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Topics of Discussion 

 Overview of EPA/FDA responsibilities for dietary risk 

assessments 

 Examples of the division of jurisdiction 

 EPA dietary risk assessments – when and how 
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EPA And FDA Food Contact Regulation:  
Two Regimes in Almost the Same Space 
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EPA World: FIFRA 

 Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) 
is the statute under which EPA regulates pesticides.   

   FIFRA is in the Agriculture Code:  7 U.S.C. § 136a, et seq. 

 The FIFRA definition of a pesticide is “any substance or 
mixture of substances intended for preventing, destroying, 
repelling, or mitigating any pest.” FIFRA § 2(u)(1). 

 Under FIFRA, EPA approves specific pesticide labels which 
include allowable uses and directions. 

 Sale or use of pesticide in a manner inconsistent with the 
label is unlawful. 
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EPA World: FIFRA 

 Pests 

– Defined by EPA to include, “[a]ny fungus, bacterium, virus, prion, 

or other microorganism, except for those on or in living man 

or other living animals and those on or in processed food or 

processed animal feed, beverages, drugs (as defined in 

FFDCA § 201(g)(1)) and cosmetics (as defined in FFDCA § 

201(i)).  40 CFR § 152.5(d). 
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What Is Food? 

 1906: “Food” shall include all articles used for food, drink, confectionery, or 

condiment by man or other animals, whether simple, mixed, or compound 

 From 1938 on: 

 

Food Additive:  

Any  substance  

reasonably expected 

to become a  

component of food.  
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• The term “processed food” means any food other than a raw agricultural 

commodity and includes any raw agricultural commodity that has been subject 

to processing, such as canning, cooking, freezing, dehydration, or milling.     

21 U.S.C. § 321(gg). 

 

What is Processed Food? 
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EPA World:  FFDCA 408 

 FFDCA Section 408 authorizes EPA to set standards 

governing pesticide chemical residues in/on food 

– Tolerances (maximum legally permissible levels for pesticide 

residues in food).  

– Exemptions from tolerance (no numeric limit but use conditions). 

– A tolerance or exemption must cover all pesticide residues on food 

in commerce or the food is adulterated under FFDCA. 

 FFDCA § 408 standards also apply to FIFRA food uses (food 

not in commerce, e.g. in homes) through FIFRA § 2(bb). 

 



www.steptoe.com 

Standard Applied by EPA under FFDCA 408 

 Current safety standard established through the Food 
Quality Protection Act of 1996, which amended both FIFRA 
and FFDCA 

– Key driver was “Delaney Clause” in Section 408 prohibiting 
carcinogens in pesticide residues. 

– FQPA amended FFDCA § 408 to eliminate “Delaney Clause” and 
include stricter safety standards (“a reasonable certainty of no 
harm”). 

– Required consideration of sensitive subpopulations. 

– Shortly after passage of FQPA, EPA reassessed over 9,000 
pesticide tolerances, revoking or modifying almost 4,000. 
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Division of Jurisdiction between EPA and FDA 

 EPA jurisdiction over food contact antimicrobials is governed 

by the definitions of “pesticide chemical” and “pesticide 

chemical residue” in FFDCA § 201(q). 

 The definition is quite complex.  FDA Guidance on 

Antimicrobial Food Additives (1999):  
https://www.fda.gov/food/guidanceregulation/ucm077256.htm      

 Food in commerce that contains a “Pesticide Chemical 

Residue” is deemed adulterated unless EPA has issued a 

tolerance or exemption from tolerance under FFDCA § 408. 

 

https://www.fda.gov/food/guidanceregulation/ucm077256.htm
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FDA World: FFDCA 409 

 FFDCA Section 409, administered by FDA, provides 

mechanisms to authorize food additives (substances 

which result or may reasonably be expected to result in 

becoming a component of food). 

 Applies to residues that fall outside the “Pesticide 

Chemical Residue” definition. 

 Section 409 contains Delaney Clause. 
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FDA World: FFDCA 409 

(3) No such regulation shall issue if a fair evaluation of the data 
before the Secretary -   

 (A) fails to establish that the proposed use of the food additive, 
under the conditions of use to be specified in the regulation, will be 
safe: Provided, that no additive shall be deemed to be safe if it is 
found to induce cancer when ingested by man or animal, or if it is 
found, after tests which are appropriate for the evaluation of the 
safety of food additives, to induce cancer in man or animal... 

 

FFDCA Section 409(c)(3)(A) – “Delaney Clause” 
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Division of Jurisdiction between EPA and FDA 
- Example: Egg Washes 

 EPA: 
– Regulated under Section 408 if product is 

intended to control microbial growth in the 
rinse water.  

 FDA: 

– Regulated under Section 409 if product is 
intended to limit contamination on the egg 
because microorganisms on processed 
foods are not pests. 

 Joint regulation: 

– If the product makes both claims. 
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Example:  Antimicrobial Impregnated into Commercial 
Counter Top 

 EPA: 

– Regulated if the antimicrobial is intended 

to “have an ongoing effect on the food 

contact surface.” 

 FDA: 

– Regulated as a “food contact substance” 

under Section 409 if the antimicrobial is 

“not intended to have an ongoing effect on 

. . . the food contact surface.”  
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Example: Antimicrobial Impregnated into Food 
Packaging 

 EPA: 

– Antimicrobials applied to food 

packaging not included in the 

definition of “pesticide chemical” 

so excluded from EPA FIFRA 

regulation.  

 FDA: 

– Regulated as a “food contact 

substance” under Section 409.  
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Example: Residential Dishwashing Product 

 EPA: 

– Antimicrobial claim for dishes 

subject to analysis under Section 

408 of FFDCA.   

 FDA: 

– Other ingredients considered as 

not leaving significant residue, so 

not regulated as a “food contact 

substance” under Section 409.  
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Observations on EPA And FDA Food Contact Regulation 

? 
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Under what Circumstances will EPA Perform a Dietary 
Risk Assessment? 

 Liquid antimicrobials used on food contact hard surfaces, 
regardless of whether or not there is a potable rinse. 

 Treated materials that may result in pesticide residue on 
food. 

 Antimicrobial uses in and around food preparation or service 
areas. 

 EPA Use Site Index indicates the way in which EPA 
determines whether a dietary assessment is needed:  
https://www.epa.gov/pesticide-registration/antimicrobial-
pesticide-use-site-index   

https://www.epa.gov/pesticide-registration/antimicrobial-pesticide-use-site-index
https://www.epa.gov/pesticide-registration/antimicrobial-pesticide-use-site-index
https://www.epa.gov/pesticide-registration/antimicrobial-pesticide-use-site-index
https://www.epa.gov/pesticide-registration/antimicrobial-pesticide-use-site-index
https://www.epa.gov/pesticide-registration/antimicrobial-pesticide-use-site-index
https://www.epa.gov/pesticide-registration/antimicrobial-pesticide-use-site-index
https://www.epa.gov/pesticide-registration/antimicrobial-pesticide-use-site-index
https://www.epa.gov/pesticide-registration/antimicrobial-pesticide-use-site-index
https://www.epa.gov/pesticide-registration/antimicrobial-pesticide-use-site-index
https://www.epa.gov/pesticide-registration/antimicrobial-pesticide-use-site-index
https://www.epa.gov/pesticide-registration/antimicrobial-pesticide-use-site-index


www.steptoe.com 

Antimicrobial Use Site Index 

No current, practical 

approach to 

demonstrate “that 

there is no 

reasonable 

expectation of 

residues in/on food.” 
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How Does EPA Conduct Dietary Risk Assessments?  

 Key Aspects of Risk Assessment: 

– Exposure (What is the surface residue concentration?) 

– Endpoint (What is the hazard? What is the toxicity reference value for 
that hazard?) 

– Safety Factors: 

– Hazard endpoint uncertainty factors 

– FQPA:  Additional safety factors depending upon data base 
completeness (Section 408(b)(2)(C)(i)(III)) 

– https://www.epa.gov/pesticide-science-and-assessing-pesticide-
risks/determination-appropriate-fqpa-safety-factors 
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How Does EPA Conduct Dietary Risk Assessments?  

 No overall EPA guidance. 

 EPA has proceeded on a case-by-case basis. 

 EPA’s tools, plus individual decisions provide insights into 

EPA risk assessment approach. 
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Determining Dietary Exposure for a Risk Assessment 

 Indirect Food Use: e.g., liquid antimicrobials used on non-

porous, hard surfaces in Residential Settings: 

– Indirect Dietary Residential Exposure Assessment Model 

(iDREAM).  

– Developed to estimate acute and chronic indirect ingestion 

exposure that can result from use of disinfectants and sanitizers 

on kitchen surfaces.  

https://www.epa.gov/pesticide-science-and-assessing-pesticide-risks/indirect-

dietary-residential-exposure-assessment  
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Determining Dietary Exposure for a Risk Assessment 

 Indirect Food Use: e.g., liquid antimicrobials used on non-

porous, hard surfaces in Commercial Settings: 

– Food Contact Sanitizing Solutions Model (FCSSM) released May 

2017.   

– Developed to estimate indirect dietary exposure to components 

of sanitizing solutions used in commercial settings. 

https://www.epa.gov/pesticide-science-and-assessing-pesticide-risks/food-

contact-sanitizing-solutions-model-fcssm 
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FCSSM: Available from the EPA Web Site 

24 

• Calculates acute and 

chronic exposure and risk 

for US general population & 

8 subpopulations. 

• User inputs at-use 

concentration (from label) 

and acute PAD/chronic 

PAD. 

• Intended for dairy 

processing equipment 

and/or food processing 

equipment and utensils 

only. 
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Determining Dietary Exposure for a Risk Assessment 

 Indirect Food Use:  e.g., antimicrobials used as material 

preservatives in food contact surfaces.  

 EPA screening-level modeling approach very conservative. 

 Higher Tier Analysis: Dislodgeable surface residue + default 

transfer coefficients. 

 Further Refinement: Empirical residue data. 

 



www.steptoe.com 

Determining Toxicity Endpoints for a Risk Assessment 

 Determination by EPA’s Antimicrobial Division Toxicity 

Endpoint Selection Committee  (ADTC). 

 Most sensitive endpoint from FIFRA Part 158W testing. 

– Acute and Chronic endpoints are determined. 

– “Population Adjusted Doses” (PADs) derived and compared to 

estimated exposures (“margin of exposure”). 

– Sensitization also of concern. 

– Published in EPA’s “Dietary Exposure Scoping Document.” 
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PAD = Reference Dose ÷ FQPA Safety Factor 
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Adjustments to the Exposure / Hazard:  
EPA’s Conservative Approach 

 Uncertainty factors are applied to the hazard endpoint values 
to determine appropriate reference dose. 
– Values can range from 3 to 300.  

 FQPA safety factor is applied to meet “reasonable certainty 
of no harm standard” in FFDCA Section 408. 
– Special consideration of sensitive subpopulations. 

– Default value is 10x. 

– Values can be reduced to 1x if EPA determines the toxicity data 
set is complete. 

 Uncertainty/safety factors can total 3000. 
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Evaluation of Risk Assessment Estimates  

 Exposure must be less than 

the PAD.  

 If exposure is greater than 

PAD, EPA will demand uses 

must be dropped / modified 

until exposures fall to 

acceptable levels. 
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Output of the EPA Dietary Risk Assessment 
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General Label Directions For Use  
(chlorinated cyanurates) 
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Specific Label Directions for Use  
(chlorinated cyanurates) 
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Reference Notes 

• Chlorinated Isocyanurates Registration Review Docket 

 https://www.regulations.gov/docket?D=EPA-HQ-OPP-2012-0794 
 

• Chlorinated Isocyanurates: Dietary Exposure Scoping Document 

 https://www.regulations.gov/document?D=EPA-HQ-OPP-2012-0794-0013 
 

• ADBAC Registration Review Docket 

 https://www.regulations.gov/docket?D=EPA-HQ-OPP-2015-0737 
 

• DDAC Registration Review Docket 

 https://www.regulations.gov/docket?D=EPA-HQ-OPP-2015-0740 
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Closing Observations 

 Division of jurisdiction between EPA 

and FDA can be complex. 

 EPA views the potential for residues on 

food broadly and applies the more 

restrictive dietary exposure standard to 

pesticides with those uses. 

 EPA tools plus risk assessments 

provide insights industry can follow. 
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Closing Observations 

 

     Questions? Oh, how 
much quat 
is on that 

tot? 


