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Candidate for Substitution Comments

This submission is made in response to the Public consultation on the active substance didecyl methyl poly(oxyethyl) ammonium propionate (abbreviated to DMPAP, CAS No. 94667-33-1).

Lonza GmbH, the applicant for didecylmethyl poly (oxyethyl)  ammonium propionate, disagrees with the proposal of the RMS to list DMPAP for a potential candidate for substitution. We continue to question the legal basis for the procedure as well as the classification of the substance as a P&T criteria.  In addition, technical comments are submitted that show the unique position of DMPAP as a wood preservative active substance.  

All comments together show why DMPAP should not be considered as a candidate for substitution.
Comments on the legality of the procedure:

The regulatory basis for substitution under the Biocidal Products Regulation (BPR: EU 528/2012) is that active substances can be designated as candidates for substitution if they have certain intrinsic hazardous properties.  Under the above regulation, active substances fulfilling such high hazard profiles should be replaced where possible, by suitable alternatives that have already been authorised and that can demonstrably present a significantly lower overall risk for human health or the environment and show comparative benefits. 

The key element in this approach is that the Active Substance has to be shown to fulfil the criteria identified in Article 10 of 528/2012 and alternatives must provide a viable alternative for all required aspects of performance.

Lonza contests that RMS Italy has so far failed to show that DMPAP fulfils the criteria according to article 10 (1d) BPR and so questions the legality of ECHA proposing it as a potential candidate for substitution at this time. 

No final and agreed evaluation of DMPAP as fulfilling the P&T criteria has ever been reached.  In fact, following the last discussions held by the MS on DMPAP during TMIII09, the draft assessment  report for PT08 as sent to the applicant from RMS Italy stated that “Bardap 26 {DMPAP} can definitely be considered not to fulfil the P criteria”.

Subsequent to the discussions at TMIII09, the applicant has had no opportunity to discuss with or provide any written comments on a final assessment report and on the conclusions of the evaluation.  The current consultation by ECHA to consider substitution is both incorrect and untimely in that no harmonised and agreed classification exists for DMPAP. The public consultation for potential candidates of substitution shall only take place after the rapporteur member state has finalised its evaluation, and since no final assessment report for PT08 has ever been released to the applicant for comment it can only be assumed that the assessment is still ongoing so any proposal is premature and the legality of which questioned. 

Comments on the PBT interpretation:

Lonza GmbH contends that DMPAP fails to fulfil this designation as a candidate for substitution on two grounds:

· Firstly, it does not fulfil the conditions as required in Article 10 of 528/2012 as designation as a potential candidate for substitution

· Secondly, there are no viable alternatives to fulfil all the required aspects of performance 

The conditions put forward under Article 10 as suggesting that DMPAP should be considered as a candidate for substitution are that it is both Toxic and Persistent (as defined in accordance with Annex XIII to Regulation 1907/2006) and so meets two of the criteria for being a PBT (article 10.1c)

The definitions of Toxic and Persistent as according to Annex XIII to Regulation 1907/2006 are as follows:

A substance fulfils the persistence criterion (P) in any of the following situations:

(a)
the degradation half-life in marine water is higher than 60 days; 

(b)
the degradation half-life in fresh or estuarine water is higher than 40 days; 

(c)
the degradation half-life in marine sediment is higher than 180 days; 

(d)
the degradation half-life in fresh or estuarine water sediment is higher than 120 days; 

(e)
the degradation half-life in soil is higher than 120 days.

A substance fulfils the toxicity criterion (T) in any of the following situations:

(a)
the long-term no-observed effect concentration (NOEC) or EC10 for marine or freshwater organisms is less than 0,01 mg/l; 

(b)
the substance meets the criteria for classification as carcinogenic (category 1A or 1B), germ cell mutagenic (category 1A or 1B), or toxic for reproduction (category 1A, 1B, or 2) according to Regulation EC No 1272/2008; 

(c)
there is other evidence of chronic toxicity, as identified by the substance meeting the criteria for classification: specific target organ toxicity after repeated exposure (STOT RE category 1 or 2) according to Regulation EC No 1272/2008.

Regarding the Persistent criteria, two key studies are available to address the biodegradability of DMPAP:

· An initial OECD Guideline 301B ready biodegradation test was performed at a test concentration of 0.2 mg/l. The results showed that mean cumulative 14CO2 production after 29 days was 34%. On Day 29, the biodegradation curve was still on the upward trend, confirming a continuing mineralisation of the test substance.

· To simulate Sewage Treatment Plant conditions more realistically, a die away study with high sludge density (TSS of 2.5 g/l, pre-exposed for 21-days to a concentration of 150 µg/l of DMPAP was performed for 28 days using radiolabelled didecylmethylpoly (oxyethyl)  ammonium propionate at a low, realistic test substance concentration of 50 µg/l. At test termination (28 days), 86% of the radioactivity was evolved as 14CO2, 0% was recovered in the extracts and 5.79% remained in the solid.

In conclusion, DMPAP was shown to biodegrade in a waste water treatment plant die-away simulation test under aerobic conditions with a removal half-life DT50 of 4.7 hours and a high conversion rate to CO2.

Further supporting studies to show that DMPAP is not persistent include: 

· Inherent biodegradation: In a Zahn-Wellens study (OECD 302B) elimination of 53% was observed after 3 hours. The resulting partitioning to the aqueous phase was 47%. Despite the high starting concentration of 303mg C/l (corresponding to approximately 534 mg DMPAP /l which is far above the toxic limit for activated sludge organisms [3-hour EC50 = 11 mg test substance/l]) this data is supportive of a non-persistent evaluation.

· Primary biodegradation: A simulated sewage treatment study (OECD 303A) was carried out using the Hussmann apparatus. With a starting influent concentration between 0.1-1.25 mg/l, the mean primary biodegradation was 95% over 21 days.

Consideration of the data set as a whole shows that DMPAP cannot be considered as being Persistent and so does not fulfil the P criteria.  

In fact, this conclusion was also taken by the RMS Italy in the last Rapporteur Member State Assessment Report for PT08 as shared with Lonza (as applicant for DMPAP) where RMS Italy concluded that “Bardap 26 {DMPAP} can definitely be considered not to fulfil the P criteria”.

Regarding the Toxicity criterion: the most sensitive species is Daphnia magna where the NOEC for the long-term 21 d study is not < 0.01 mg/l, but = 0.01 mg/l.  Whilst this may be the limit of the “T” criteria in the PBT context, it does not fulfil the legal definition according to 1907/2006 and so it cannot legally be considered as being Toxic.

Furthermore, DMPAP is not a CMR and all the other information on acute and chronic ecotoxicity shows significantly higher (less toxic) values.  It does not fulfil the “T” criteria.

Consequently, as the data shows that DMPAP fulfils neither the “P” nor a “T” criteria according to 1907/2006, and so it should not be considered as being a candidate for substitution substance.

Comments on technical feasibility:

Amongst PT8 active substances, DMPAP has special properties in that it represents the only active substance with all of the properties required in a wood preservative with multiple applications for use in classes 1, 2, 3 and 4 at the same time. 
In addition, DMPAP has unique positive characteristics in relation to the lack of corrosion due to the anion (as propionate) (e.g. in case of steel plant parts, storage tanks, emersion devices, pressure impregnation systems, connectors such as metal fittings, nail plates, nails, screws, fittings, or similar, which are essential for the installation of wooden elements). 

Products containing DMPAP have been tested and used over a long period of time to impregnate telecommunication poles (e.g. CTB P+ certification in France).  DMPAP-containing products are a substitute for chromium-containing wood preservatives in the industrial treatment of poles, vineyard stakes and horticultural posts. These protection systems successfully replaced the toxicologically critical chromate-containing wood preservatives (CCA, CCB and CC). DMPAP also presents a more effective, cost-effective, lower overall risk to the environment and humans alternative to creosote.

DMPAP is more effective than other PT8 active substances against the brown rot fungus Poria placenta. Such wood rotting copper tolerant fungi are considered to be a major cause of vineyard stake and livestock fence post failure in Europe. Such failures are both of an economic concern and concern to human and animal welfare. 
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