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Registrant Submissions

◼ >200 studies, including

Environmental fate

Ecotoxicological data

 Impact on nontarget species

Residue chemistry

Human health toxicity data

◼ Benefits document

◼ Proposed label

◼ PRIA fee when applicable
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EPA Risk and ESA Assessments

EPA Screens Dossier 

86-5 Screen for packaging

Completeness Check

Public Comment

Receipt of Application

Docket Established 

in Regulation .Gov

HED and EFED 

Use Contractor to evaluate

Studies and prepare

Data Evaluation Reviews DERs

HED 

Primary Review of Studies 

Conducts Primary Assessment

of endpoints  or effects of concern

EFED

Conducts Exposure and Effects

Characterization and Risk Assessment
Drinking Water

Assessment

Peer Review at 

Branch and Director Level
Hazard Identity Assessment 

Review Committee

Registration Division

Evaluates Final Risk Assessments to determine

if registration Process can proceed
IF NOT

Contacts Registrant if mitigation or additional 

studies are needed

Negotiates extensions to PRIA Timelines

Coordinates Interaction with Science Divisions

if additional assessment 

is needed 

Registration Division

Prepares Proposed  Decision Document 

and Documents for the Posting

Approval by

Office of General Council

Office of the Director

Assistant Administrator

Risk Assessments

Labels Published for 30 day

Public Comment period in the 

Docket

Registration Division

Evaluates the Comments  Prepares 

Final Tolerance Rule for Publication in the 

Federal Register 

Registration Division

Once Federal Register Published 

Final Labels are  reviewed and approved

Registrant  Prepared 

Notice of Filing for Tolerances

Published in Federal Register

EFED Final Risk Assessment 

Is approved 

and forwarded to RD

HED Final Risk Assessment

is approved 

and Forwarded to RD

US EPA Regulatory Process

2-3 months

9-12 months

16-20 months

20-25 months

NPIRS DATA

If All 

Goes 

Well

Crop Use 

New Active Ingredient 

PRIA Timeline: 24 months

PRIA Fee: $ 600,000+

Example

Submission of Electronic 

Dossier

Key
Public or Registrant Involvement

Science Review

Administrative 

IF
 Y

E
S

Final rule to establishing 

Tolerance sent  to  the

Federal Register Office

For Publication 

Study reference loaded into

National Pesticide 

Information Data Base

NPIRS 

Review If needed by the

Science Assessment

Review Committees
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Label Development

◼ Registrants provide the draft label

EPA Label Review Manual

Weed resistance management language (herbicides)

Use Directions and expertise on the end use product

◼ EPA RD/PRD manager and the registrant will confer throughout the process

During the assessments – clarification, data questions to the registrant

After the assessment – label language clarification
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Public Input

Certain actions will require public comment:

New registrations

New uses

Tolerances

Cancellations

Some risk assessments

Proposed interim/final decisions
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State Submissions

Submission strategy is up to the registrant:

Where:
⚫ Dependent on market for product
⚫ Nationwide approach

When:
⚫ EPA 18 month rule
⚫ Product launch plans
⚫ Timing of next production of product

How:
⚫ Paper
⚫ Electronic

– State specific portal
– STAR

⚫ Combination

10.03.20267



Areas for Improvement

◼ PRIA timelines – predictability and certainty for all parties

◼ Structured labeling – consistency

◼ PR 98-10 – draft on notifications and non-notifications available for comment

10.03.20268




	Slide 1
	Slide 2: Overview of Process
	Slide 3: Registrant Submissions
	Slide 4: EPA Risk and ESA Assessments
	Slide 5: Label Development
	Slide 6: Public Input
	Slide 7: State Submissions
	Slide 8: Areas for Improvement
	Slide 9

