
 

 
 
 
 
April 17, 2014 
  
 
 
Office of the Secretary  
U.S. Consumer Product Safety Commission  
4330 East West Highway  
Bethesda, MD 20814  
 
Re: CPSC Workshop on Potential Ways to Reduce Third Party Testing Costs Through Determinations 
Consistent With Assuring Compliance, Comment Request [Docket No. CPSC-2011-0081] 
 
Introduction  
 
These comments and information are provided by the Toy Industry Association (TIA) on behalf of its 
members in response to the Announcement of Meeting and Request for Comments titled, “CPSC 
Workshop on Potential Ways to Reduce Third Party Testing Costs Through Determinations Consistent 
With Assuring Compliance.”  
 
By way of background, TIA has a membership of more than 700 businesses – from inventors and 
designers to toy manufacturers and importers to retailers and testing labs – who are all involved in 
creating and bringing toys and games to children.  Our members produce and sell approximately 85% of 
the three billion toys sold in the United States each year; the annual U.S. toy market is $22 billion. The 
industry supports an estimated 607,020 jobs (FTE) generating $26.69 billion in wages for U.S. workers 
and the toy industry’s annual economic impact in the U.S. is over $75 billion.  Since the 1930s, TIA has 
been a leader in the development of toy safety standards, and toy safety has long been the top priority 
for TIA and its members.  
 
Congress passed P.L. 112-28 because it recognized that while the Consumer Product Safety 
Improvement Act (CPSIA) made significant improvements to consumer product safety, the law also had 
several significant unintended consequences that had a particularly negative impact on small 
businesses.  Relevant to these comments, to provide relief to the regulated community, P.L. 112-28 
included the following provisions: 
 

• A Congressional mandate for the agency to seek and act on recommendations to reduce the 
costs associated with third party testing within one year of implementation of the law; 

• A provision that fixed the “functional purpose” exemption language giving the CPSC the 
authority on its own initiative or upon petition to grant an exemption from the lead limit for a 
product, class of product, material, or component part (on this provision, the Commission has 
only acted on one petition and has not revisited any data or petitions submitted to the agency 
prior to the enactment of P.L. 112-28.  We strongly urge the Commission to review previously 
submitted data and petitions and grant functional purpose exemptions using this authority); 

• A mandate to examine alternative test methods for small batch manufacturers and a provision 
that exempts small batch manufacturers if no alternative test methods are available; 
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• Exemptions from third party testing for certain products like books and metal components of 
bicycles; and 

• A revised phthalate regulation that limited the applicability to accessible “plasticized component 
part of a children’s toy or child care article or any other component part of a children’s toy or 
child care article that is made of other materials that may contain phthalates.” 

In passing this amendment, Congress recognized that relief was necessary and expected the agency to 
work with the regulated community to provide relief while maintaining CPSIA’s strong product safety 
protections.  We strongly urge CPSC to continue to look at ways to streamline CPSIA’s implementing 
regulations so that the requirements effectively ensure consumer product safety without unduly 
burdening businesses.   
 
As presented in the workshop, TIA and its members are fully supportive of risk-based efforts and 
regulations that advance and ensure continued product safety.  Requiring testing of materials for 
chemicals and heavy metals known not to be in the materials, however, does nothing to advance safety.  
TIA and other associations have submitted comments to CPSC on several occasions providing relevant 
information to the agency – particularly relating to the phthalate standard.  TIA strongly urges both the 
CPSC staff and the Commission to utilize this opportunity to immediately provide necessary relief, in the 
form of a regulation, from some onerous and unnecessary third party testing requirements, via an 
expansion of the CPSC “determinations” list and through recognition of supplier declarations, under 
appropriate circumstances.  
 
To supplement TIA’s presentation during the workshop and previously submitted comments, please see 
the below comments on the following topics: 
 

• Summary of TIA requests 
• High degree of assurance 
• Supplier declarations to support determinations 
• Shore hardness 
• Definition of plasticized component 

Additionally, we have provided the following documents to support our comments: 
 

• Attachment A: Alan Kaufman’s April 3rd presentation on heavy metals 
• Attachment B: Alan Kaufman’s April 3rd presentation on phthalates 
• Attachment C: Summary of data collected  
• Attachment D: SciVera data 
• Attachment E: Comments submitted in response to “Requests for Information Regarding Third 

Party Testing for Lead Content, Phthalate Content, and the Solubility of the Eight Elements 
Listed in ASTM F963-11” [Docket No. CPSC-2011-0081]  

• Attachment F: November 18, 2013 letter to CPSC 

Summary of Requests 
 
At the April 3rd workshop, TIA requested that CPSC consider the following suggestions with regard to the 
phthalate limit that will provide significant relief from third party testing burdens without impacting 
consumer product safety:  
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• Revising the definition of inaccessibility in the phthalate standard to take into account the risk of 
exposure (which is oral); 

• Utilizing rigidity as an initial means to exclude materials from phthalate testing; 
• Making determinations that certain materials will always comply with the phthalate limits based 

on composition  

The requests for determinations is based on data from process knowledge and process controls, from 
review of bills of substance, and from evidence related to their absence in testing in over 600,000 cases.   
 
Specifically, TIA requested the CPSC declare the following materials presumptively compliant with the 
phthalate limit and therefore exempt from third party testing requirements as they do not and will not 
contain phthalates above the concentration limits:  
 

• Acetal/polyoxymethylene (POM) homopolymer  
• 1,3,5-trioxane, copolymer with 1,3-dioxolane (acetal/polyoxymethylene (POM) copolymer)  
• Acrylic (polymethylmethacrylate and polyacrylonitrile)  
• Acrylonitrile butadiene styrene terpolymers (ABS)  
• Butadiene-ethylene resins  
• Butene-ethylene copolymers  
• Ethylene copolymers  
• Ethylene acrylic acid copolymers  
• Ethylene-propylene copolymers  
• Ethylene vinyl acetate copolymers  
• Ethylene vinyl acetate vinyl alcohol copolymers  
• Ionomers  
• Polystyrene (crystal and general-purpose (GPS), medium-impact (MIPS), high-impact (HIPS), and 

super-high-impact (SHIPS) grades  
• Polytetramethylene glycol-dimethyl terephthalate-1,4-butanediol copolymer (polyester 

elastomer)  
• Propylene-ethylene copolymers  
• Silicone rubber (pure)  
• Styrene-butadiene copolymers  
• Styrene-butadiene-styrene rubbers (SBS/SBR)  
• Styrene-acrylonitrile copolymers (SAN)  
• Vinylidene chloride/methyl acrylate copolymers  
• CMYK Process Inks (exception: those applied to flexible substrates; inkjet inks)  
• Polystyrene (crystal and general-purpose (GPS), medium-impact (MIPS), high-impact (HIPS), and 

super-high-impact (SHIPS) grades  
• Polytetramethylene glycol-dimethyl terephthalate-1,4-butanediol copolymer (polyester 

elastomer) 
• Polyethylene terephthalate (PET or PETE) and its variants: PETG (polyethylene terephthalate, 

glycol-modified);  PCT (polycyclohexylene dimethylene terephthalate); PCTG (polycyclohexylene 
dimethylene terephthalate, glycol-modified); and PCTA (polycyclohexylene dimethylene 
terephthalate, acid-modified)  

• Propylene-ethylene copolymers  
• Silicone rubber (pure)  
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• Styrene-butadiene copolymers  
• Styrene-butadiene-styrene rubbers (SBS/SBR)  
• Styrene-acrylonitrile copolymers (SAN)  
• Vinylidene chloride/methyl acrylate copolymers  
• CMYK Process Inks (exception: those applied to flexible substrates; inkjet inks)  

 
TIA recognizes that some materials should always require testing like Polyvinyl Chloride (PVC), 
therrmoset polyurethane (excluding some foams), Polyvinylidene Chloride (PVdC) and Chlorinated PVC 
(CPVC). 
 
With regards to the heavy metals standard, TIA requested CPSC consider the following suggestions to 
reduce third party testing burdens: 
 

• Revising the definition of inaccessibility in the lead standard to take into account the risk of 
exposure (which is oral); 

• Adopting ASTM F963 de minimis mass for surface coatings and substrates 
• Excluding materials from lead and heavy elements testing based on composition; 

Specifically, TIA requested heavy metal determinations for the following materials:  

• Acetal/polyoxymethylene (POM) homopolymer  
• 1,3,5-trioxane, copolymer with 1,3-dioxolane (acetal/polyoxymethylene (POM) copolymer)  
• Acrylic (polymethylmethacrylate and polyacrylonitrile)  
• Acrylonitrile butadiene styrene terpolymers (ABS)  
• Nylon/polyamide  
• Olefin thermoplastic elastomers (such as EPDM)  
• Polycarbonate  
• Polyethylene (LLDPE, LDPE, MDPE, HDPE and UHMWPE)  
• Polylactic acid  
• Polyphenylene sulfide  
• Polypropylene  
• Polystyrene (crystal and general-purpose (GPS), medium-impact (MIPS), high-impact (HIPS), and 

super-high-impact (SHIPS) grades  
• Propylene-ethylene copolymers  
• Styrene-butadiene copolymers  
• Styrene-butadiene-styrene rubbers (SBS/SBR)  
• Styrene-acrylonitrile copolymers (SAN)  
• Composite wood (plywood, particleboard, etc.)  

TIA recognizes that some materials may always require heavy metal testing like PVC, PVdC, CPVC and 
thermoplastic polyesters (PETE, et al). 
 
These requests for determination are based on the fact that testing for lead and heavy elements (in 
some cases, for years) has found these materials to be absent in many plastic and 
manufactured/composite wood materials.  These data, in combination with knowledge of material and 
process, provide ample rationale for exemption from certification testing for these trace elements. 
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High Degree of Assurance 
 
The workshop notice highlights that the CPSC is looking for evidence that establishes a high degree of 
assurance that materials do not and will not contain phthalates and heavy metals.  Per 16 CFR 1107.2, 
high degree of assurance is defined as “an evidence-based demonstration of consistent performance of 
a product regarding compliance based on knowledge of a product and its manufacture.”  The technical 
presentations at the workshop provided ample evidence that the specified materials will be, with a high 
degree of assurance, consistently compliant with the phthalate and heavy metal limits.   
 
We reach this conclusion based on the following data: 
 

1) The test and bill of substance review data (see attachment C) demonstrate a voluminous history 
(from a number of producers over an extended time period) of consistently compliant 
performance of the materials proposed for exemption. While CPSC staff stated during the 
workshop that such historical data alone is not sufficient to provide a high degree of assurance, 
we submit that the sheer number of samples evaluated combined with the low number of 
failures encountered lead to the inescapable conclusion that such a result could not have been 
achieved by chance. Another way to state this assertion is that one can determine from the 
numbers alone that the probability of compliance of these materials is very high, likely higher 
than 99% in some cases. We note that “high degree of assurance” does not mean 100% 
assurance; however, the data presented strongly argue that the probability of noncompliance of 
the materials proposed for exemption is infinitesimally small. We submit that if one reviews only 
the results of testing conducted, the materials for which we are seeking determinations meet 
any reasonable definition of “high degree of assurance” of compliance. 
 

2) Additionally, technical information was presented on manufacturing and material quality 
considerations that buttress the conclusion that these materials will consistently comply with 
the heavy metal and phthalate limits with a high degree of assurance. There is no functional 
reason to add phthalates or heavy elements to these materials, and strong incentives not to 
intentionally add or allow accidental contamination: 

o PVC contamination can negatively impact the manufacturing process, even to the point 
of necessitating factory shutdown and plant evacuation; 

o Phthalates and heavy elements can impact the quality of the resin – e.g. degrading and 
creating physical property shortfalls; and, 

o Phthalates cost money and a manufacturer has no incentive to incur superfluous cost by 
adding them to plastic resins that do not require them. 

In summary, the presented data regarding test history and details of the materials and their 
production processes are, taken together, “an evidence-based demonstration of consistent 
performance of a product regarding compliance based on knowledge of a product and its 
manufacture” which inescapably leads to a conclusion that a high degree of assurance exists that 
these materials are and will be compliant.  
 
We note that in 16 CFR 1500.91, “Children’s Products Containing Lead; Determinations Regarding Lead 
Content Limits on Certain Materials or Products,” CPSC staff included language stating:  
 

A determination by the Commission under paragraph (b) of this section that a material or 
product does not contain lead levels that exceed 600 ppm, 300 ppm, or 100 ppm, as applicable, 



6 | P a g e  

does not relieve the material or product from complying with the applicable lead limit as 
provided under paragraph (a) of this section if the product or material is changed or altered so 
that it exceeds the lead content limits. 
 

We would expect CPSC to include similar language in any phthalate and/or heavy metal determination 
regulation – regardless of any CPSC determinations, it is expected that the materials comply with the 
heavy metal and phthalate limits.   
 
Supplier Declarations to Support Determinations  
 
We strongly recommend that CPSC accept supplier declarations in lieu of third party testing for raw 
materials known to not contain phthalates and heavy metals.  As was presented in the workshop, there 
are several cases where supplier declarations would be appropriate and third party testing does nothing 
to provide manufacturers with greater assurance of compliance.  Instead the third party testing is an 
unnecessary cost proving what manufacturers already know – that the raw materials are compliant with 
the underlying product safety standards.   
 
Supplier declarations are particularly appropriate for the phthalate standard.  Phthalates are 
intentionally added to plastics to achieve a desired effect – specifically to make plastic more flexible.  
Phthalates in certain raw materials simply do not make sense and can impact the quality and function of 
certain materials and even impact their manufacturing processes.  Furthermore, since phthalates are 
not naturally found in the environment there is less chance of inadvertent phthalate contamination 
from the environment.  Therefore, a raw materials supplier who does not intentionally add phthalates to 
the raw material and who employs good manufacturing practices and quality control can issue a reliable 
supplier declaration confirming that phthalates would not be present in the raw material. 
 
Allowing for supplier declarations would strengthen the CPSC’s Statement of Policy.  The Statement of 
Policy provides examples of materials that might not contain phthalates therefore might not require 
third party testing.  Additionally, the Statement of Policy reads:  
 

Manufacturers either know or should know what materials and components go into the 
products they make, and if the product or its components contain one of the plasticizers 
specified in section 108 of the CPSIA, the manufacturer or importer certifying the product must 
test the component or product to ensure that it complies with the CPSIA.  
 

TIA and our members agree entirely that manufacturers should know what materials and components 
go into the products they make and reiterate that this rulemaking process must not impact the 
flexibility granted by the Statement of Policy.  Instead, explicitly allowing suppliers to state that, based 
on the materials used, and the manufacturing processes and process controls employed, the materials 
do not and cannot contain phthalates, the CPSC will provide significant relief to small companies that 
are not able to use the flexibility granted by the Statement of Policy.  
 
Allowing supplier declarations is consistent with CPSC policy on other standards.  For example: 
 

• Manufacturers can rely on supplier declarations stating that a fabric is in excess of 2.6 ounces 
per square yard or more therefore exempt from the Flammable Fabrics Act (16 CFR 1610.1) 
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• 16 CFR 1500.91 exempts several materials from lead testing and manufacturers can rely on 
supplier declarations stating that gold is at least 10 karats, sterling silver is at least 925/1000, 
and surgical or stainless steel is within UNS s13800-S66286.   

Similar to the requirements under 16 CFR 1107, “Conditions and Requirements for Relying on 
Component Part Testing or Certification, or Another Party’s Finished Product Testing or Certification, to 
Meet Testing and Certification Requirements,” companies are still required to exercise due diligence to 
ensure that the supplier declarations are accurate.  Additionally, 16 CFR 1500 states that these materials 
are exempt “provided that these materials have neither been treated or adultered with the addition of 
materials that could result in the addition of lead into the product or material.”   
 
Supplier declarations, where appropriate, would provide a significant burden relief for companies but 
would not result in any reduction in consumer product safety assurance.  We would expect the CPSC to 
include language similar to 16 CFR 1500 and 16 CFR 1107 that would result in a high degree of assurance 
of compliance.    
 
Definition of Plasticized Component  
 
In H.R. 2715, Congress, recognizing that phthalates are only present in certain materials and will 
inherently not be found in others due to the properties, amended the phthalate requirement to apply to 
“any plasticized component part of a children’s toy or child care article or any other component part of a 
children’s toy or child care article that is made of other materials that may contain phthalates.”  CPSC 
should consider clarifying this language based on part C of the document, “Statement of Policy: Testing 
of Component Parts with respect to Section 108 of the CPSIA, August 7, 2009.”   
 
As we have commented in the past, any formal determinations regulation must not impact the guidance 
document as some companies have been able to use the flexibility granted in the document to make 
their own determinations on which materials do and do not need testing.  Some of these individual 
manufacturer determinations go beyond the scope of materials that TIA is requesting for exemption but 
are materials that these manufacturers know will not contain phthalates and therefore do not require 
testing.   
 
Shore Hardness 
 
During the workshop, data were presented that the CPSC should consider a determination that plastics 
that measure greater than 90 Shore “A” using test method ASTM D2240 are exempt from phthalate 
compliance testing.  Using Shore hardness as a screening test for phthalates will provide CPSC and 
manufacturers with a high degree of assurance that the material will comply with the phthalate limit 
and thus be compliant with the underlying product safety standard.   
 
Shore hardness utilizing the “A” scale is an excellent proxy for rigidity of plastic materials likely to be 
used in the production of toys, and rigid materials are extremely unlikely to contain plasticizers (as the 
sole purpose of adding these materials is to soften and make plastics more flexible).  Since virtually the 
only significant use of the CPSIA-regulated phthalates is as plasticizers, it follows that a rigid material will 
not be likely to contain violative concentrations of these phthalates. 
 
Shore “A” hardness is a means of expressing (through a scale spanning from 0 to 100, with 100 being the 
hardest) the rigidity or compressibility of a material; it is measured using an instrument known as a 
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durometer, which converts into a numerical value the depth to which an indenter pin of specific 
geometry penetrates into the test material with a known force (provided by a spring). Shore hardness is 
an ASTM test method (D2240), and is commonly employed in the rubber and plastics industries as a 
means of expressing the hardness/rigidity of various materials. It is also utilized extensively in the toy 
industry for this same purpose, and is currently codified in the mandatory federal toy standard ASTM 
F963 as a means of defining material rigidity: 
 

3.1.66 rigid—any material having a hardness exceeding 70 Shore A scale durometer, as 
measured by the latest revision of Test Method D2240. 
 

The important principle here is that rigid materials do not contain plasticizers and therefore do not, with 
a high degree of assurance, contain regulated phthalates. A CPSC determination that 90 Shore “A” is an 
appropriate means of dividing rigid from non-rigid materials would provide a method to quickly and 
easily, and at low cost, screen materials to separate those which are highly unlikely to contain 
phthalates from those that might contain them.  
 
Conclusion 
 
Thank you again for the opportunity to comment and participate in the April 3rd workshop.  We 
appreciate that the CPSC staff took the time to host the workshop and listen to the technical experts 
about materials that will not exceed the CPSIA phthalate and heavy metal limits.  Toy Industry 
Association has confidence that the materials listed here and in the appendixes do not, and will not 
contain the regulated phthalates and heavy metals. Continuing to require costly testing is not advancing 
safety, but instead an expensive way to prove something manufacturers and resin suppliers already 
know – that these materials will always comply with CPSIA imposed limits. We respectfully request the 
CPSC consider formally exempting these materials from testing and rely on supplier declarations as 
assurance that the materials are compliant 
 
While these comments supplement the data presented, we request that the agency leave the docket 
open and continue to collect data.  The workshop, held only two weeks ago, was our first opportunity to 
hear from CPSC staff the type of additional technical information they have and what they are looking 
for.  There may be additional data that will be helpful to CPSC staff that we are working to collect.  We 
further request that the agency continue to communicate about the data they have and any data 
needed to finalize a determination rulemaking.  We commented in the workshop that making a 
determination for plastics above 90 Shore A hardness as compliant with the phthalate requirement 
would result in the biggest benefit to industry.  However, there are several other materials the CPSC 
should look at as well and we request that the agency not stop exploring ways to exempt materials from 
third party testing that would never exceed the regulated phthalate or heavy metal limits.   
 
We also look forward to working with staff to consider other ways to reduce burdens.  During the 
workshop, panelists presented on other ways that could reduce third party testing burdens like 
revisiting the definition of “inaccessible components” to take into account hazard and risk posed to the 
child.  CPSC staff also issued a staff briefing package in August 2012 with several other 
recommendations on ways to reduce third party testing burdens.  While the CPSC’s 2014 Operating Plan 
directs staff to work on these material determinations and to draft a statement of policy to establish 
equivalency between U.S. and comparable international tests, we encourage the staff to continue to 
look at ways to reduce unnecessary testing burdens while still ensuring compliance with the product 
safety requirements.  Toy safety is the number one priority for TIA and its members and we fully support 
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efforts to ensure product safety.  Unnecessary and costly third party testing, however, does not improve 
safety.   
 
Thank you again for your consideration.  If you would like to follow up with us, please contact Rebecca 
Mond, Director of Federal Government Affairs, at rmond@toyassociation.org or 202-459-0352. 
 
Sincerely, 

  
Alan P. Kaufman 
Senior Vice President, Technical Affairs 
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