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THE STANDARD for LISTING 

 THE STATUTE 
(a) “ . . . the Governor shall cause to be published a list of those chemicals known to 
the state to cause . . . reproductive toxicity within the meaning of this chapter . . . .”  

(b) A “chemical is known to the state to cause . . . reproductive toxicity if in the 
opinion of the state’s qualified experts it has been clearly shown through 
scientifically valid testing according to generally accepted principles to cause . . . 
reproductive toxicity . . . .”  
California Health & Safety Code § 25249.8(a), (b) (emphasis added). 

 THE REGULATION 
“. . . the DART Identification Committee may . . . :”  
“(1) Render an opinion pursuant to subdivision (b) of Section 25249.8 of the Act, as to 
whether chemicals have been clearly shown through scientifically valid testing 
according to generally accepted principals, to cause reproductive toxicity . . . .”   
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THE STANDARD for LISTING (cont’d) 

 DART IC GUIDANCE CRITERIA FOR IDENTIFYING CHEMICALS FOR LISTING  
AS “KNOWN TO THE STATE TO CAUSE REPRODUCTIVE TOXICITY” 

 (November, 1993) 
 
“criteria included herein shall be utilized by the [DART IC] to identify chemicals 
which are to be recommended for listing as known to the State to cause 
reproductive toxicity.”  

* * * 
“In evaluating the sufficiency of data, a “weight of evidence” approach shall be used 
to evaluate the body of information for a given chemical.” 

* * * 
(Emphasis added.) 
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THE STANDARD for LISTING (cont’d) 

What Does “Clearly Shown” Mean? 

 

BURTON'S LEGAL THESAURUS (2007) (McGraw-Hill Companies, Inc.)  
http://legal-dictionary.thefreedictionary.com/show+clearly 

 “show clearly” = “prove” 

 
ROGET’S THESAURUS (2013) 
http://www.thesaurus.com/browse/show+clearly 

 “show clearly” = “prove” 
 Other synonyms for “show clearly”: 

“confirm,” “convince,” “demonstrate, “explain,” “find,” “substantiate,” 
“validate,” “verify,” “certify,” “corroborate,” “document,” “warrant,” “make 
evident,” “show once and for all” 
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THE STANDARD for LISTING (cont’d) 

What Does “Clearly Shown” Not Mean? 

 “Data suggest that . . . . ” 

 “Likely to be . . . .” 

 “I have concerns . . . .” 

 “Err on the side of health or safety” 

 Precautionary Principle 
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Meeting of the Developmental and Reproductive 
Toxicant Identification Committee  

Bisphenol A 
 

May 7, 2015 

  
 Ann Grimaldi, Esq.    Dr. Beth Mileson, Ph.D., DABT 
 Grimaldi Law Offices Technology Sciences Group 
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Conformity of BPA Animal Studies (2009-2013) w/ 
Listing Criteria for Female Reproductive Toxicity 

Animal Studies 
Study design 
relevant 

Appropriate 
number of 
animals/ dose 

Appropriate Route 
of Administration 

Appropriate 
exposure timing 

Appropriate doses 
for dose-response 

High dose causes 
maternal toxicity 

BPA 
Contamination 
addressed 

Litter effects 
controlled 

Clear toxic endpoint 
evaluated 

Aldad, 2011 Y N  N U N N N NA N 
Berger, 2010 Y N N Y N Y N NA N 
Bosquaizzo, 2010 N 
Bromer, 2010 N 
Cabaton, 2011 Y Y N Y N N Y Y N 
Chao, 2012 Y N N Y N N N U N 
Fernandez, 2010 Y Y Y Y Y Y U U Y 
Hiyama, 2011 Y N N Y N U N N N 
Hunt et al., 2012 Y N N U N N N NA N 
Kobayashi, 2010 (Kyoto) Y Y Y Y Y N U Y Y 
Kobayashi, 2012 Y Y Y Y Y N N N Y 
Lawson et al., 2011 Y Y Y Y N N N N N 
Lee SG, 2013 Y N Y Y N N U NA N 
Mendoza-Rodriguez, 2011 Y N Y Y N N N N N 
Muhlhauser, 2009 Y N Y Y Y N Y NA N 
Rivera et al., 2011 Y Y N U N N N NA N 
Rodriguez et al., 2010 Y N Y Y N N N U N 
Salain 2009a N 
Salain, 2009b N 
Signorile, 2010 Y Y N Y N N N N Y 
Tan, 2013 Y N Y Y Y N N U N 
Tiwari & Vanage, 2013 N 
Varayoud, 2011 Y Y Y Y N N N NA N 
Veiga-Lopez et al., 2013 Y N N Y Y N N NA N 
Xiao, 2011 Y N N Y N U N NA Y 
Zhang et al., 2012 Y N Y Y N N N U N 

Y = yes N = no NA = not applicable U = uncertain 



Conformity of BPA Epidemiology Studies (2009-2013) 
w/ Listing Criteria for Female Reproductive Toxicity 

Epidemiology Studies 
Accurate 
Exposure 

Accurate 
Toxicity 
Endpoint 
Classification 

Adequate 
sample size 

Control of 
Confounding 
Factors Control of Bias 

Control of Effect 
Modifiers 

Clear adverse 
effect assessed 

Bloom, 2011a Y Y N N N Y N 
Buck Louis, 2013 Y N N Y N N Y 
Cobellis, 2009 N N N N N N Y 
Ehrlich,  2012a Y Y Y N N Y N 
Ehrlich, 2012b Y Y N N N N Y 
Ehrlich, 2013 Y N N N N Y N 
Fujimoto, 2011 Y Y N N N N N 
Galloway, 2010 Y N Y Y N N N 
Kandaraki, 2011 N Y Y N N N Y 
Mok-Lin, 2010 U N N N N N N 

Y = yes U = uncertain N = no 
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