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Topics to be Covered
• Accomplishments to Date
• Focus Meetings
• Preliminary Risk Assessments
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Registration Review
• FIFRA provision requires periodic 

review of each pesticide’s registration
• Covers all pesticides
• 15-year review cycle
• Flexible, transparent, open process
• Includes public participation
• Ensures continuity in protecting human 

health and the environment
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Registration Review Program 
Implementation

• Began implementation in 2007
• Over 1100 active ingredients
• Includes:

• National ESA assessments 
• Endocrine disruptor screening program

• First round to be completed by October 2022
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Accomplishments to Date
• 370 cases opened

• 320 cases past the final work plan stage

• 35 Final decisions issued
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What Is a Focus Meeting?
• A meeting to discuss a specific Registration 

Review chemical/case
• Focus on needs identified by OPP 

Registration Review team early in the 
process

• Initiated by OPP
• Typically with OPP staff and affected 

registrants.

Presenter
Presentation Notes
Because Registration Review is intended to focus on what has changed since the last comprehensive review that could have occurred either during reregistration or registration, the Focus Meeting will be much more targeted than the old Smart meetings under reregistration.

Because Registration review is targeted on what has changed, Focus Meetings can vary significantly from chemical to chamical.

We do anticipate that the focus areas will often involve data and label clarity issues which the registrants are typically in a unique position to provide needed input.

We want to be adaptable to the interests and issues involving the specific chemical case and anticipate that for some chemicals, broader attendance may be appropriate.
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Overview of the Process
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Adding Focus Meetings
to the Process
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Purposes
• Initiate dialogue early in the process to focus 

on areas that make a difference.
• Use the best information early in process
• Minimize rework
• Focus on areas with potential risks
• Minimize work on negligible risks
• Save OPP and registrant resources in the 

longer term

Presenter
Presentation Notes
The goal is to focus on the areas that make a difference and minimize effort for other areas.

For example, we often will focus our effort on areas where approaches or methodology to assess risk have changed in ways that may change previous risk conclusions.

Having good information earlier in the process can save resources in developing problem formulation and scoping documents and will reduce the need to redo risk assessments.

There is no need to rework areas of risk assessments for which a “safety finding” still stands even if there have been some changes in approach since the last risk assessment.

Our expectation is that these meetings will provide useful information to help minimize unnecessary work, reduce the likelihood of levying unnecessary data requirements and contribute to streamlining the overall Registration review Process.
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Potential Topics 
• Data needs
• Label clarity
• Understanding atypical uses
• Discuss likely risk concerns
• Early mitigation
• Assumptions and uncertainties
• Coordination with registration actions
• Data generated for registration in other countries

Presenter
Presentation Notes
Data Needs – Sometimes the discussion could simply be verifying that the data we have comport with what the registrant has have submitted.

In other cases, the team may identify specific data needs and the discussion might focus on data the registrant may have generated for registrations in another country that could inform the Agency’s understanding of the chemical.

Yet, in other cases, the identified data need may be a result of labeling that is not clear either because of key use parameters not specified or the use pattern is atypical and is not well understood by OPP staff.  Clearing up these kinds of labeling issues can reduce data needs.

To the extent possible based on previous risk assessments, use patterns, the Focus Meeting can focus on areas where there appears to be a risk of concern.
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Desired Outcomes
• Understanding of supported uses and use patterns
• Agreement on data to be submitted
• If necessary, information regarding data waivers
• Discuss available data that might address 

outstanding data needs
• Begin meaningful dialogue for clarifying labels
• Begin dialogue and information exchange to fulfill 

data needs

Presenter
Presentation Notes
Resulting from the Focus Meeting and any follow-up, there should be a preliminary understanding (if not agreement) as to the focus and scope of risk assessment that OPP plans to conduct under Registration Review.
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Benefits
• Initiate dialogue early in review process
• Streamline data needs
• Focus risk assessments on potential risk 

areas
• Get in front of ESA
• Save Resources
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Timing/Number
• Number of meetings can vary from multiple to 

none
• Typically between 1st OPP team meeting and 

commencement of problem formulation
• Teams will be encouraged to try different 

timing approaches
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Next Steps
• Pilot Approach
• Encouraging Flexibility

• Need for meeting
• Number of meetings
• Timing of meeting(s)
• Content of meeting(s)
• Attendance

• All meeting minutes will be publically available shortly 
after meeting.

Presenter
Presentation Notes
We have asked the teams with 1st team meetings in May (about 10 cases) to pilot process

We are encouraging the teams to examine the chemical case to identify areas for which additional information would be useful.

Tailoring review could mean that no meeting is needed, the meeting might be more appropriately timed for later in process such as docket opening or for a chemical with many issues, a series of meetings/conference call may be appropriate.

Shortly after meeting, we will make minutes available.  Becausethe docket may not be opened at that time, we are exploring mechanisms for making them available.

Although certain discussions may be more productive between the Agency and the registrants, others would require a broader audience.  We hope to have better insight after the first group of chemicals begin working the piloted cases.
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Summary
• Enhance transparency
• Early involvement
• Focus on areas with the greatest concern
• Flexibility

Presenter
Presentation Notes
The addition of Focus meetings will enhance transparency (minutes will be made public) and encourage early involvement so that we can focus our resources on the things that matter.

A hallmark of the Focus Meetings will be flexibility in
When in the process they are scheduled
The number of meetings noting that for some chemicals, no Focus Meeting could be the appropriate number
Every chemical is different with a different history, so the content can vary significantly
Although we anticipate these to be generally meetings with the registrants and EPA, attendance is case specific.
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Preliminary Risk 
Assessments

• Several preliminary risk 
assessments will be issued for 
public comment

• Scope will change
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Original Vision of the Process
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(if necessary)
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Revised Vision of the Process
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Refined Risk Assessments
• Future effects determinations based on further 

refinement
• Species-specific biological data
• More detailed and accurate info on use patterns
• Sub-county-level spatial proximity data for co-

occurrence of potential effects areas with listed 
species and critical habitat
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Why Make These Changes
• Ensures that we have correctly captured the 

uses to be supported for re-evaluation
• Provides an opportunity to obtain appropriate 

geospatial data for supported uses
• Better utilization of resources for the Agency 

and the Services
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For More Information
• Registration Review 

www.epa.gov/oppsrrd1/registration_review/

• Schedule for Beginning Reviews
http://www.epa.gov/oppsrrd1/registration_review/schedule.htm

• Pesticide Registration Review Status
http://www.epa.gov/oppsrrd1/registration_review/reg_review_status.htm
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