German comments to the 

Draft Risk Management Evaluations on:

Chlorodecone,

Hexabromobyphenyl,

Lindane,

Pentabromodiphenyl ether (PentaBDE) and

Perfluorooctane sulfonate (PFOS)

and

Draft Risk Profiles on:

Octabromdiphenyl ether,

Pentachlorobenzene,

Short Chain Chlorinated Paraffines and

alpha/beta Hexachlorocyclohexane

(Invitation for comments of the 1 June 2007 of the Secretariat of the Stockholm Convention with)

Draft Risk Management Evaluations

Draft Risk Management Evaluation of Chlordecone

CAS No: 143-50-0

The concluding statement (chapter 4) outlines, that there might be a lack of full evidence, but it is likely, that as a result of long-range environmental transport lead to significant adverse effects on human health and/or the environment such that global action is warranted.

In Germany the use of Chlordecone is prohibited for years because of its adverse effects on human health and environment.

Draft Risk Management Evaluation of Hexabromobiphenyl

The draft Risk Management Evaluation seems to be comprehensive and summarizing thoroughly investigated information.

Comment on chapter 1.5 National or regional control actions:
The European Community prohibition of use in textiles according to RL 76/769/EG (No. 9). This information should be added.

Draft Risk Management Evaluation of Lindane

CAS No: 58-89-9

General Comment

A more thoroughly evaluation referring the relevant information on Risk Management (chapter 2) would be warranted. For the moment the comments of different countries are summarized and listed one after each other without real digestion of its common content or possible contradictions. What seems to be needed would be a more specific evaluation with recommendation for further action for lindane elimination. The current synthesis of information (chapter 4) and concluding statement (chapter 5) seems to be not really helpful to support the preparations of the POPs Review Committee.

Draft Risk Management Evaluation of Commercial Pentabromodiphenyl ether (PentaBDE)

CAS No: 85535-84-8

EINECS No: 287-476-5

The placing on the market and the use of PentaBDE and articles containing PentaBDE have been prohibited in the EU since 2004 (directive 2003/11/EC, amending directive 76/769/EC, relating to restrictions on the marketing and use of certain dangerous substances and preparations). For that reason, national authorities in Germany do not longer deal with PentaBDE as a substance of prior concern.

According to our information PentaBDE has been already phased out from industry earlier in Europe on a voluntary basis.

Our impression of the presented Draft Risk Management Evaluation for Commercial PentaBDE is, that this report is very comprehensive and a good piece of work. In addition we would like to give the comment, that the technical mixtures Penta-, Octa- and DecaBDE should be better differentiated.

Our information ist, that uses of these different mixtures are also considerably different. PentaBDE is used for PU-foams to an amount of 95 - 98% (as outlined in chapter 3.3, page 21-23). 

Later on in the report other fields of application are discussed, for instance electronic devices and flame retardants used in textiles (page 24 f.). We guess, that this information relates to uses of OctaBDE or DecaBDE, which are not targeted chemicals to be dealt with in the report. Our recommendation is to differentiate more clearly in the report between Risk Management in respect to the different mixtures/ chemicals or to concentrate more clearly on the specific main field of application for PentaBDE.

Draft Risk Management Evaluation of Perfluorooctane sulfonate (PFOS)

The draft Risk Management Evaluation seems to be comprehensive and summarizing thoroughly investigated information.

Draft Risk Profile 

General comment on Environmental Risk Evaluation in the Draft Risk Profiles 

The risk profiles of Pentachlorobenzene, alpha/beta Hexachlorocyclohexane and commercial Octabromodiphenyl Ether results to show clear evidence, that the criteria of Annex D are met and action according to the Stockholm Convention is needed.

For Short-Chained Chlorinated Paraffines is likely, that those substances cause significant adverse effects in spite of a lack of evidence.

The information on the first four substances, where sufficient evidence for risks within the scope of Annex D is justifying action for elimination of these substances, seems to be thoroughly investigated and should be a sophisticated basis for further action.

General comment on Human Toxicological Evaluation in the Draft Risk Profiles 

Regarding mammalian toxicity the risk profiles of the above mentioned substances are clear and brief. However, we feel that information on some toxicological endpoints is missing in some cases. Therefore, it is recommended to give information on the endpoints of mammalian toxicology considering different routes of application and following the effect assessment section of the EU Risk Assessment Report format. It would also be desirable to note negative results (e.g. for sensitization) as well as the absence of data. Please take note of comments to the particular substances below.

Draft Risk Profile of Short-Chained Chlorinated Paraffines
CAS Number: 85535-84-8

EINECS Number: 287-476-5

General comment:

Considerable information was drawn from Canadian literature. The EU Risk Assessment Report of the EU [EC.2000] has been reflected, but not consistently wherever the information form that is relevant. The respective information should be added.

Comments to the summary information relevant to the Risk Profile (chapter 2.1 Sources)

For the uses of Short-Chained Chlorinated Paraffins (table 2, page 6) the minor use of textiles with 183 tonnes/yr (1,4 %) is forgotten (source: Risk Assessment Report of the EU [EC.2000], also used as source of information in the Draft). This use should be added, also in respect to meet the sum at the bottom of the table. The respective information should be added (source: EU Risk Assessment Report) as later in the report the textile issue is addressed for releases into the environment (page 9):

The highly chlorinated short chain length chlorinated paraffins can be used in the production of flame-resistant, water repellent and rot-preventing textile finishes. Applications for such finishes include sail cloths, industrial protective clothing, lorry tarpaulins, etc. The major historical use of chlorinated paraffins was in military tenting, but it is believed that they are no longer used in this application in the EU.

Current usage of short chain length chlorinated paraffins in textiles in the EU is very low, with the majority being used in back coating of textiles (the short chain length chlorinated paraffin is applied to the textile in a polymer matrix), with smaller amounts being used in other textile treatments. The relation on respect of the EU show specific field of uses: 1994, 183 tonnes of short chain length chlorinated paraffins were used in the EU in textile applications. This figure was broken down between 163 tonnes/year used in backcoating operations and 20 tonnes in other textile treatments (e.g. waterproofing). Figures for 1995 indicate that a total of 37 tonnes were used in the EU: 32 tonnes in backcoating and 5 tonnes in other treatments.
Comments to the Syntheses of information (Chapter 3):

Referring the total reported annual usage (page 45, 2 paragraph) the data from EU, outlined in the report earlier in table 2, page 6 should be added in a summarizing sentence.

Comments on the brief summary on mammalian toxicity (page 42):

The paragraphs of the EU Risk Assessment Report that summarise the database and the conclusion on each toxicological endpoint are recommended for consideration in this report. En detail, some extensions of the text should be taken into account:

Extensions of the summarised text on the acute toxicity for the inhalation, oral and dermal route are considered informative.

A note on skin and eye irritation potential is recommended to add, even if it is negative. 

With respect to sensitizing effects information on the availability and quality of data and the conclusion on the potential of SCCPs should be included. 

More information on the nature of the effects seen in repeated dose toxicity studies and reporting on the tumors observed and on the assumed mode of action of tumor development is helpful. Also, documentation of the data available on mutagenicity improves plausibility for conclusion of a non-genotoxic carcinogen.

Please mention that developmental effects were observed in rats at 2000 mg/kg that also caused maternal toxicity but not at lower doses.

Draft Risk Profile of Octabromodiphenyl Ether

CAS Registry Number: 32536-52-0
EINECS Number: 251-087-9

General comment:

In the Draft Risk Profile for Commercial Octabromodiphenyl Ether, single endpoints of human toxicology are not represented completely.

Therefore it is recommended to add information concerning the different endpoints of human toxicology as is available from the current EU risk assessment report (attached in the annex of the letter). Further information might be available from EHP (162) or IPCS, 1992 (available under:

http://www.inchem.org/documents/ehc/ehc/ehc162.htm=).

Draft Risk Profile of Alpha-Hexachlorocylohexane

CAS Number: 319-85-6

EINECS Number: 602-042-00

A study from Austria is described in the Hazard Assessment for endpoints of concern section even though it is stated in the introduction of this section that studies on Austria are not available for alpha-HCH. Clarification is needed. 

A note on skin and eye irritation potential is recommended to add, even if it is negative. 

Draft Risk Profile of Beta-Hexachlorocylohexane

CAS Number:
319-86-7

EINECS Number: 602-042-00

In the introduction of chapter 2.4 Hazard Assessment for endpoints of concern is pointed out that no studies with inhalation or dermal exposure are available and therefore, the data are not sufficient to determine a clear dose response relationship. The data were summarized in this chapter and reference was made to the comprehensive toxicological profiles of IPCS (1992), ATDSR (2005) und EPA (2006).

Without scrutinizing the particular references the evaluation revealed in pronounced neurotoxic and hepatotoxic potentials of the substance. Moreover, toxic effects on the immune system and fertility were determined. The substance was classified as possibly carcinogenic to humans (2B) by the IARC. From epidemiological studies it was concluded that beta-HCH might play a role in the development of breast cancer. 

Since the substance is mainly environmentally relevant, it was concluded that immediate action is required. 

Based on the toxicological profile represented there are no objections to that.

Draft Risk Profile of 1,2,3,4,5-Pentachlorobenzene

CAS Registry Number: 608-93-5 

EINECS Number: 210-172-0

Comments on the brief summary on mammalian toxicity, in respect to section:

2.4 Hazard assessment for endpoints of concern

2.4.1. Toxicity

General comment:

Information on the quality of the studies is missing. It would be useful to include statements on the reliability of the data from each of these studies based on the test guideline followed, thoroughness of reporting etc.

The description of the study designs is rather limited. The summarising descriptions do not give information on the substances tested, i.e., chemical name, purity, vehicles used etc, how many animals were dosed, which animal strain was used, what was the sex. As a general comment more experimental details are required in the report so that the reader can judge the relevance of each study. 

Please include a summary/conclusion paragraph for each section.

Toxicokinetics:

Only data for the oral route are available. No information is given for the dermal route and inhalation. More experimental details are required in the report.

Acute toxicity:

More experimental details are required in the report. It would be useful to provide a conclusion for classification as Xn, Harmfull (R22).

A note on skin and eye irritation potential and also on sensitizing potential is recommended to add, even if it is negative. 

(Sub)chronic toxicity:

Please insert the title to “Repeated dose toxicity”.

More experimental details are required in the study report. For example, in the first study, how many animals were dosed; in the second and third study (NTP, rat, mouse), how long was the exposure period, which dose levels were tested, and what are the mean values for test substance intake (mouse)?

Please describe the basis for the NOAELs.

No information is given for the dermal route and inhalation.

Mutagenicity and carcinogenicity:

In our opinion it should first be decided whether or not there are sufficient arguments to assess pentachlorobenzene as not genotoxic. The studies on mutagenicity are too briefly reported for us to be able to agree or disagree with the conclusions.

It would be useful to provide a conclusion for the presented data of the tumour-promoting activity in this paragraph.

The following sentence should be deleted at this chapter: “The only risk phrase for pentachlorobenzene in the European ESIS database is R22, harmful if swallowed (European Chemicals Bureau, 2007)”.

Reproductive and developmental toxicity:

It would be useful to provide a conclusion for possibly reproduction or development toxicity in human.
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