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CPIA Challenges Canada’s Proposed CEPA Toxic Designation 

 

In September 2008, Environment Canada (EC) proposed that all chlorinated paraffins (CPs) 

should be added to the Canadian Environment Protection Act (CEPA), Schedule 1 list of 

“Toxic” substances.  The EC proposal was based on Canada’s August 2008 CP Risk 

Assessment.  Canada also proposed to place CPs with up to 20 carbons on its “Virtual 

Elimination” list based on Canada’s view that these compounds were persistent, 

bioaccumulative and toxic (PBT).   

 

The Chlorinated Paraffins Industry Association (CPIA) submitted comments in response to 

the official Canada Gazette notice.  The comments challenged the basis for the CEPA Toxic 

designation.  In addition to raising several new technical and policy concerns, the CPIA 

submission reiterated some of the issues raised with the previous draft Canada CP Risk 

Assessment as these had not been addressed.   

 

CPIA also filed a formal Notice of Objection contending that EC does not have an adequate 

basis for its proposed actions.  (CPIA’s comments and the Notice of Objection are embedded 

below). 

 

Letter CPIA 
Comments and Notice of Objection Canada.pdf

  

CPIA Comments and 
Notice of Objection, 11.19.08.pdf

 
 

To date, there has been no response from Canada. 

 

CPIA Outreach Efforts With Downstream Industry 

  

As part of the industry’s advocacy efforts, CPIA has been working closely with downstream 

companies and trade associations, particularly those with an interest in Canada.  Several 

webcasts have been organized for CP formulator and user facilities to explain the status of 

the Canadian proposal and to encourage the downstream industry to become actively 

engaged in the advocacy efforts. 

 

CPIA has been working with the Independent Lubricant Manufacturers Association (ILMA; 

www.ilma.org).  On February 20, 2009, ILMA sent a letter objecting to Canada’s actions, 

noting significant technical concerns with the Risk Assessment.  ILMA’s letter emphasized 

http://www.ilma.org/
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November 19, 2008 


 


Executive Director 


Existing Substances Division 


Environment Canada 


Gatineau, Quebec K1A 0H3 


 


VIA EMAIL: Existing.Substances.Existantes@ec.gc.ca  


 


RE:   Proposed Order to Add Chlorinated Paraffins to Schedule 1 of the 


Canadian Environmental Protection Act (CEPA), 1999 (Canada 


Gazette, Part I, September 20, 2008) 


 


Dear Minister of Environment: 


 


 The Chlorinated Paraffins Industry Association (CPIA
1
) submits these comments 


in response to the September 20, 2008, notice in Canada Gazette, Part I, regarding 


Environment Canada’s (EC) Proposed Order to add Chlorinated Paraffins (CPs) to the 


List of Toxic Substances in Schedule 1 of the Canadian Environmental Protection Act 


(CEPA), 1999 (the “Proposed Order”).  The CPIA further submits a Notice of Objection 


and hereby requests pursuant to section 333 of CEPA, that the Minister convene a Board 


of Review to assess the proposed action and the appropriateness of proceeding with the 


CEPA Toxic designations for all CPs. 


  


These comments and Notice of Objection are based on an extensive evaluation of 


the August 30, 2008 Follow-up Canadian CP Risk Assessment.  As the attached 


comments will document, there does not appear to be an objective justification to support 


the proposed CEPA Toxic designations.  CPIA’s objection is based on many factors 


which can succinctly be characterized as follows: 


 There should be a sound technical basis justifying a CEPA Toxic determination, 


particularly given that Canada has called for a “prohibition regulation” on all uses 


of CPs.  By Canada’s own admission, there is “low” to “minimal” confidence in 


the data and analysis relied on in the assessment.  


 Concerns for human health effects are largely the result of an unrealistic, worst 


case assumption that food in Canada is contaminated with CPs, even though there 


are essentially no real market basket data from Canada.  Instead, Canada uses a 


                                                           
1
 The Chlorinated Paraffins Industry Association (CPIA) represents manufacturers of 


chlorinated paraffins from around the world. 
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study published in 1980 from the United Kingdom (UK) and assumed that 


Canadian food is contaminated at the analytical limits from the UK study even 


though in many instances, the UK study did not measure detectable levels of CPs. 


Additionally, there are much more reliable data such as a recent study from Japan. 


 The age group that Canada asserts has the highest exposure to CPs are infants 


under the age of six months that are not formula fed.  The exposure estimate for 


this subpopulation is not based on human breast milk or baby formula data, which 


are the primary foods ingested by infants 0-6 months.  Canada is relying on the 


Nutritional Canada Survey (NCS) which indicates that dairy foods are the largest 


source of nutrition for infants 0-6 months.  The NCS includes baby formula under 


the category of dairy and clearly this is what infants are primarily ingesting if they 


are not ingesting human milk.
2
  However, in the case of LCCPs, the Risk 


Assessment uses a single sample of cheese, analyzed in the late 1970s in the UK, 


to represent all dairy exposures to these infants.  This estimate is used despite the 


clear guidance from Health Canada that “estimation of total daily intake for 


Priority Substances is generally based on the assumption that a typical infant is 


exclusively breastfed up to 6 months of age, after which foods are consumed in the 


quantities determined in the NCS.” (EHD 1998)   


 Even with these unrealistic dietary assumptions and exposure estimates for infants, 


in the case of LCCPs there are no exposures for any age group above the 


conservative health benchmark (which includes a safety factor of 1000).  For 


SCCPs and MCCPs a similar worst case assumptions are made.  


 The Follow-up Assessment relies on some portions of national and international 


assessments such as the ones conducted by the UK and European Union (EU) but 


then without any explanation, ignores other portions of those same assessments.  


For example, in the case of the quantitative portion of the SCCPs Assessment, 


Canada emphasized the review conducted in 1996 by the IPCS but did not 


consider the risk assessment put forth by the European Union, which concluded  


that SCCPs were not a concern for human exposure.  It is curious that Canada used 


the outdated data from the UK on food contamination but then arrived at a 


completely different decision than the UK/EU over human health concerns.  While 


the EU did adopt a Marketing and Use restriction for metalworking fluids and 


leather treatment, the concerns that drove these restrictions were aquatic toxicity 


and not human health. 


 For environmental effects, Canada also relied on unrealistic worst-case 


assumptions and even then, the quantitative analysis by and large does not support 


the CEPA Toxic designations.  Most of the Risk Quotients (RQs) derived are 


                                                           
2
 While nutrition surveys and guidelines indicate that it is typical to introduce solid foods between the 


ages of 4 and 6 months, these are typically simple cereals and pureed vegetables – not cheese, potato 


crisps, jams, and other foods included in the exposure assessment by Campbell (1980).  
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significantly less than 1.  In only two scenarios involving MCCPs, does the 


assessment even suggest a concern for environmental effects and in these 


instances, the RQs are only slightly greater 2.  As described further in these 


comments, had Canada used more realistic worst case assumptions, the RQs in all 


cases would have been less than 1.   


 Canada neglected to review several important studies that the CPIA submitted in 


2005 as part of its comments on the draft Follow-up Assessment.  Additionally, 


the Canadian assessment does not factor in several important relatively new 


studies on CPs, some of which were in fact conducted in Canada.  


 No consideration appears to have been given to the potential societal impacts of a 


CEPA Toxic designation. 


 


In addition to the lack of supporting evidence, the proposal does not clearly define the 


specific substances covered.  This is evidenced by the stated inability to ascribe CAS 


numbers to the listing.  The CPIA fails to understand this difficulty given that the affected 


compounds are presumably those that are on the Domestic Substance List.  If Canada 


proceeds with the listing, it is incumbent on Canada to clearly identify the specific 


compounds covered.  


 


 The CPIA would welcome the opportunity of further discussing this matter with 


the appropriate officials.  Please do not hesitate to contact me if I can provide any 


clarification.  


 


 


       Sincerely, 


 


 


 


       Robert J. Fensterheim 


       Executive Director 


 





Assistant
File Attachment
CPIA letter.pdf
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I. Introduction and Summary 


 


On September 20, 2008, Canada published a Proposed Order in the Canada Gazette Part 


I, to add all Chlorinated Paraffins (CPs) to the List of Toxic Substances in Schedule 1 of 


the Canadian Environmental Protection Act (CEPA) (the “Proposed Order”).  The 


proposal justifies this action based on a August 30, 2008 Follow-up Canadian CP Risk 


Assessment, which concluded that all forms of chlorinated paraffins - short-chain CPs 


(SCCPs), medium-chain CPs (MCCPs), and long-chain CPs (LCCPs) - meet the criteria 


for “toxic” under CEPA Section 64. 


 


The Chlorinated Paraffins Industry Association (CPIA) represents manufacturers of 


chlorinated paraffins from around the world.  The CPIA undertook an extensive 


evaluation of the August 30, 2008 Follow-up Canadian CP Risk Assessment.  As these 


comments will document, the CPIA has concluded that there is little justification to 


support the CEPA Toxic designations. 


 


CPIA’s objection is based on many factors which can succinctly be characterized as 


follows: 


 There should be a sound technical basis justifying a CEPA Toxic determination, 


particularly given that Canada has called for a “prohibition regulation” on all uses 


of CPs.  By Canada’s own admission, there is “low” to “minimal” confidence in 


the data and analysis relied on in the assessment.  


 Concerns for human health effects are largely the result of an unrealistic, worst 


case assumption that food in Canada is contaminated with CPs, even though there 


are essentially no real market basket data from Canada.  Instead, Canada uses a 


study published in 1980 from the United Kingdom (UK) and assumed that 


Canadian food is contaminated at the analytical limits from the UK study even 


though in many instances, the UK study did not measure detectable levels of CPs. 


Additionally, there are much more reliable data such as a recent study from Japan. 


 The age group that Canada asserts has the highest exposure to CPs are infants 


under the age of six months that are not formula fed.  The exposure estimate for 


this subpopulation is not based on human breast milk or baby formula data, which 


are the primary foods ingested by infants 0-6 months.  Instead, for this group 


Canada is relying on the Nutritional Canada Survey (NCS) which indicates that 


dairy foods are the largest source of nutrition for infants 0-6 months.  The NCS 


includes baby formula under the category of dairy and clearly this is what infants 


are primarily ingesting if they are not ingesting human milk.
1
  However, in the 


case of LCCPs, the Risk Assessment uses a single sample of cheese, analyzed in 


the late 1970s in the UK, to represent all dairy exposures to these infants.  This 


                                                 
1
 While nutrition surveys and guidelines indicate that it is typical to introduce solid foods between the 


ages of 4 and 6 months, these are typically simple cereals and pureed vegetables – not cheese, potato 


crisps, jams, and other foods included in the exposure assessment by Campbell (1980).  







 


 


2 


 


estimate is used despite the clear guidance from Health Canada that “estimation of 


total daily intake for Priority Substances is generally based on the assumption that 


a typical infant is exclusively breastfed up to 6 months of age, after which foods 


are consumed in the quantities determined in the NCS.” (EHD 1998)   


 Even with these unrealistic dietary assumptions and exposure estimates for infants, 


in the case of LCCPs there are no exposures for any age group above the 


conservative health benchmark (which includes a safety factor of 1000).  For 


SCCPs and MCCPs similar worst case assumptions are made.  


 The Follow-up Assessment relies on some portions of national and international 


assessments such as the ones conducted by the UK and European Union (EU) but 


then, without any explanation, ignores other portions of those same assessments.  


For example, in the case of the quantitative portion of the SCCPs Assessment, 


Canada emphasized the review conducted in 1996 by the IPCS but did not 


consider the risk assessment put forth by the European Union, which concluded  


that SCCPs were not a concern for human exposure.  It is curious that Canada used 


the outdated data from the UK on food contamination but then arrived at a 


completely different decision than the UK/EU over human health concerns.  While 


the EU did adopt a Marketing and Use restriction for metalworking fluids and 


leather treatment, the concerns that drove these restrictions were aquatic toxicity 


and not human health. 


 For environmental effects, Canada also relied on unrealistic worst-case 


assumptions and even then, the quantitative analysis by and large does not support 


the CEPA Toxic designations.  Most of the Risk Quotients (RQs) derived are 


significantly less than 1.  In only two scenarios involving MCCPs, does the 


assessment even suggest a concern for environmental effects and in these 


instances, the RQs are only slightly greater 2.  As described further in these 


comments, had Canada used more realistic worst case assumptions, the RQs in all 


cases would have been less than 1.   


 Canada neglected to review several important studies that the CPIA submitted in 


2005 as part of its comments on the draft Follow-up Assessment.  Additionally, 


the Canadian assessment does not factor in several important relatively new 


studies on CPs, some of which were in fact conducted in Canada.  


 No consideration appears to have been given to the potential societal impacts of a 


CEPA Toxic designation. 


The CPIA urges Canada to reconsider its decision to add chlorinated paraffins to 


Schedule 1.  If, however, Canada decides to proceed, Canada should more clearly define 


the scope of the listing.  As currently proposed, the CEPA Toxic designation does not 


clearly define the specific substances covered, evidenced by Canada’s stated inability to 


ascribe CAS numbers to the listing.  As described in Section VIII, any listing should be 


for compounds that are on the Domestic Substance List and as such, it is incumbent on 


Canada to clarify the scope of its listing.  
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Lastly, given our contention regarding the inadequacy of the assessment, CPIA is 


requesting that a Board of Review be established pursuant to section 333 of CEPA to 


consider the appropriateness of proceeding with the CEPA Toxic designations for all 


CPs. 


II. Background on Canada’s Rational For CEPA Toxic Determination 


Chlorinated paraffins were included on the first Priority Substances List (PSL1) under the 


1988 Canadian Environmental Protection Act (CEPA 1988).  Canada issued its first 


Assessment Report in 1993, which considered SCCPs to be “toxic” for human health 


concerns.  This determination was based principally on the observed carcinogenicity from 


laboratory rodent studies.  Canada  determined that the available data on MCCP and 


LCCP did not support a CEPA Toxic designation and  also determined that there was no 


basis to conclude that there was a concern for environmental effects from any form of CP 


(short, medium or long).  Canada decided nonetheless to continue to review these 


compounds.  


As noted in the 2008 Proposed Order, following the 1993 determination, Canada initiated 


discussions with stakeholders to manage the risks posed by SCCPs under the framework 


of the Toxic Substances Management Policy.  The CPIA and its members were very 


supportive of those discussions and in fact encouraged Canada to adopt a life cycle 


management program (LCMP) to address any risk associated with the manufacture, 


processing, and/or use of CPs – be they associated with human health or environmental 


concerns.  Regrettably, Canada decided not to move in that direction and instead 


suspended discussions pending the generation and review of new information concerning 


the risk of chlorinated paraffins to human health and the environment. 


On June 11, 2005, Health Canada and Environment Canada released separate Follow-up 


reports on chlorinated paraffins (these reports were dated 2003 and hence will be referred 


to as 2003 reports).  In the 2003 Follow-up Report, Health Canada determined that data 


on mode of induction of tumors in addition to the weight of evidence that SCCP are not 


DNA reactive were sufficient to conclude any potential carcinogenic concern was not the 


most sensitive endpoint.  Health Canada decided that a non-cancer Tolerable Daily Intake 


(TDI) should be deemed protective for carcinogenicity.  The CP industry agreed with that 


determination.  Health Canada also derived a TDI for MCCP and LCCP as well as 


developed upper-bounding estimates of daily intake for all CPs.  


The CPIA filed extensive comments in response to the 2003 Follow-up reports.  As part 


of the comments, the CPIA provided to Canada several new studies that had recently 


been conducted in order to better understand the effects to mammals following exposure 


to CPs.  While the final assessment contains a “response to the comments” in the majority 


of cases the CPIA does not believe that Canada effectively considered and responded to 


the comments. 
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Despite efforts by the CPIA to engage Canada in discussions during the intervening 


period, there was very limited communication between the Canadian government and 


industry on these issues.  (It is relevant to note that during the same time frame, the CPIA 


was actively engaged in addressing CP issues in the context of the UNECE Long-Range 


Transboundary Air Pollution (LRTAP) and the UNEP Stockholm Conventions.)  


The CP Industry was quite surprised when Canada released its August 30, 2008 Final 


Follow-up Risk Assessment and associated Risk Management Approach (RMA), which 


concluded that: 


 all chlorinated paraffins meet the criteria under paragraph 64(c) of CEPA 1999;   


 chlorinated paraffins containing up to 20 carbon atoms (short- and medium-chain 


chlorinated paraffins, as well as liquid long chain paraffins) meet the criteria under 


paragraph 64(a) of CEPA 1999; and, 


  all chlorinated paraffins should be considered for a prohibition regulation 


(otherwise referred to as a ban). 


CPIA addressed issues associated with the RMA in its comments submitted to Canada on 


October 29, 2008.  Also on November 3, CPIA met with Canadian officials to discuss the 


RMA and to voice concerns with the overall Risk Assessment.  Despite these concerns, 


the industry expressed and remains committed to work with Environment Canada and 


with other manufactures, formulators and downstream users on a cooperative program to 


promote the continued and proper management of these compounds in Canada.   


 


III. By Canada’s Own Admission, There Is A Low To Minimal Confidence In 


Most Aspects Of The Assessment. 


 


From CPIA’s perspective, Canada has generally provided a quality review of the data 


assembled in its Follow-up Assessment.  CPIA’s concerns are not with the summary and 


interpretation of the data but rather the manner in which the data are used.  In fact, it 


appears as if Canada was so determined to find that all CPs met the CEPA Toxic 


designation, that it not only ignored information that would support a different 


interpretation, but adopted conclusions that are not supported by a reasonable objective 


interpretation of its own analysis. 


 


At the same time, Canada has been largely forthright in characterizing the information 


relied upon in the Assessment and has acknowledged the inadequacies of the information 


– or more precisely from CPIA’s perspective, that an objective evaluation of the 


information does not support a CEPA Toxic designation.  Disappointingly, Canada elects 


nonetheless to rely on the inadequate information to support its conclusions.  


 


The 2008 Follow-up Assessment characterizes Canada’s confidence in the information 


that forms the basis of the Assessment as lacking.  For example, in the context of the 
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human health assessment, Canada recognizes the low to minimal confidence in the 


exposure assessment: 


   


 “There is low confidence in the upper-bounding estimates of exposure to all 


chlorinated paraffins.”   


 “There is minimal confidence in the upper-bounding estimates of exposure to 


MCCPs.” 


 “There is minimal confidence in the upper-bounding estimates of exposure to 


LCCPs.” 


 


This understandably low degree of confidence is driven by Canada determination to 


estimate human exposure based on a study, published in 1980 of foodstuffs in the United 


Kingdom.  Not only did Canada use the measured values from over 25 years ago, but the 


assessment assumes that in the many instances where CPs were not detected in the UK, 


that contamination in Canadian food exists at the non-detectable levels.  This is most 


disturbing given that analytical sensitivities were not very great in the late 1970s and as 


discussed in the next section, the data from the UK do not appear to be relevant for the 


purpose of projecting potential food contamination today. 


 


IV. Inadequate Basis for CEPA Section 64 (c) Conclusions Based on Human 


Exposure Data 


 


Canada has concluded that all chain length CPs present a risk to human health.  This 


conclusion is based on Canada’s interpretation of the available animal studies to derive 


Tolerable Daily Intakes (TDI) for SCCP, MCCP and LCCP and then comparing the TDIs 


to Canada’s estimates of human exposure.  While the CPIA has some concerns with the 


TDI derivations (see below), it is the estimate of exposure that Canada relies upon that is 


almost without any technical support. 


 


The risk assessment identifies food as the primary source of human exposure based 


almost exclusively on a 1980 U.K. publication by Campbell et al. (1980).  Campbell et al. 


analyzed a limited data set of foods; many of the determinations by Campbell were non-


detectable, based on a limit of detection of 50 ng/g
2
.  


 


In a somewhat unorthodox way, these non-detectable concentrations were used in the risk 


assessment to represent actual contamination of food in Canada and hence these values 


drove the projected exposure estimate.  This approach was used despite the fact that there 


is no indication that these levels are representative of actual exposure to food in Canada.  


Moreover, recent data from Japan (Iino et al. 2005) found much lower levels and further 


call into question the current applicability of the 1980 Campbell results. 


                                                 
2
 A notable concern with the data reported in Campbell et al. (1980) is that the paper specifically mentions that the 


minimal detectable amount is 50 ng with a detection limit of 5 in 10
8
, or 50 parts per billion (ng/g).  However, in the 


case of fruits, vegetables, and sugar foods (strawberry jam) the paper reports mean concentrations of 25 ppb (ng/g), 


which is half the reported detection limit.   







 


 


6 


 


 


It is important to note that the results from the Iino et al. analysis had much better 


analytical resolution and covers a much larger sampling of foods than Campbell.  Iino et 


al. analyzed approximately 80 different foods in a market basket analysis.  A comparison 


between the average concentrations for the 11 food categories reported by Iino to those 


used in the Risk Assessment is presented in the Table below.  For many of the food 


products analyzed by Iino, the results were below the limits of quantification of 0.1-0.3 


ng/g, which is 2-3 orders of magnitude more sensitive than the 50 ng/g limit of detection 


reported in Campbell et al. (1980).     


 


Comparison of Food Concentration Values from the 


Risk Assessment (RA) to Iino et al. 2005  


SCCP Canada RA Iino 2005 


Food Source ng/g ng/g 


Eggs/Dairy 300 2 


Fats 150 140 


Fruits 25* 1.5 


Vegetables 25* 1.7 


Cereal Products 130 2.5 


Meats 99 7 


Fish/Shellfish 59- 2630 16-18 


Sugar Foods 25* 2.4 


Soft Drinks <50** 2.4 


* See Footnote 2 regarding detection limits. 


** Detection Limit.  No CPs detected in soft drinks. 


 


There is simply no reason to believe that the results from Campbell are more appropriate 


to use that the analysis from Iino.  Further, the sediment results from Iino are similar to 


those reported by Muir et al. (2001), which suggest that Japan and Canada have similar 


levels of CPs in the environment. 


 


V.  Canada Should Have Concluded That Chlorinated Paraffins Do Not Present 


a Risk for Human Health or The Environment. 


 


A.   Canada Should Have Reassessed Its Previous Determination for SCCPs 


 


As already noted, in the 1993 PSL 1 Assessment, Canada concluded that SCCPs are a 


concern for human health.  While Canada has reviewed some of the newer information as 


part of its Follow-up Assessment, by and large the Assessment relies on outdated 


information and does not effectively consider much of the newer more comprehensive 


reviews.  For example, Canada cites the review conducted by the IPCS, published in 


1996 and largely ignores the more robust reviews conducted by the European Union in 


support of their Existing Substance Regulation (attached).   
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It is significant to note that while the EU Risk Assessment led to the adoption of 


Marketing and Use Restriction for SCCPs for metalworking fluids and leather treatment, 


this was not due to human health concerns but aquatic toxicity.  The EU did not find a 


concern for human health, even though the EU had the same food contamination data as 


Canada.  It is quite surprising that Canada would use outdated data from the European 


Union and arrive at a fundamentally different conclusion than the EU.  Moreover, even if 


(for argument sake) Canada did not update its health assessment or its exposure values, 


the CPIA fails to understand how Canada can justify declaring a substance to be Toxic 


for human health purposes when the worst case exposure estimate (26 µg/kg-bw per day) 


is still well below the worst case effects value (100 µg/kg-bw per day). 


  


The CPIA urges Canada to reconsider its human health assessment both from the 


standpoint of toxicity as well as worst case exposure estimates.  


 


B. Canada Should Reassess MCCPs  


 


The Follow-up Assessment relies on a subchronic dietary study with MCCPs in rats by 


Poon et al., 1995) to assess potential mammalian effects.  Based on the NOAEL of 0.4 


mg/kg-bw per day), the Assessment asserts that a TDI can be derived that “would be 


similar to that derived for the PSL1 assessment (i.e., 6 μg/kg-bw per day)” (it does not 


appear that a new TDI is presented). 


 


CPIA submitted comments on the draft 2003 Follow-up Assessment noting that there is 


significant additional information that should be used to assess the potential risk to 


mammals from exposure to MCCP. Included with the comments were several recently 


completed studies evaluating the toxicity of MCCPs. There is no explanation for Canada 


to disregard the information submitted.  


 


It is relevant to note that several of the studies submitted - particularly those by CXR 


Biosciences Ltd  - were determined by the EU to be the most relevant studies for risk 


assessment purposes. In fact, the EU selected the CXR studies over the study by Poon 


(which Canada selected) for purposes of its risk assessment. Base on the CXR study, the 


EU determined that the appropriate NOAEL to use for repeat dose toxicity should be 23 


mg.kg
-1


.day
-1


  


 


The CPIA remains convinced that if Canada would reassess the toxicity of MCCP based 


on all of the available studies, combined with a more realistic assessment of food 


exposure, that Canada should conclude that there is no basis for concern over human 


health effects.  


 


C.  Canada Should Reassess LCCPs 


 


In the 1993 Assessment, Canada concludes that the available information did not support 


a human health concern for LCCP.  That conclusion was partially driven by Canada’s 
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review of the LCCP cancer bioassays, which Health Canada characterized as “well 


documented carcinogenesis bioassay[s] in rats and mice.” 


 


Canada went on to calculate a TDI for LCCP based on the lowest dose at which non-


cancer effects were observed.  Canada selected 100 mg/kg bw per day since at this dose 


there were reported diffuse lymphohistiocytic inflammation in the liver and in the 


pancreatic and mesenteric lymph nodes in female rats.  Also, in subchronic studies, the 


lowest reported effect level was 100 mg/kg bw per day, which was associated with 


increases in liver weight and multifocal granulomatous hepatitis (characterized by 


inflammatory changes) and necrosis in female rats. 


To derive the TDI, Canada converted the 100 mg/kg bw per day to seven day a week 


exposure since the laboratory studies were based on 5 days/week administration.  Canada 


then applied an uncertainty factor of 1000 to account for intraspecies variation (factor of 


10), interspecies (another factor of 10) and use of LOAEL rather than a NOAEL. 


As CPIA noted in its earlier comments, the use of a 1000 fold safety factor is not justified 


given the extent of information available.  The CPIA encourages Health Canada to 


reconsider its TDI derivation and in doing, so make full utilization of the available data.  


Specifically,  


 Canada appears to have ignored the fact that LCCPs were tested in both rats and 


mice and there were no effects seen in mice up to a very high exposure level.  


Given that there were multiple species tested, a 1000 fold safety factor is not 


appropriate.  


 Additionally, Canada neglects to fully consider that there are studies on two types 


of LCCPs.  The NOAEL for the higher chlorination level LCCP was greater than 


the lower.  


The use of a 1000 fold safety factor is also inconsistent with reviews that are being 


conducted by other governmental authorities, most notably the United Kingdom.  For 


purposes of evaluating LCCPs (not including the C18-20 CP product that is unique to the 


EU) the UK derived a PNEC of 22.2 mg/kg which is based on dividing the 100 


mg/kg/day by a factor of 3 to adjust the LOAEL to a NOAEL of 33.3 mg/kg/d 


(equivalent to PNECoral 22.2 mg/kg food). 


 


It is important to note that even with the conservative approach taken with the exposure 


assessment and with the health benchmark, there are still no exposures calculated that 


exceed the TDI.  The total estimated exposure for LCCPs, based on “upper-bound” 


conservative exposure estimates, range from 0.07 to 16.8 µg/kg/day.  The TDI, including 


the 1000 fold uncertainty factor, is 71 µg/kg/day.  While the risk assessment notes that 


16.8 is “within the same order of magnitude” of 71, it is still well below the TDI.    
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Further, the highest value of 16.8 µg/kg/day is for infants 0-6 months old that are not 


formula fed.  As already noted, Canada appears to have assumed that infants that are not 


formula fed are consuming almost a typical adult diet when in fact they are almost 


exclusively breastfeed.  In fact, the Exposure Factors for Assessing TDIs of Priority 


Substances (EHD 1998) indicates that 75% of infants are initially breastfeed and that 


62% and 31% are breastfeed until 3 and 6 month, respectively.  The Exposure Factors for 


Assessing TDIs of Priority Substances (1998) clearly states that “estimation of total daily 


intake for Priority Substances is generally based on the assumption that a typical infant is 


exclusively breastfed up to 6 months of age....”  


 


To estimate exposure to CPs in this age group, the risk assessment has added a new 


subcategory of infants that are neither formula fed nor breast feed, but consume a diet 


based on the Nutrition Canada Survey (NCS).  According to the NCS, the largest food 


group consumed by infants 0-6 months is dairy.  This dairy category is intended to 


include baby formula, which presumably is what most infants would ingest if not being 


breastfeed.  However to derive the exposure intake of 16.8 ug/kg/day, Canada appears to 


have assumed that the entire dairy category is contaminated based on a single sample of 


cheese from the UK reported in Campbell (1980).  As Health Canada should be aware, 


most dietary guidelines do not recommend the introduction of cheese into an infant’s diet 


until 6 months.
3
  Other food data for LCCPs are mostly based on non-detect levels and 


are of questionable relevance to infant consumption (e.g. potato crisps for the vegetable 


category and beer and tea for the soft drink category).   


 


Additionally, the Exposure Factors for Assessing TDIs of Priority Substances (1998) 


clearly states that “estimation of total daily intake for Priority Substances is generally 


based on the assumption that a typical infant is exclusively breastfed up to 6 months of 


age, after which foods are consumed in the quantities determined in the NCS.”   


 


In summary, as there are no data to indicate that LCCPs are present in human breast milk 


nor in baby formula, it is inappropriate to assess exposure for 0-6 month infants based on 


a single pre-1980 cheese contamination value reported for the UK. For all of the reasons 


discussed there is simply no basis to support a human health concern for LCCPs and as 


such Canada should conclude LCCPs do not to meet the criteria for CEPA Section 64 (c).   


 


 


 


 


                                                 
3
  The American Academy of Pediatrics (AAP) Section on Breastfeeding recommends exclusive 


breastfeeding for the first 6 months of life. The AAP Committee on Nutrition recommends that, 


in developed countries, complementary foods may be introduced between ages 4 and 6 months 


depending on the development of the infant, though protein foods such as cheese are not 


recommended until 6 to 8 months of age. ( USDA September 2008 - 


http://www.nal.usda.gov/wicworks/Topics/FG/CompleteIFG.pdf) 
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VI. The Available Data Do Not Support a CEPA Section 64 (a) Toxic 


Determination for Environmental Effects 


 


Canada has concluded that SCCPs, MCCPs, and LCCPs ≤ C20 may have harmful effects 


on the environment and therefore meet the criteria for CEPA Section 64 (a).  While CPIA 


is pleased to see that Canada has developed Estimated Exposure Values (EEVs) and 


Estimated No-Effect Values (ENEVs) for deriving Risk Quotients (RQs) for 


environmental effects of CPs, we are confused and troubled by the fact that Canada does 


not appear to rely upon the results of these RQs in reaching its conclusions.  Specifically, 


Canada has concluded that these CPs meet the criteria under CEPA Section 64(a) even 


though most of the RQs are <1, indicating an unlikely potential risk to the environment.  


Further, in the two circumstances where the RQs are above 1, Canada has based the EEV 


and ENEV derivations on unrealistic, worst case assumptions.  As discussed below, when 


more appropriate and realistic data are used, the resulting RQs are well below 1. 


 


The Risk Assessment puts forth the argument that since these compounds are considered 


to be persistent and bioaccumulative, that the RQs are essentially meaningless; Canada is 


contending that even RQs well below 1 are not sufficient.  Other than to assert that 


Canada is concerned about the potential for environmental effects, no objective 


transparent rational is present to justify the decision.  Moreover, the concern about 


persistence completely ignores the fact that these compounds have been in use for over 


60 years and any potential build up in the environment would be captured in the 


environmental exposure estimates (EEVs) that have been developed.  Further, as Canada 


should be well aware, there are numerous examples where environmental levels of CPs 


have been found to decrease very soon after cessation of use, most notably in the EU.  As 


Canada is well aware, while CPs do not degrade rapidly in the environment they do 


degrade and there is simply no evidence to suggest that over the past decades of use there 


has been a buildup in the environment.  It is CPIA’s contention that Canada should have 


confidence that the RQs developed are conservative and document the unlikely potential 


harmful effects to the environment.  


 


A. Canada’s Own Analysis Does Not Support an Environmental Concern 


for SCCPs 


 


There are no RQs for SCCPs above 1.  The RQs range from 0.01 - 0.26; the highest RQ 


of 0.26 is associated with  secondary consumer exposure estimates based on the highest 


report measurement in a single carp taken from Hamilton Harbour.  The SCCP 


concentration reported in this carp is significantly higher than those reported in other fish 


(e.g., lake trout) from studies in Canada (Muir 1996, 1999) suggesting that the EEV 


based on the carp data is very conservative.  Further, these fish data are already 


considered in the human health exposure evaluation section of the Risk Assessment. 


 


B. Canada Should Reassess Its Assessment of MCCPs 
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There are two cases where the RQs for MCCPs are above 1: 


 


o Benthic: RQ=2.4; and, 


o Secondary Consumer RQ=2.15 


 


Benthic Evaluation for MCCPs 


 


To assess the risk to Benthic organisms to MCCPs, the assessment relies on the LOEC 


for growth of 270 mg/kg dry wt. from a 28-day study with the amphipod Hyalella azteca 


using sediment that contained 5% organic carbon (Thompson et al. 2003).  Applying an 


assessment factor of 10, Canada relies on an ENEV of 27 mg/kg.  


 


The assessment then compares this ENEV to what the CPIA maintains is an inappropriate 


EEV of 65.1 mg/kg, which is based on the highest measured value from a study 


downstream from a sewage treatment plant in the United Kingdom.  The CPIA sees no 


basis to use outdated UK sewage treatment plant data, taken from a heavily industrialized 


area, when there are Canadian sediment data available.   


 


The Follow-up Assessment describes measurements from Tomy and Stern which 


reported concentration of MCCPs of 0.068 mg/kg dry wt. – which is four orders of 


magnitude lower than the UK measurement.  Also, Muir et al. (2002) reported 


concentrations of MCCPs in a sediment core, the highest of which was 1.2 mg/kg dry wt.   


No effort was made in the Assessment to explain the relevance or circumstances 


surrounding the UK sewage treatment plant and why those measured values should be 


deemed applicable to the Canadian environment.  It appears as if Canada elected to use 


the highest value that could be found from anywhere in the world, at any point in time.  If 


Canada were to use Canadian values, the RQ for benthic organisms would be 


significantly less than 1. 


 


Secondary Consumer Evaluation for MCCPs  


 


The RQ for secondary consumer is based on comparing an EEV of 0.904 mg/kg which is 


reported taken from the concentration of MCCPs in catfish collected from the Detroit 


River.  The EEV is then compared against an ENEV of 0.42 mg/kg which is derived from 


a 1995 study by Poon et al. that reported a LOAEL of 4.2 mg/kg bw/day.  


 


As Canada should be aware, Poon is generally not considered the most appropriate study 


for assessing potential effects for MCCPs as several studies have been conducted over the 


past few years to better understand the potential effects from exposure to MCCPs.   


CPIA submitted several studies to Canada in response to the 2003 Follow-up assessment. 


However, it does not appear that these studies were considered even though as Canada 


should be aware, they were determined to be the critical studies by the European Union. 


The attached report from the EU explicitly states that the CXR 2005c 90-day study with 


rats was determined to be more appropriate to use than Poon et al. The NOAEL from this 
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new study was 300 mg/kg food – two orders of magnitude higher than the result from 


Poon. 


 


CPIA recognizes that there are lots of considerations with regards to the appropriate 


study and value to use for risk assessment purposes. The recent EU report on MCCPs 


(attached) submitted to the Scientific Committee on Health and Environmental Risks 


(SCHER), as well as the Stockholm Convention extensively discusses the available data 


on MCCPs and concludes that the appropriate other NOAEL for risk assessment should 


be 23 mg/kg/day which is an order of magnitude greater than the value used in the 


Canadian Follow-up Assessment.  


 


If the more appropriate CXR study were used, the resulting RQ would be significantly 


less than 1 and supportive of the conclusion that MCCPs do not meet the criteria under 


CEPA Section 64 (a).  


 


C. The Available Data on LCCPs Does Not Support An Environmental 


Concern 


 


Canada has divided LCCPs into three subcategories including C18-C20, following along 


with the subcategorization that was adopted by the UK in its national assessment of 


LCCPs.  However, such a subdivision is not appropriate in Canada since it does not 


appear that the C18-20 product is in commerce in Canada.  The UK assessment of LCCPs 


includes the C18-20 sub-category because there is a minor product on the market in the 


UK that includes just this range of CPs.  This product also has very large percentage of 


chlorinated alkanes in the C14-C17 range such that the UK is relying on data from 


MCCPs for its assessment. 


 


It is CPIA’s contention that it is inappropriate to use the data from the C18-20 product for 


purposes of characterizing the toxicity of LCCPs since the C18-20 product contains 


considerable amounts of C16 and C17 CPs and as such is very different from the LCCP 


products sold in Canada.  


 


In their Response to Comments document, Canada states that “based on the limited 


information available the conclusions for liquid and solid C>20 long chain chlorinated 


paraffins have been revised to state that they do not meet the criterion set out under 


Section 64(a) of CEPA, 1999.”  At the same time, the Follow-up Assessment suggests 


that LCCPs should nonetheless be considered to be an environmental concern due to the 


presence of C18 - C20 within the definition of LCCPs.  Such an approach totally ignores 


the extensive information available on the ecotoxicity of LCCPs.  There is a clear 


demarcation between the toxicological profile of the C18-C20 CP (likely not found in 


Canada) and the type of LCCPs – both liquid and wax grade – that are in Canada. 


 


Whether or not the C18-20 product is considered, the Follow-up Assessment does not 


identify any RQs for LCCPs above 1.  The LCCP RQs range from 0.02 - 0.0005 
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indicating that it is extremely unlikely that LCCPs present a risk to the environment.  


Further, as stated above, there are no data from environmental monitoring to suggest that 


levels of LCCPs in the environment are increasing. 


 


As such, the assessment does not provide any evidence to support an environmental 


effects concern for the LCCP products that are used in Canada.  Therefore, CPIA strongly 


urges Canada not to declare LCCPs toxic under CEPA Section 64(a). 


 


VII. The Proposed Order Fails to Define the Scope of the Subject Substances  


The Proposed Order seeks to list under Schedule 1 the following: 


 


Chlorinated paraffins that have the molecular formula CnHxCl(2n+2–x) in which 10 ≤ 


n ≤ 38 


 


As written, this definition does not specifically apply to discrete substances on the DSL.  


As such, it is unclear whether Canada is seeking to designate the chemical substances 


produced by the chlorinated paraffins industry (see Table of CP DSL substances below), 


which generally fall into product categories known as short chain CP, medium chain CP 


and long-chain CPs or, if it is Canada’s intent to designate any single or mixtures of 


hydrocarbon that are chlorinated.   


 


Chlorinated Paraffin CAS Numbers on DSL 


Chemical Name CAS Number Inventory Status 


Alkanes C10-13, chloro 85535-84-8 DSL, EINECS 


Alkanes C14-17, chloro 85535-85-9 DSL, EINECS 


Alkanes C18-28, chloro 85535-86-0 DSL, EINECS 


Alkanes, C10-21, chloro 84082-38-2 DSL, EINECS 


Alkanes, C18-20, chloro 106232-85-3 DSL 


Alkanes, C6-18, chloro 68920-70-7 TSCA, DSL, EINECS 


Alkanes, chloro;  61788-76-9 TSCA, DSL, EINECS 


Paraffin wax and hydrocarbon 


wax, chloro 


63449-39-8 TSCA, DSL, EINECS 


 


 


The term paraffin, does not describe a discrete chemical or family of chemicals; rather, 


paraffin is the common name often used to describe alkane hydrocarbons that have the 



http://en.wikipedia.org/wiki/Alkane

http://en.wikipedia.org/wiki/Hydrocarbon
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general molecular formula CnH2n+2.  Generally, the term paraffin can be used to represent 


a linear or straight chain alkane, normal-paraffin,  a branched alkane,  isoparaffins, or a 


cyclic alkane, cycloparaffin.  The molecule formula in the proposed definition would 


equally apply to both normal and isoparaffins.  


 


From a regulatory standpoint, the chlorinated paraffins industry considers the products it 


produces as representing discrete chemical substances as they are the result of a chemical 


reaction between a hydrocarbon feedstock and chlorine.  These substances may be sold 


under one or more CAS numbers depending on processes, carbon number range, and 


other considerations. 


 


In order for a substance to be placed on the market in Canada it needs to be on the DSL.  


This applies to both CPs manufactured or imported in Canada whether in their neat form 


or in a formulation.  As such, the CPIA fails to understand why Canada believes it is not 


feasible to provide a list of substances from the DSL that would be affected by the 


Proposed Order.  Without such clarification, it is likely that there will be confusion over 


the scope of the action, assuming Canada proceeds with its listing as proposed. 


 


IX. Canada’s Response to Comments Submitted Does Not Provide Adequate 


Justification to Support a CEPA Toxic Designation 


Canada developed a summary of the comments received in response to the proposed Risk 


Assessment issued in 2005.  For some of the key issues, the response from Canada is 


presented, which is then followed by a comment from the CPIA. 


A. Comments on the Ecological Risk Assessment Approach 


1. ISSUE: C18-20 LCCPs   


Canada Response to Initial Comments: Long chain chlorinated paraffins were divided 


into 3 sub-categories based on comments, differences in physical chemistry, and to be 


more in line with other international assessments.  The subdivisions are: C18-20 liquid, 


C>20 liquid, and C>20 solid long chain chlorinated paraffins.  


CPIA Nov 2008: Canada has apparently elected to use the three LCCP subcategories that 


are used in the national risk assessment developed by the UK.  While the three 


subcategories may be relevant in the UK, they are not germane in Canada since the C18- 


C20 subcategory is not used in Canada.  Moreover, the Canadian assessment applies the 


information on this atypical product subcategory to the review of the C>20 LCCPs.  This 


approach must be reconsidered given that there is considerable difference in the 


composition of the products and the available data documents a different toxicological 


profile. 


 







 


 


15 


 


2. ISSUE: Designation of CAS #s 


Canada Response to Initial Comments: Due to the complexity of the class, and the 


heterogeneous nature of mixtures resulting from the production of chlorinated paraffins, 


an exhaustive listing of CAS numbers is not feasible.  However, a list of representative 


CAS numbers is available upon request. 


CPIA Nov 2008: As Canada should be well aware, in order for chlorinated paraffins to be 


placed on the market in Canada they need to be on the Domestic Substance List (DSL).  


This applies to both CPs manufactured or imported in Canada whether in their neat form 


or in a formulation.  As such the CPIA fails to understand why Canada believes it is not 


feasible to provide a list of substances from the DSL that would be affected by the action.  


Moreover, the CPIA does not believe that such a list is long as there are not many 


substances that fall under this category.  It is likely that Canada is referring to specific 


isomers etc.; however, unless those specific isomers are on the DSL, there is little need 


for concern.  Additionally, it is not clear that those specific isomers would even meet the 


definition of chlorinated paraffin. 


3. Reliance on Data From Outside of Canada 


Canada Response to Initial Comments: As a standard practice, Canadian data will be used 


for the assessment if it is relevant and available.  In case of insufficient or no Canadian 


data, data from other countries will be examined for its relevance and used in the 


assessment if it is judged to relate to conditions similar to those found in Canada.   


CPIA Nov 2008: The industry recognizes the importance of basing decision on available 


data and recognizes that in the absence of available data specific for Canada that the 


Canadian government may rely on information from other jurisdictions.  At the same 


time, it is inappropriate to rely on data that is clearly outdated.  In the case of food 


contamination, , Canada elected to use data that is over 20 years old from the UK rather 


than more recent data from Japan.  Canada was clearly well aware of the data from Japan 


given that Canada relied on such information in the international assessment on SCCPs.  


The fact that Canada used not only the 1980 data from UK but then went on to assume 


that the contamination is present at the non-detect levels is woefully inappropriate and 


borders on biased review. 


4. Use of UK Sewage Treatment Plant Data 


Canada Response to Initial Comments: The UK sewage treatment plant data has been 


retained in the assessment; however, the data collected around a US chlorinated paraffins 


manufacturing facility is no longer relevant to Canada due to the age of the study and the 


recent closure of the only Canadian chlorinated paraffins manufacturing facility.   
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The following assumptions have been changed to be consistent with international 


assessment practices:  


o The plow depth in exposure calculations has been changed from 10 cm to 


20 cm, which is consistent with EU/UK assessment practices.  The 


assumption of no biodegradation and a 10 year time frame for sewage 


sludge applications to soil have not been changed and are consistent with 


EU/UK practices. 


CPIA Nov 2008: The UK sewage treatment plant data is considered totally inappropriate.  


Given the extent of data that exists from Canada, there is simply no justification to utilize 


data from the UK particularly when the use of CPs in the UK is very different and 


therefore not representative of the use that exists in Canada. 


There is simply no basis to assume no biodegradation of CPs following application to 


soil.  In fact, available studies document that no CPs were found in soil amended with 


contaminated sewage sludge. 


Canada Response Initial Comments: The extra application factor of 10 for persistent and 


bioaccumulative (P&B) substances has been removed from the assessment.  Text has 


been added to note that risk quotients (as currently calculated) may underestimate the risk 


of P&B substances to the environment.  


CPIA Nov 2008: No justification is presented to suggest that the risk may be 


underestimated for P&B substances.  CPs have been in use for over 60 years.  No 


evidence is presented suggesting that there is an increase in environmental loading.  In 


fact, all evidence shows that in instances where CPs are removed from commerce there is 


a fairly rapid decrease in the environment.  Thus, there is no basis to assume that over 


time levels in the environment will be increasing.  


5. Use of Core Samples to Back Calculate Sediment Persistence 


Canada Response to Initial Comments: While the back-calculation method for 


determining the half-life of a chemical in sediment does not provide a discrete value, it 


can provide an answer as to whether a chemical’s half-life is significantly greater than the 


1-year criterion specified in the persistence and bioaccumulation regulations.  


B. Summary of the Response to the Public Comments on the Human Health 


Assessment 


1. ISSUE: Canada Should Have Reviewed The Studies Submitted In Response to 


Its 2005 Notice 


Canada Response Initial Comments: The submitted reports (most are unpublished) 


regarding the analysis of mode of action were not evaluated in details as short chain 
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chlorinated paraffins are considered to meet the criterion under paragraph 64(c) of the 


Canadian Environmental Protection Act, 1999 based on non-cancer endpoints and, 


additionally, they met the criterion under paragraph 64(a) of the Act.  


CPIA Nov 2008:  CPIA was disappointed that Canada elected not to review the extensive 


information that was submitted in response to the proposed assessment and instead 


elected to rely on the evaluation conducted in 1993.  As Health Canada should be well 


aware, the science is for ever changing and it is important to make decisions based on the 


latest available information and not to rely on an assessment that was conducted almost 


15 years ago.  Significant additional data has been generated in the intervening period.  


Much of the information submitted to Canada was used extensively in the UK risk 


assessments and as such Canada should not simply dismiss the information as irrelevant.  


2. ISSUE: LCCPs Should Be Targeted for Virtual Elimination 


Canada Initial Response: The paucity of data for long chain chlorinated paraffins was 


identified as an uncertainty in the assessment.  However, since long chain chlorinated 


paraffins containing up to 20 carbon atoms (in addition to short and medium chain 


chlorinated paraffins) are targeted for Virtual Elimination, further research is not 


considered to be a priority. 


CPIA: The logic for this conclusion is lacking.  First there is extensive information 


available on LCCPs.  From a human health perspective it is rare that a compound has a 


long-term chronic bioassay, but one exists for LCCPs in both rats and mice.  In its 2003 


review, Canada acknowledged the robust nature of the data available on LCCPs.  


 


 


 


 





Assistant
File Attachment
CPIA comments.pdf



2 

that in many cases, adequate alternatives do not exist for metalworking fluids (MWFs).  

CPIA and Dover Chemical Corporation authored an article (embedded below) that was 

published in the April 2009 edition of ILMA’s Compoundings journal.  The article was 

written to inform downstream users about these issues and to encourage their active 

involvement.  

 

Compoundings CP 
Article April 2009.pdf

 
 

CPIA sent to Canada the recently completed Environmental Risk Assessment on long-chain 

chlorinated paraffins (LCCPs) prepared by the United Kingdom (UK).  Among other things, 

the UK report concluded that, “the available data suggest that these substances [LCCPs] do 

not meet the screening criteria for PBT classification.”  These technical issues are especially 

important since Canada is considering a “prohibition regulation” that could likely lead to 

restrictions on many uses of CPs.   

 

A new report from the UK further substantiates that for various uses there are no adequate 

alternatives for CPs.  This new REACH Annex XV dossier on medium-chain chlorinated 

paraffins (MCCPs) contains an evaluation of uses, alternatives and risk management options.  

The UK evaluation of substitutes for MCCPs concluded that for metalworking fluids, “no 

single substance could offer the same performance and cost effectiveness achieved with 

MCCPs across the full spectrum of its application.”  While the UK found that some 

substitutes worked in some applications, both performance (staining, temperature limitations, 

etc.) and health and environmental concerns were identified with all the alternatives 

evaluated.  Importantly, the UK noted that when proper workplace hygiene and 

environmental waste management practices are in place, the risks associated with the use of 

MCCPs should be below a level of concern.  CPIA does not endorse all aspects of this 

dossier; technical issues associated with the report will likely be addressed as part of the 

REACH registration for MCCPs.   

 

CPIA is continuing its advocacy efforts to convince Canada that restricting the use of CPs is 

not necessary given that there are effective means to safely manufacture, process and use 

CPs.  CPIA is seeking downstream industry partners to work on developing product 

stewardship guidelines that can document these effective practices.  Ideally, these guidelines 

can be offered as an alternative to the prohibition regulations being considered by Canada.  

Even if Canada proceeds with its CEPA Toxic designation, these advocacy efforts will be 

important to assure a reasonable risk management program. 

 

For additional information contact: 

 

Chlorinated Paraffins Industry Association 

1250 Connecticut Avenue, NW 

Suite 700 

Washington, DC 20036 

USA 

info@regnet.com 

mailto:info@regnet.com
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Voices & Views


Chlorinated Paraffins
New Actions in Canada Call for Active Industry Participation


by Thomas Kelley, Robert Fensterheim and Andrew Jaques


Chlorinated paraffins (CPs) are an 
important class of chlorinated straight-
chained hydrocarbons in the carbon 
range of C10 to C30+. CPs are typically 
subdivided into three categories based 
on their carbon chain lengths: 


These compounds have many 
cost-effective uses — including as 
extreme pressure additives in lubricants 
and metalworking fluids. Mid-chain 
chlorinated paraffins (MCCPs) represent 
the largest production and use 
category in North America; long-chain 
chlorinated paraffins (LCCPs) are the 
second-most common, and short-chain 
chlorinated paraffins (SCCPs) account 
for the rest.


Because CPs have been used in 
industrial products since the 1930s, 
they have been evaluated by various 
regulatory bodies around the world, 
including in the U.S., Canada and 
the European Union (EU), and by the 
United Nations Environment Program 
(UNEP). 


The U.S. Environmental Protection 
Agency (EPA) conducted a 
comprehensive review of chlorinated 
paraffins in the mid- to late-1990s. EPA 
focused its review on SCCPs, given that 
this class was determined to have the 
greatest potential to present a risk of 
environmental effects.


Following its review, EPA concluded 
there was no need to impose any 


restrictions on the manufacture, 
processing or use of any chain length 
CP, given established handling and 
waste management practices. In 
order to track future environmental 
releases, SCCPs were added to the 
reporting requirements of the Toxic 
Release Inventory as part of the broader 
“polychlorinated alkane” category. 
CPs remain excluded from U.S. federal 
hazardous waste regulations, although 
in some regions — such as the state of 
Washington — CPs in waste oils must 
be managed as “hazardous waste.”


The EU arrived at a different 
decision regarding the use of SCCPs in 
metalworking fluids (MWF). The EU’s 
evaluation, conducted under its former 
Existing Substance Regulation, relied 
on a series of worst-case assumptions, 
which led the EU to conclude that 
SCCP use in metalworking fluids should 
be restricted. The EU was nearing 
completion of a risk assessment on 
MCCPs, but it was not finalized due 
to the adoption of the new European 
REACH regulation. As a result of its 
previous decisions, though, the EU 
added SCCPs to the list of chemicals 
that must be authorized under REACH.


Canadian Assessment 
and Proposed Actions for 
Chlorinated Paraffins


Canada began working on CPs in the 
early 1990s, pursuant to the Canadian 
Environment Protection Act (CEPA). 
In 1993, Canada proposed that SCCPs 
be placed on the list of CEPA toxic 
substances, based on the assumption 


that high levels of exposure could cause 
health concerns. Over the intervening 
years, Canada continued to evaluate 
CPs, due primarily to concerns about 
their environmental toxicity and fate 
profile. In 2005, Canada released a draft 
risk assessment that included SCCPs as 
well as MCCPs and LCCPs.


The Chlorinated Paraffins Industry 
Association (CPIA) provided extensive 
comments on this draft risk 
assessment, highlighting numerous 
significant deficiencies. CPIA further 
encouraged Canada to focus on 
SCCPs, which have been recognized as 
presenting environmental concerns if 
not properly managed. 


In August 2008, Environment Canada 
(EC) — the counterpart to the U.S.  
EPA — finalized its risk assessment. 
The final assessment did little to 
address the significant comments 
raised on the previous draft. Based 
on its final assessment, in September 
2008 EC proposed to add all CPs to 
the CEPA Toxic list and to place CPs 
up to 20 carbons on Canada’s “Virtual 
Elimination” list. In response, CPIA filed 
a Notice of Objection, contending that 
there is no basis for these proposed 
actions and requesting a formal 
reassessment.


On Feb. 20, ILMA also filed a letter 
objecting to Canada’s actions, (see 
sidebar on page 23) noting significant 
technical concerns with the Risk 
Assessment and the fact that in many 
cases adequate alternatives do not 
exist for metalworking fluids. These 


continued on page 22
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Canada likely will make a final CEPA 
Toxic determination on CPs in 2009. 
Once a substance is declared CEPA 
Toxic, EC has two years to issue a 
proposed risk management plan and 
then another 18 months to finalize 
its risk management instruments. 
These instruments could range 
from recommending handling and 
waste management practices to use 
restrictions. Enforcement dates for 
the final implementation of the risk 
management instruments could be 
years beyond the currently anticipated 
date of publication in 2012. 


U.K. Concludes No Viable 
Alternative in Metalworking 
Fluids


As part of the EU risk assessment 
process, the United Kingdom retained 
a contractor to evaluate substitutes for 
MCCPs. The final assessment concluded 
that, for metalworking fluids, “no 
single substance could offer the same 
performance and cost effectiveness 
achieved with MCCPs across the full 
spectrum of its application.”  The 
U.K. assessment looked at a variety of 
alternatives. While some substitutes 
worked in some applications, both 
performance (staining, temperature 
limitations, etc.) and health and 
environmental concerns were identified 
with all the alternatives evaluated. 
Furthermore, the U.K. noted that 


technical objections are especially 
important, since Canada is considering 
a “prohibition regulation” that could 
impact all uses of CPs. 


Canada’s Actions Have Potential 
for Unnecessary Product 
Deselection


Canada’s Toxic Substances 
Management Policy offers several 
different approaches to developing risk 
management plans for toxic substances. 
CPIA has long argued (see January 
2002 Compoundings article), even 
before Canada proposed to regulate 
CPs, that the most straightforward and 
environmentally beneficial approach 
to managing CPs is through a life-cycle 
management program. Such a program 
would ensure that CP-containing 
products are properly managed during 
initial production, formulation, use and 
disposal. CPIA continues to believe 
such an approach presents a practical, 
workable and ultimately preferable 
method of addressing CPs and 
metalworking fluids in general.


Regrettably, Canada is considering 
a less thoughtful but more expedient 
approach — i.e., a “prohibition 
regulation” that would essentially ban 


the use of CPs in products, except where 
acceptable alternatives do not exist.


The specific risk management 
instruments will not be adopted for 
several years, and there is significant 
opportunity for the metalworking 
industry, as a key stakeholder, to 
help shape the program. Canada’s 
proposed Risk Management Approach 
(RMA) discusses different pathways to 
minimize the releases of CPs within the 
metalworking industry, including the 
adoption of best management practices 
by end-users of metalworking fluids. 
Further, Canada has made clear that 
it will not adopt a requirement to use 
an alternative if there is information 
showing that the alternative does 
not work as well or may present 
unacceptable economic or other 
concerns. 


Chlorinated Paraffins    continued from page 21


	 Canada’s Proposed Timeline
	 Action	 Date


	 Consult on Risk Management Approach 	 Fall 2008 


	 Initiate Development of Proposed Instrument(s) 	 Fall 2008 


	 Consult on Proposed Instrument(s) 	 Winter 2009 


	 Publication on Proposed Instruments in Canada Gazette I 	 Summer 2010 


	 Publication on Proposed Instruments in Canada Gazette II 	 Winter 2012 


“… no single substance could  
offer the same performance and  
cost effectiveness achieved with 
MCCPs …”
U.K. Government, December 2008 Assessment
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Voices & Views


when proper workplace hygiene and 
environmental waste management 
practices are in place for MCCPs, 
the risks should be below a level of 
concern.


CPIA Seeking to Engage 
Chlorinated Paraffin Users


CPIA is encouraging the downstream 
metalworking industry to become 
actively engaged in responding to 
Canada’s proposals on CPs and to 
advocate for the adoption of reasonable 
risk management approaches that 
will enable the continued safe use of 
chlorinated paraffins. For additional 
information, contact CPIA at  
www.regnet.com/cpia.  


Jaques is Senior 
Executive with the 
Chlorinated Paraffins 
Industry Association. 
He may be reached 
at 202-419-1500 or 
ajaques@regnet.com.


> > > In Action > > >


Kelley is Global 
Business Director, 
Chlorinated Products 
for Dover Chemical 
Corporation. He may 
be reached at  
330-365-3674 or 
tkelley@ 
doverchem.com.


Fensterheim is 
Executive Director 
of the Chlorinated 
Paraffins Industry 
Association. He may 
be reached at  
202-419-1500 or 
rfensterheim@ 
regnet.com.


Chlorinated Paraffins


In response to Environment Canada’s proposed actions on Chlorinated Paraffins 
(CPs) discussed in the accompanying article, ILMA submitted comments on behalf 
of members in February. ILMA’s comments included:


H	ILMA supports comments submitted by the Chlorinated Paraffins Industry 
Association (CPIA) stating that, before Canada can add CPs to the list of toxic 
substances in Schedule 1 of the Canadian Environmental Protection Act, the 
agency should convene a board of review. 


H	ILMA agrees with CPIA that an objective review is necessary, and ILMA added 
that “it does not appear that Canada has adequately shown that CPs pose a 
danger to human health or that they are having an effect on the environment.”


H	Environment Canada (EC) stated it is considering regulations to prohibit the 
“manufacture, use, import, sale and offer for sale of CPs.” ILMA noted that 
the proposed action seems “inappropriate and unnecessarily damaging to 
Canadian businesses.”


H	ILMA said that it is prepared to work with EC, ILMA Members with Canadian 
facilities, CPIA and others to develop “a reasonable, cost-effective risk 
management approach for lubricant products containing CPs,” and that “such 
an approach will provide environmental benefits beyond simply replacing CPs 
with other additives.”


ILMA’s letter is available on ILMA’s website. Go to www.ilma.org, and click on 
“Advocacy,” then select “ILMA Letters” from the menu. There, you’ll also have access 
to other letters ILMA has submitted and received, including:


H	March 5, 2009: A letter sent to the South Coast Air Quality Management 
District in which ILMA urged the adoption of Proposed Rule 1144 on Vanishing 
Oils and Rust Inhibitors, after a seven-month collaboration with the SCAQMD 
board to develop appropriate testing methods. Other letters submitted to the 
SCAQMD in 2008 and Jan. 2009, which explain ILMA’s involvement with the 
testing methodology development, are also available.


H	March 5, 2009: A letter sent to EPA in which ILMA urged extending the 
deadline for compliance with updated Spill Prevention, Control and 
Countermeasure regulations.


H	Feb. 1, 2009: A letter received from the American Conference of Governmental 
Industrial Hygienists. ILMA’s comments, submitted July 30, 2008 and also 
available on the site, were considered by the ACGIH and reflected in its 
ruling to drop metalworking fluids from its Notice of Intended Change of the 
Threshold Limit Value for mineral oil. 


H	Plus, more than 50 letters since 2001, including comments on Base Oil Pricing, 
REACH, Re-Refining, UEIL and other topics and organizations that affect ILMA 
members. This is a great resource of information on how ILMA has helped 
members for years.


> > > In Action > > >
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