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Downstream Coalition Comments on the U.S. Environmental Protection Agency’s 
Two Step Process for Identifying Priority Chemicals for Review and Assessment 

 
 
The American Cleaning Institute®, Consumer Specialty Products Association and 
Grocery Manufacturers Association (hereinafter referred to as the Downstream Coalition) 
are the leading trade associations representing downstream users of chemical substances used 
in household and commercial products.  Our member companies are committed to 
manufacturing and marketing safe, innovative and sustainable products that provide essential 
benefits to consumers while protecting human health and the environment.    
 
The Downstream Coalition appreciates being a part of EPA’s discussion regarding 
prioritization factors and data sources it plans to use to identify candidate chemicals for 
review and assessment under the Toxic Substances Control Act (TSCA).  We are 
committed to providing substantive comments and continuing to assist EPA in 
strengthening its current chemicals management program. 
 
General Comments 
 
Prioritization must be a risk-based screening level process.  
We fully support EPA’s goal of prioritization, which is to employ a screening-level 
process to identify chemicals requiring further review and possible risk management 
actions under TSCA.  As we have stated previously, any screening-level priority setting 
must be risk-based, taking into consideration both a chemical’s hazards and potential 
exposures.  Chemicals identified as high priorities for assessment should be those 
substances with both the highest hazards and the highest potential exposure.  EPA has a 
number of available data sources from which to obtain information on chemical hazards 
and indicators of exposure to swiftly identify the subset of chemicals in need of priority 
assessment.  The Downstream Coalition remains committed to working with the Agency 
to develop a longer-term, practical approach by which downstream formulated companies 
can provide more complete use information to better inform EPA’s prioritization 
decisions in the years ahead. 
 
We also agree with EPA that the mere identification of a chemical for further review does 
not, in and of itself, constitute a finding that the chemical poses a risk to human health or 
the environment; rather, it signals that the chemical needs further study and assessment. 
To that end, we strongly recommend that EPA adopt nomenclature in this process to 
more clearly describe the chemicals under consideration in Step 1.  Referring to them as 

 
 

 
  



“priority chemicals” would seem to infer that the chemical has already been identified as 
a priority for review and assessment, when, in fact, EPA needs to first complete the Step 
2 process of gathering additional information prior to identifying which are priority 
chemicals.  We suggest using the language EPA used in the Discussion Guide of  
“candidate chemicals for review” for chemicals identified in Step 1 to remove confusion 
about the status of the substance in question, and remove any prejudice that might come 
with such a label.  We believe that the label “priority chemicals” should be reserved for 
substances that have been selected to move to the risk assessment process. 
 
Step 1:  Identifying Candidate Chemicals for Review 
 
Prioritization Factors:  
Step 1 outlines the “risk-based prioritization factors” to identify candidate chemicals for 
review.  The Discussion Guide lists six prioritization factors that EPA will consider and 
notes that chemicals for review will be identified by meeting “one or more” of the 
priority factors.  EPA would have amassed an overwhelming universe of chemicals by 
using just one prioritization factor to identify candidate chemicals for review.  We 
appreciate the Agency’s clarification during the webinar that chemicals should meet at 
least one hazard and one exposure factor to become part of the initial group of candidate 
chemicals for review.  We agree that the six factors listed by the Agency are appropriate 
to identify an initial group of candidate chemicals for review; however, we believe the 
prioritization factors set forth by EPA need further refinement .   
 
Chemicals in Consumer Products: The factor, “Chemicals used in consumer products,” 
should be refined to recognize the broad range of chemical uses in consumer products in 
order to more effectively distinguish those chemicals that warrant further assessment.  
We recognize that applying this refinement may be challenging in the timeframe EPA has 
set for an initial set of substances to be selected this Fall for assessment.  However, we 
urge the Agency to develop comprehensive approaches to refine the universe of 
chemicals used in consumer products that are of interest for further assessment in future 
rounds of prioritization.  The Downstream Coalition welcomes the opportunity to work 
with EPA to develop improved tools for EPA for using indicators of consumer product 
exposure to refine the categorization of those chemicals for further assessment, 
recognizing that the approach needs to be practical, objective, and predictable in order to 
quickly and efficiently narrow the large chemical universe to a smaller, more meaningful, 
subset of chemicals that would receive further assessment.   
 
Biomonitoring Factor: The factor, “chemicals detected in biomonitoring programs,” 
should also be refined to clarify, consistent with Center for Disease Control statements, 
that biomonitoring information alone is not sufficient to indicate a risk.  Rather, it is an 
indicator of exposure and additional information must be considered that compares the 
exposure information to the chemical’s hazard to determine whether there is a potential 
for harm.  This is also true for environmental monitoring information.  Biomonitoring as 
well as environmental monitoring information that is reliable should be used as 
appropriate in formulating, refining, and verifying exposure scenarios and potential for 
risk.  



 
We support the six prioritization factors identified by EPA to make the first cut for 
candidate chemicals for review; however, EPA must still develop criteria for refining the 
list to a workable number of chemicals for further assessment.  While the Agency has 
identified some data sources it plans to use to further analyze and select the chemicals, 
additional transparency is needed with regard to the criteria the Agency will use to 
narrow the collection of candidate chemicals for review that progress to risk assessment.  
 
Lastly, once candidate chemicals are identified, there should be opportunity for 
stakeholder input to ensure EPA has sufficient information to make well-informed 
decisions.  We would like to reaffirm the downstream commitment to provide additional 
information on proposed candidate chemicals and respond to questions EPA has on 
specific chemicals prior to finalization of a list of candidate or priority chemicals.  This 
approach would allow a better informed selection of chemicals that would warrant further 
review and safety assessment.     
 
 
Data Sources for Prioritization Factors 
EPA has requested input on the data sources for Step 1 prioritization factors.  The 
Downstream Coalition was pleased to see the Canadian Categorization as a data source 
for PBTs.  The Agency should capitalize on work done by Environment Canada to use 
both hazard and exposure potential to set both health and environmental priorities.  In 
fact, we recommend that EPA focus its consideration on the approximately 500 
chemicals identified as High Priority in the Canadian program. 
 
EPA should leverage existing hazard and exposure information from other mandatory 
and voluntary programs to inform prioritization.  Examples would include the European 
Union’s Registration, Evaluation, Authorization and Restriction of Chemicals (REACH), 
the U.S. High Production Volume Challenge, the Organization for Economic 
Cooperation and Development (OECD), HPV information and the eChemPortal.  Each of 
these is a current, available data source that would provide EPA with a wealth of hazard 
data to better inform the prioritization process. 
 
The Downstream Coalition would like to caution EPA about using consumer product use 
information from other countries.  Consumer product formulations and use patterns are 
typically very different from the way in which U.S. consumer products are formulated 
and used.   
 
While the National Health and Nutrition Examination Survey (NHANES) is a well 
recognized and authoritative source for biomonitoring information, the other surveys (i.e., 
NHATS, NHEXAS and TEAM) are dated and less informative of current biomonitoring 
evidence in the US population.  We recommend EPA strike the NHATS, NHEXAS and 
TEAM sources from Table 1.   
 
The EPA should be careful not to rely on lists that represent potential hazard and 
exposure factors as defined by other authorities that do not include a formalized scientific 



process.   A list(s) that is derivative (i.e., based on other lists) is not based on objective 
criteria or on a review of original information on the chemicals.  In addition, the 
Washington State Children’s Safe Product Act Reporting Rule only seeks information 
about whether a listed compound is used in children’s products.  Initial reporting on that 
list is not due until 2012, making it premature to assume that compounds on the list are 
actually used in children’s products.  Similarly, concerns have been  raised on the 
California Proposition 65 list as an appropriate data source for chemicals that are listed 
by the Labor Code mechanism, because it is based on the designations of other bodies. 
Many chemicals are listed under specific California legal provisions that require a 
chemical to be listed if it is formally identified as a carcinogen by an “authoritative” body 
or if a State or federal agency formally requires it to be identified or labeled as a 
carcinogen—even if other authorities have concluded differently.   
 
The Downstream Coalitions believes that EPA should rely on lists from primary sources 
(e.g. NTP, which from our review are already included in the Agency’s proposal).  
Further, authoritative sources, government agencies or formalized scientific organizations 
used as data sources should meet requirements that: 
 

• Chemicals are characterized pursuant to an open, deliberative and transparent 
scientific process in which stakeholders are able to participate formally, 
communicating directly with the authoritative body through written and oral 
comments.  

• It is widely perceived to be objective, scientifically based, and does not engage in 
advocacy.  

• Characterization of chemicals is based on a weight-of-evidence approach. To the 
extent available, it considers multiple reliable studies, conducted by different 
laboratories, at different times, and involving not only different strains but 
different species and gives full consideration to mode of action, confounding 
factors, maternal toxicity, historical controls and any other scientific information 
that may be relevant to understanding the potential effects of chemicals on health 
and the environment.  

• Characterization of chemicals is published through governmental regulations, 
periodic reports, monographs or similar publications. 

 
Finally, one of the data sources for “chemicals used in consumer products” EPA will rely 
on, the 2006 IUR, includes a data field that provides both commercial and consumer 
uses.  This could introduce some uncertainty in the outcomes of EPA’s prioritization, 
since some chemicals might have only commercial and not consumer uses.  This again 
points out the need for EPA to be open to timely submission of additional information on 
candidate chemicals before finalizing its list of priority chemicals for further assessment.  
In future rounds of prioritization, EPA should fully utilize the more specific information 
on uses that will be submitted under the Chemical Data Reporting (CDR) rule. 
 
Step 2: Select Priority Chemicals for Assessment 
 
Data Sources for Further Analysis Must Be Reliable and Reproducible 



EPA’s second step is to use information from additional exposure and hazard data 
sources to further analyze the candidate chemicals to select specific chemicals for further 
assessment.  We recommend the Agency supplement Table 2 and 3 sources with robust 
and reliable information for specific chemicals that industry and other stakeholders have 
provided EPA.  IRIS, NTP, HPV and other hazard information sources used in Step 1 
should be included in Step 2 consideration.   
 
The Downstream Coalition recommends that Step 2 clearly identify science-based and 
transparent criteria by which EPA would compare hazard data and indicators of exposure 
to determine which chemicals “pass through” to become priorities for review and further 
risk assessment and potential risk management actions.  The Discussion Guide is not 
transparent on this.  Studies used to assess hazards and exposures should be reliable and 
reproducible.  They should be designed and conducted according to internationally 
recognized scientific principles.  Evaluations should be based on total weight of evidence.   
 
To that end, we recommend that EPA consider the US and OECD HPV information as 
well as information submitted in REACH.  Member companies represented in the 
Downstream Coalition have expended extensive resources into compiling and submitting 
high quality data.  Besides REACH, EPA has created the Chemical Data Access Tool, 
which provides HPV and other data.  In addition, OECD’s eChemPortal provides 
additional information from 22 member country databases.  It is important to consider the 
science-based, reliable, available data in this process.  EPA would be doing itself a 
disservice not to consider these important data sources to inform prioritization. 
 
Some of the Step 2 data sources are dated and perhaps not the most authoritative for 
understanding of hazard or indications of exposure in 2011’s US population.  The 2011 
CDR should provide the strongest basis for indicating current use and exposure 
information. 
 
Specific concerns on Step 1 and 2 sources: 
 
EPA Region 5 PBT Identification Project 
(Syracuse Research Corp.) 

Chemicals identified as potential candidate 
via modeled information should be 
confirmed via testing information before 
becoming priority chemicals for review. 

Chemicals proposed to UNECE LRTAP 
POPs and Stockholm Convention on POPs 

Proposed POPs should be confirmed via 
testing information before becoming 
priority chemicals for review. 

California Proposition 65 (Safe Drinking 
Water and Toxic Enforcement Act of 1986) 

Proposition 65 Labor Code listings do not 
require deliberative scientific process and 
should not be included in EPA’s 
consideration. 

Washington State Children’s Safe Product 
Act 

This is a derivative list, and EPA should 
defer use of this until reporting is 
completed, as described above. 

Voluntary Children’s Chemical Evaluation VCCEP chemicals that have undergone 



Program assessment and review that did not find 
concerns should not be included unless new 
information indicates potential risk.   

NIH Household Products Database and 
Hazardous Substances Data Bank 

Not reliable sources—often contains old 
information and not regularly updated 

PAIR information Caution on use of old submissions from 
1980’s and 1990’s. 

General Human Exposures Recommend not using. Published paper 
sources are quite old and may not be 
representative of current exposures.   

NOES Monitoring Recommend not using. Very old data, and 
may not be representative of current 
exposures. 

Hazard Information Sources are good, however, not all data is 
rated for quality and reliability similar to 
HPV and REACH data. 

 
Conclusion & Contact Information 
 
The Downstream Coalition appreciates the opportunity to submit comments on the 
Discussion Guide and looks forward to further discussions with the Agency to refine the 
selection criteria, and to provide additional information where needed to better inform the 
prioritization process. 
 
American Cleaning Institute 
 Rich Sedlak  202-662-2523  rsedlak@cleaninginstitute.org  
  
Consumer Specialty Products Association 
 Laura Madden  202-833-7316  lmadden@cspa.org 
 
Grocery Manufacturers Association 
 John Shanahan (202) 295-3974 jshanahan@gmaonline.org  
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