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Pre-Regulatory Proposal  
Possible Amendments to  

Section 25821  
 

Level of Exposure to Chemicals 

Causing Reproductive Toxicity  
 

October 19, 2015 
 



Background 

• Implementing regulations adopted nearly 

30 years ago 

• Courts have had some difficulty 

interpreting regulations 

• Need for clarity and consistency 

• Certain terms in the regulations need to 

be defined 
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Section 25821*. Level of Exposure to 

Chemicals Causing Reproductive Toxicity 

 

(a) For purposes of the Act, “level in question” means 

the chemical concentration of a listed chemical for 

the exposure in question. The exposure in question 

includes the exposure for which the person in the 

course of doing business is responsible, and does 

not include exposure to a listed chemical from any 

other source or product. 

*Title 27, Cal. Code of Regs 

 



Problem 

Proposition 65 statute and regulations do not specify 

procedures for determining the “level in question”.  

• Incorrect conclusion:    

Proposition 65 allows averaging of measured 

concentrations of a listed chemical in a food 

product across lots manufactured in different 

locations, over extended periods of time. 

 Averaging high levels of a listed chemical in 

some lots and low levels in other lots could allow 

food-related exposures that exceed the 

maximum allowable dose level without a 

required warning. 
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Possible Amendment to Section 25821 

 
“The chemical concentration in a food product 

is based on a single lot of the final product in 

the form it will be purchased by the consumer.”  

 

Rationale:  The typical consumer’s exposure to 

a listed reproductive toxicant would be by 

consumption of a final product from a single 

batch or lot.  
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Possible Amendment to Section 25821 
 

“…a ‘lot’ is that quantity of a food product 

offered for consumer purchase having uniform 

characteristics and quality that is generated by 

one producer during a single production run, on 

a single processing line.” 

 

• Lot numbers are already used to trace foods  

• Specific lot definitions depend on type of 

food 
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Intent:  
• Food manufacturers could use existing 

quality control measures to address 

responsibilities related to Proposition 65  

• Provide guidance for food manufacturers who 

wish to test products; does not require 

product testing 

 

Sources for definition of ‘lot’ include:  

• U.S. Food and Drug Administration (FDA) 

• California Department of Public Health 

• European Commission 
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Possible Amendment to Section 25821 

“Chemical concentrations may not be averaged 

across lots.” 

Rationale: Proposition 65 is intended to provide 

warnings for exposures of individuals to listed 

chemicals via specific products or locations. 

• Averaging concentrations across lots could 

allow food-related exposures that exceed the 

MADL without a required warning  

• Inconsistent with the intent of the Act 
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Possible Amendment to Section 25821 

 

“Concentrations of the listed chemical in the lot 

should be determined using a representative 

sample or other scientifically valid 

methodology for ensuring the concentration 

calculated accurately reflects the average 

concentration of the listed chemical in the lot.”  
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Rationale: 

• Variation within a lot is expected to be less 

than between lots 

 Testing each individual food item in a  

      lot to characterize exposure is impractical 

• FDA has established sampling methods that 

may be appropriate 

• Composite samples may be appropriate to 

characterize average concentration in the lot 

 


