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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 
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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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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 ñProposed Orderò).  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 ñtoxicò 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. 


 


CPIAôs 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 ñprohibition regulationò on all uses 


of CPs.  By Canadaôs own admission, there is ñlowò to ñminimalò 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 ï not cheese, potato 


crisps, jams, and other foods included in the exposure assessment by Campbell (1980).  
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estimate is used despite the clear guidance from Health Canada that ñestimation 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.ò (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 Canadaôs 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. 


I I. Background on Canadaôs 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 ñtoxicò 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 ï 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 ñresponse to the commentsò in the majority 


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


the comments. 







