,6-trinitro-m-xylene (musk xylene); Bis (2-ethyl(hexyl)phthalate) (DEHP); Hexabromocyclododecane (HBCDD); Alkanes, C10-13, chloro (Short Chain Chlorinated Paraffins); Bis(tributyltin)oxide; Lead hydrogen arsenate; Triethyl arsenate; Benzyl butyl phthalate) for inclusion to the candidate list for authorization.   We are please to see the initial list of substances nominated for authorization.

We recognize that importance of this first list and milestone in the implementation of the REACH policy.  However, based on our experience with the Canadian categorization process, we strongly urge the EU to ensure that an explicit timeframe for adding new nominations to the candidate list and the release of full list of nominated substances for authorization be provided to ensure that the momentum established with the passing of the REACH policy does not decline over time.  In our experience with Canadian categorization process, the release of the complete list of substances meeting the criteria outlined under the Canadian Environmental Protection Act required a significant response by the Canadian government.   We trust that it would be similar for the EU context and the authorization list.  

In Canada, 4,4'- Diaminodiphenylmethane has been identified as a high human health priority for Health Canada but no action has yet to be initiated.
	No response necessary

	2008/08/19
	Ninja Reineke
	International NGO
	WWF supports inclusion in the candidate list based on the identified CMR properties.
	No response necessary

	2008/08/19
	Norbert Neuwirth et al.
	National Authority
	p. 21:
The statement “The following uses should be exempted from authorisation: …” is not unambiguous:
We definitely AGREE on the exemptions within this dossier IN CASE the meaning is: the cited uses must not get any authorisation.
We definitely DISAGREE in case the statement “the production and further use of MDA as an intermediate in the chemical industry, mixing and handling formulations containing MDA in the industrial area” should mean, these uses shall be allowed without any authorisation process. The dossier does not provide any justification for these exemptions.
Also the cited document (human exposure to biocidal products technical notes for guidance) does not justify exemptions of these uses. In this document one can read:
“Compared to respiratory protection, determination of APFs (Assigned Protection Factors) for protective clothing and gloves is much more complex. This is in part due to the multi-compartment origin of dermal contamination and the effect of workers’ behaviour. The assessment of protective properties for PPE (including gloves) relies on laboratory test data on penetration, permeation rates and break-through times. HAND EXPOSURE INSIDE PROTECTIVE GLOVES IS COMMON. The mechanisms for this are:
• permeation through the glove fabric;
• penetration of the glove (drips, flaws, worn gloves); and
• HUMAN FACTORS (taking gloves off, contaminating the hands, then putting the gloves back on).”
Furthermore this document says: “It is recommended to await the results of the development of guidance for Risk Management Measures under REACH, since for the development of ‘safe’ Exposure Scenarios, RMMs are essential, and thus their alleged protective effectiveness.”
By now, it is not on the time to suggest exemptions or non-exemptions from authorisation process.
	The following uses should be exempted from authorisation:

Production and further use of MDA as an intermediate in the chemical industry, mixing and handling formulations containing MDA in the industrial area.

For clarification:  The above uses are proposed to be allowed without applying for an authorisation.

Reasoning: 

With respect to inhalative exposure most scenarios in these sectors showed only negligible concern according to the criteria used under Directive 793/93. For those scenarios that indicated a need for additional measures the framework of worker protection is regarded sufficient for adequate control of inhalative exposure. 

With regard to dermal exposure all scenarios resulted in concern according to the criteria used under Directive 793/93. Exposures were assessed under the assumption that PPE (gloves) were not used because at that time there was no evidence about the availability of efficient gloves. Later, industry launched studies and could provide information that effective gloves are available. It is generally accepted, that gloves will eliminate 90% of dermal exposure of the hands and that gloves are worn in the industrial area. Therefore, dermal exposure can be tolerated except for scenarios in skilled trade. 

	2008/08/19
	Lisette Van Vliet
	International NGO
	P.2: We support this substance to be included in the Candidate list on the basis of the criteria summarised on page 2 of the submitted Annex XV dossier: “It is proposed to identify the substance as a CMR according to Article 57 (a), (b) and/or (c).”
	No response necessary

	2008/08/19
	Wolfram Frank
	Industry or trade association
	The second paragraph on page 21 of the report should be deleted because these aspects are fully covered by REACH:
To be deleted:
“The following uses should be exempted from authorisation:
Production and further use of MDA as an intermediate in the chemical industry, mixing and handling formulations containing MDA in the industrial area.”
	It might be a point of discussion whether Article 2(8) of REACH covers the use of MDA for the production of formulations in the industrial area.

We think, that the production of formulations is not covered by Article 2(8) .

Nevertheless, based on risk considerations, authorisation for this use is not proposed. 

	2008/07/18
	Nicolae Opopol
	Academic institution
	We support the nomination of this chemical to the Candidate List, and belive it is important, given its properties, for it to be as strictly controlled as possible.
	No response necessary

	2008/07/18
	Ellen Sweeney, MA
	
	I support the nomination of 4,4'- Diaminodiphenylmethane to the Candidate List, and believe it is important, given its properties, for it to be as strictly controlled as possible.
	No response necessary


Identity of the substance and physico-chemical properties

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/19
	
	Company
	Pure MDA (solid) and technical grade MDA (viscous liquid) are on the market. The pure substance represents more risks due to its potential to form dust. Technical grade MDA is a viscous liquid with low vapor pressure, which presents less risk. If MDA will be included in Annex XIV we suggest it should be only pure grade.


	Dermal exposure of workers is to be expected for both technical grade MDA (viscous liquid) and pure MDA (solid). Activities relevant to dermal exposure are mixing, transfer, weighing, filling, cleaning, drumming, spray application etc. According to the EU Risk Assessment on MDA in particular the skilled trade area has been identified as an area of concern. 


Classification and labelling

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/18
	 (Bureau REACH RIVM)
	NL CA
	2.2 Classification and labeling

It is mentioned that the substance is identified as CMR according to Article 57 (a), (b) and/or (c). To our opinion this should only be Article 57 (a). Article 57 (a) refers to “substances meeting the criteria for classification as carcinogenic category 1 or 2 in accordance with Directive 67/548/EEC”. This substance is classified as a carcinogenic category 2 in Annex I of Directive 67/548/EEC.

A substance identified as mutagenic Cat. 3 is not subject to authorization following Article 57. Therefore, the reference to Article 57(b) should be deleted from the proposal.

This substance is not classified as toxic to reproduction Cat. 1 or 2. Therefore, the reference to Article 57(c) should be deleted from the proposal.
	Agreed. The text was amended in “The substance is identified as a CMR substance according to article 57(a)”.


Human health hazard assessment

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response


Human health hazard assessment of physico-chemical properties

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response


PBT/vPvB or equivalent level of concern assessment

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/19
	
	Company
	MDA is a highly reactive substance which is in contrary to being persistent or bioaccumulative. 


	No response necessary 4,4-Diaminodiphenylmethane has been selected due to its carcinogenic properties. Authorization does not focus on PBT or vPvB properties.


Information on use, exposure, alternative and risks on Annex XV SVHC

Substance name: 4,4’-Diaminodiphenylmethane

CAS number 101-77-9

EC number: 202-974-4

Reason of the submission of the Annex XV: CMR

Information on manufacture and uses

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	
	
	
	
	


Exposure information

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	2008/08/19
	
	Company
	The vast majority of MDA is used as an intermediate to produce 4,4‘ Methylenediisocyanate. Only about 200 tons per year of MDA on the EU market is not used as an intermediate, while more than 1 million tons are produced. Furthermore this MDA is mostly used in closed systems for epoxy resin hardeners meeting the criteria of strictly controlled conditions.  Finally, due to its highly reactive nature, MDA is firmly bound in the structure of the products/materials in which it is used and under normal conditions is not released from them. 
These facts indicate that the substance use characteristics are far from wide dispersive use and the exposure potential is low.  Therefore MDA should not be a priority for Annex XIV from an exposure perspective.
	Does this mean that MDA is not present in preparations for use in skilled trade?

How can the company prove its statement: 

“, MDA  is firmly bound in the structure of the products/materials in which it is used and under normal conditions is not released from them”

200t of a carcinogenic Substance used in skilled trade in a wide dispersive way (which means many users or many potential users) are regarded a sufficient reason for authorisation. Supposing 5% of MDA in a preparation results in 4000 tons of the preparation or 400 000 bins with 10kg. 

	2008/08/19
	Michael Thomas
	
	p.12, other information - dermal exposure.
What is the point of industry conducting glove permeation studies, and recommending suitable gloves, when hospital dermatologists deliberately expose ca. 1600 people to this substance? See: http://www3.interscience.wiley.com/journal/121355992/abstract
	Glove permeation studies are the reason why authorisation is not proposed for industrial use of MDA. Without these studies we would have required authorisation for industrial applications as well. 

	2008/08/19
	Bureau REACH RIVM
	
	3. Specific comments on use, exposure, alternatives and risks:

3.2 Exposure information: Please state why exposure of consumers / man indirectly exposed via the environment is not included (e.g. exposure is negligible/ not applicable/ unknown). 


	In the RAR it is mentioned that there is no information about MDA in consumer products, hence consumer exposure seems not to exist.

However, the RAR describes some (rather low) potential consumer exposure: 

ATSDR (1996) reports an exposure to trace amounts of MDA through medical devices like polyurethane cushioning or epoxy-containing products. A potential exposure for uremic patients or patients who receive frequent blood transfusions using devices being sterilized by gamma-irradiation cannot be excluded at present.

The Food and Drug Administration (FDA) reports that the level of exposure to MDA through food, food additives, and food packaging is virtually zero (ATSDR, 1996). It is also noted that consumers may be exposed to very minor amounts/traces of MDA via drinking water.

There is information available, that from the notified new substance Cartasol Yellow under special chemical conditions (reductive cleavage) MDA may be liberated unintentionally. The quantity of the substance imported to the EU market from a Non-EU country amounts more than 10tones/year. This substance may be used as a dye for paper, leather, writing inks, and textiles. No further quantitative information on the use of the substance nor on the liberation rate of MDA for the different applications is available. At present there are no predictions on the probability of established reductive conditions during the use of Cartasol Yellow which as a consequence might result in liberation of MDA. Therefore from the possible use pattern it is concluded that if any, only negligible exposure of the consumer to MDA may be expected.

	2008/08/19
	
	Industry or trade association
	The last sentence on page 12 of the report needs to be revised because the information concerning the suitability of safety gloves given on that page is obsolete (status 2001).

Present statement
“Concerning dermal exposure investigations have shown that glove material is used which does not provide complete protection and materials for which information about the suitability is not available. Therefore dermal exposures are estimated for all exposure situations.”

The industry conducted a number of tests,
according to EN 374-3, and informed the competent authorities accordingly (see page 21). Therefore, this sentence should be rewritten as follows:   

New
“Concerning dermal exposure investigations have shown that glove material exists that provides effective safety with a protection index of 6 (permeation time > 480 minutes). The use of such gloves is common standard within the MDA producing industry and the respective Safety Data Sheets contain specific information about the use of appropriate personnel protection material including suitable safety gloves.”


The last paragraph on page 21 needs to be rewritten:
Present statement
“With regard to dermal exposure all scenarios resulted in concern according to the criteria used under Directive 793/93. Exposures were assessed under the assumption that PPE (gloves) were not used because at that time there was no evidence about the availability of efficient gloves. Residual dermal exposure can be tolerated except for scenarios in skilled trade.”

New:
Nevertheless, MDA is continuously produced in closed systems (see paragraph 4.1.1.2.1 of the MDA RAR). Therefore, the possibility of skin contact is very limited and it is industry standard practice for appropriate safety gloves are worn at all times e.g. where MDA samples are taken for quality control. 


	Comment on :

“The last sentence on page 12 of the report needs to be revised ….”:

We propose to add the information given by the commentator and to rephrase the “Present statement” as follows (additions in bold letters):

“Concerning dermal exposure investigations until 2001 have shown that glove material was used which did not provide complete protection and materials for which information about the suitability was not available. Therefore dermal exposures in the following tables (taken from Risk Assessment Report under ESR) are estimated without PPE for all exposure situations.”

After publication of the RAR the industry conducted a number of tests, 

according to EN 374-3 and has shown that glove material exists that provides effective safety with a protection index of 6 (permeation time > 480 minutes). The use of such gloves is common standard within the MDA producing industry and the respective Safety Data Sheets contain specific information about the use of appropriate personnel protection material including suitable safety gloves.”

This new  information is the reason  to require authorisation for skilled trade only (see p.21 “Other information”)

Comment on the proposal

“The last paragraph on page 21 needs to be rewritten:”

The commentator has incompletely quoted the “present statement”. The full text (omitted parts in bold types) is:

“With regard to dermal exposure all scenarios resulted in concern according to the criteria caused under Directive 793/93. Exposures were assessed under the assumption that PPE (gloves) were not used because at that time there was no evidence about the availability of efficient gloves. Later, industry launched studies and could provide information that effective gloves are available. It is generally accepted, that gloves will eliminate 90% of dermal exposure of the hands. Residual dermal exposure can be tolerated except for scenarios in skilled trade.”

We propose the keep the full “present text”. 

For clarification the last sentence might be rephrased to: 

Residual dermal exposure can be tolerated in sectors where the use of PPE is common practice (production and further use of MDA as an intermediate in the chemical industry, mixing and handling formulations containing MDA in the industrial area) but not in scenarios in skilled trade where the use of appropriate gloves is rather unlikely. 


Information on risks related to the substance

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	
	
	
	
	


Information on alternative substances and techniques

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response

	
	
	
	
	


Information on risks related to alternatives

	Date 
	Submitted by
	Organisation/MSCA
	Comment 
	Response
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� The information (comments and responses) on use, exposure, alternatives and risks were not considered by the Member State Committee for the identification of substances of very high concern, but will be taken into account in the later stages of the authorisation process.  For clarity, this information is now indicated with shaded background.
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