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U.S. Pesticide Registration Process:



Internal

Regulatory Process 

 Start about three years before submission

 During data development as questions arise:

– Confirming total toxic residue definition.

– Consulting on higher tier studies

– Confirming dosing levels

 Broad meetings to review the product profile prior to

submission.

– Presents results of studies.

 Usually Joint meetings under NAFTA with U.S. Canada

and Mexico participating..
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Pre-Registrations Meetings 
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Regulatory Process  Efficacy

 Efficacy data is required and submitted for

antimicrobials, public health pests and

termiticides.

 We are required to have efficacy data to support

our agricultural chemical labels, but these data

are not submitted to EPA

 California does require efficacy data for all uses.
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Under FIFRA EPA is charged with making a risk benefit decision but 

efficacy data are not submitted for Agricultural Chemicals. 
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Regulatory Process  Efficacy

 Registrants can summarize benefits in:

 Public Interest Document. required if the registration is to be

conditional.

 Petition for Reduce Risk Classification.

 States can request Section 18 emergency exemptions.

 State Departments of Ag and the USDA can submit comments

 Agricultural stakeholders.

 Can comment to the docket.

 Directly approach EPA
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Without Efficacy date on file with EPA developing a strong benefit 

position is difficult.
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Regulatory Process: Reduced Risk Program

 The Registrant provides a summary documenting that the new proposed pesticide has

a more favorable environmental or human risk  profile than chemicals currently on the

market

 Registrant make a case based on efficacy data, economics and agronomic practice

that the reduced risk candidate will impact and reduce the use of more risky chemicals.

 The targets of a successful reduce risk candidates are not directly impacted by the

process it is assumed that the market drives the replacement.

 In 2017 EPA approved Revysol Fungicide as a reduced risk pesticide.
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The Goal of the Reduce Risk Program is to expedite the approval of conventional 

pesticides that pose less risk than existing conventional pesticides.  
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Regulatory Process:  Fee for Service   

 The PRIA law is supported by a

coalition of industry groups and

NGO’s. and State Departments of

Agriculture.

 Fees support over 200 EPA

employees.

 Funds worker protection activities.

 Partnership Grants for environmental

stewardship.

9

Pesticide Registration Improvement Act (PRIA)
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Regulatory Process  PRIA Fee for Service   
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 Screens added to insure complete  submissions.

 Approval dates under PRIA much more reliable

 Timelines can be renegotiated if there is a problem.
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Regulatory Process  Labeling

 The ‘label” is the label immediately attached to the product

container.

 Labeling includes all material distributed with the product or,

referenced from the label. This included company web pages.

 The labelling must be reviewed and approved by EPA.

 Minor changes require only notification.

 Change in Trade name

 Addition of a non public health pest.
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The critical function of the label is to translate the results of the science evaluations into a set 

of conditions, directions, precautions and restrictions.  It is a violation of Federal law to use a 

product inconsistent with its labeling.  
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Regulatory Process: Label
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Regulatory Process: Label  
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Cerexia Xemium Brand Fungicide
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Regulatory Process: Label 
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Cerexia Xemium Brand Fungicide



Internal

Regulatory Process  Label
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Cerexia Xemium Brand Fungicide
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Notice of Receipt of Application 



Internal

Office of Pesticide Programs

U.S. Pesticide Registration Process 

Support Divisions

Conventional ChemicalsStand Alone Programs
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Submission Data in NPIRS 
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Notice of Filing prepared by Registrant
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Federal Register Final Rule For Tolerance 
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Final EFED and HED Risk Assessments & Supporting Documents 

and Approved Labeling  



Internal

EPA Regional Offices

U.S. Pesticide Registration Process 


