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The label is the law
Everything OPP does goes back to pesticide labels…
• The label is the beginning and end of OPP’s process

• Touched by ALL divisions & employees in OPP
• The primary way we interact with the public

• However, our Current label review and retrieval system is antiquated 
• Inconsistent labels
• Inefficient review/assessment
• Inefficient response to inquiries/emergencies

Modernizing the label and how we interact with it 
will foundationally modernize OPP



Background Pain Points
Reviewing labels is a slow, costly, manual process
• Labels are currently submitted as PDFs or paper

• No structured template  Inconsistent format
• Non-digital format  Data manually extracted into multiple databases
• Uncontrolled vocabularies  Data must be interpreted by EPA

• Inevitable result
• Time consuming/Inconsistent EPA reviews and interpretations
• Back and forth with registrants about interpretation
• Limited ability to compare to existing products
• Inefficient work processes
• We can’t easily answer questions about existing registrations



Solution: Structured eContent (OPPEL)
• Conversion of an unstructured document to structured data

• Standardizing format of labels ( “Structured Label”)
• Development of a standardized/Formal/Public OPP vocabulary
• Delineation of product use patterns by the registrant ( “Use Index”)

• Part of the larger OPP Digital Transformation effort, with:
• Expansion of the Pesticide Submission Portal (PSP)
• OPP Structured Content Review (OSCR) Tool, and 
• Electronic Confidential Statement of Formula (eCSF) – piloted last year 

• Together, these represent progress towards 
• A scalable plan for OPP data management and access
• A process to improve label review and risk assessment workflow
• OPP’s vision of instantaneous access to quality information
• Allows for multiple views/perspectives of content & integration with other systems



OPPEL’s Guiding Principles 
Data standardization through controlled terminology & structure

• Ensure clearly defined business requirements
• Can the concept be clearly defined? 
• Will the information effect assessments?
• How are the captured elements related?

• Ensure consistent approaches to development of data models
• Avoid “silos” of information that cannot communicate

• Ensure consistent Vocabularies and Concepts
• Reuse vocab lists across forms where possible

• Centralized-Standard  Vocabulary management
• EPA Terminology Services: Synaptica



Holistic OPPEL eContent Vision

Purposeful linking information Across multiple data streams
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Goals/Benefits of Structured eContent
• Increased label accuracy/quality/consistency

o Structured Label sections consistent format
oUse Pattern Index metadata  label text as standardized use pattern data
o Standard Vocabulary  shared understanding 
oBuilt in validation  Reduced error rates & easier reviews
oReview tool  Improved access to previous reviews & consistency with similar labels

• Improved access to registration information
o Search across products  Increased ability to respond to inquiries
oDirect to PPLS upload  access to approved content in real-time
oUsable metadata Possible connection with bulletins live (etc.)

• Save Resources 
o Electronic workplace  less paper
oConsistency & standardization  improved label comparison capabilities 
oDo more with less  possible to decrease contracts and backlog for staff



Structure & Automation 
 Increased capacity to do more

• During submission & review
• Industry facing builders perform extensive data validation prior to submission
• Review tool identifies exactly what has changed between versions
• Automation of some types of review (non-PRIAs) 
• Reduces burden on EPA staff during 21-day screening (PRIA) and full reviews
• Ability to compare labels level playing field for registrants
• Significant time savings to registrants & OPP after initial file creation

• After labels are accepted
• Automated data extraction into EPA databases (decreases contract needs & increased consistency)
• Provides data in an easily storable and searchable format
• Integration of multiple systems (labels, bulletins live, incident reporting, etc.)
• Web distributed labeling (easier with structured content)
• Enhanced cooperation with state, federal, and international partners
• Efficient and accurate response to inquiries and emergencies



Path Forward
• Wrap up IT development (review tool and database)
• Implementation will be a challenge - we have a lot of complicated labels

• FDA called in all registrations in one year (assumed submissions were correct)
• Our labels are more complex, longer, and we aren’t starting with as much standardization

• OPP will likely want to assist registrants with entry and check submissions
• OPP staff will also need training in new vocabulary, structure, and tools
• Initial review of OPPEL file may take longer than traditional pdf review

• Subsequent reviews will be MUCH faster (rely on validation and comparison) or entirely automated

• LOTS of ways we could handle call in…
• Rule making vs voluntary?
• Day forward submissions?
• Purposeful request of specific registrations (possibly by AI for ESA or new AIs)?

• Establish formal governance for vocab maintenance/training/outreach
Considered and purposeful implementation key to future success



Engaging Stakeholders 
Stakeholder Engagement

• Communication with states
• Outreach to regulator, 

applicator, and trade 
organizations
o NPIRS/ALSTAR
o AAPCO
o ASPCRO
o BPIA
o SFIREG SmartLabel Sub-group
o PREP courses
o Canada’s PMRA 

• Public webinar
• Pilot with registrants

OPPEL Pilot Registrants
•Bayer Crop Science
•Clorox
•Dow AgroSciences (Corteva)
•Syngenta
•Reckitt Benckiser
•EcoLab
•Marrone Bio
•SePRO
•United Industries Corporation

eCSF Pilot Registrants
• Bayer Crop Science
• Clorox
• Dow AgroSciences
• Syngenta
• Reckitt Benckiser
• BASF
• Lonza
• TSG USA



Current Workgroup Members
OPPEL/eCSF Oversight group:

AD: Shanta Adeeb, Diane Isbell
BEAD: Claire Paisley-Jones
BPPD: Seiichi Murasaki
HED: Phil Villanueva
ITRMD: James Davis, Robert Schultz, Ben Cobb
RD: Marianne Lewis, Venus Eagle

OPPEL Use Index Workgroup:
BEAD: Claire Paisley-Jones (OPPEL/Use Index Workgroup lead)
HED: Matt Crowley, Mike Doherty, Thurston Morton, Phil Villanueva
EFED: Katie Stebbins, Katrina White, Brian Kiernan, Rick Shamblen
BPPD: Seiichi Murasaki, Gina Burnett, Shannon Borges

OPPEL Label Content Workgroup:
The OPPEL Label Content Workgroup evolved into OSCR to work on 
the review tool which is needed to review the e-label components.

OSCR Workgroup:
AD: Shanta Adeeb (OPPEL/OSCR Workgroup Lead), Jose Gayoso, Eric 
Miederhoff, Diane Isbell, Michael Varco, Melanie Bolden, Lindsay 
ODell, Joseph Daniels, Jessica Bailey
BEAD: Claire Paisley-Jones
BPPD: Gina Burnett, Seiichi Murasaki, Donna Kamarei, Alex Horansky, 
Matthew Weiner
EFED: Brian Kiernan, Katrina White, Katherine Stebbins
ITRMD: James Davis, Robert Schultz, Casey Welch
PRD: Srijana Shrestha, Jaclyn Pyne
RD: Marianne Lewis, Paul Di Salvo, Lindsay Roe, Venus Eagle, Debra 
Rate, Manjula Unnikrishnan, Autumn Metzger

eCSF Workgroup:
AD: Diane Isbell (Workgroup Lead), Karen Hicks, Lindsay Odell, 
Stephen Savage, Joseph Williams
BPPD: Harold Cooper, Joseph Mabon
ITRMD: Ben Cobb, Jimmy Davis, Bob Schultz
RD: Venus Eagle, Marianne Lewis, Debra Rate, Shyam Mathur

And many other team members who have moved on…



• Our website contains information about OPPEL, the pilot, and background 
documents
https://www.epa.gov/pesticide-registration/office-pesticide-program-electronic-label-
oppel-pilot

• You can also email us your questions or comments at
Smartlabel@epa.gov

• FYI - Information about FDA program
• Resources - https://www.fda.gov/industry/fda-data-standards-advisory-

board/structured-product-labeling-resources
• Query tool - https://nctr-crs.fda.gov/fdalabel/ui/search

Contacts and Resources

https://www.epa.gov/pesticide-registration/office-pesticide-program-electronic-label-oppel-pilot
mailto:Smartlabel@epa.gov
https://nctr-crs.fda.gov/fdalabel/ui/search


Questions



Builder Screenshots
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