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SMARTLABEL IS...

Master pesticide label 1n a structured
format

Address label pain points

Part of OPP Vision to have instantaneous
access to quality information

Inclusive of all EPA-registered products

Building on previous work (e.g., FDA
structured labeling)

U.S. Environmental Protection Agency


Presenter
Presentation Notes
OPP Vision: A forward looking, highly valued and trusted pesticide authority that 
Implements and effectively communicates state-of-the-art risk management decisions
Supports the health and viability of communities and protects ecosystems they depend on

We are building on previous work:
We are partnering with FDA to learn from the success they have had with their Structured Product Labeling for their products
We are utilizing the EPA label review manual as a starting point for the structuring of the label
We are also utilizing the label checklist which was developed to aid reviewers in identifying key pieces of label information that are important for risk assessment
We are leveraging current systems and registries to identify data fields and vocabularies – for example our internal tracking system OPPIN, and the Label Use Information System (LUIS) both of which house current label information that is extracted manually
We are exploring the EPA and FDA’s substance registry to harmonize our definition of ingredients.  Other data elements we want to control and register to ensure we are standardizing with already existing systems—the HL7 and NCI maintain and curate lists, but we are interested in hearing about other organizations that may be used or appropriate eg, application equipments.



LABEL PAIN POINTS

Manual/time-intensive label review

Manual extraction of label information;

manual

| entry into EPA databases

Unclear label information; uncontrolled
vocabularies

Inconsi

stent EPA reviews/interpretations

Limited ability to query across products

Diminishing resources
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Presenter
Presentation Notes
In reviewing our business processes, we identified “pain points” to be addressed.

Registering divisions had been manually reviewing labels, line by line comparing paper.  Some limited success with adobe acrobat document compare-still difficult.

Often we do not have the previous version available electronically to compare with the revised version.
PPLS is not maintained in a timely manner –due to manually scanning and posting-heavy administrative burden.
Opp paid contractors to manually extract label information. Into two separate databases (ouch). Problems with interpretation of categories or classifications lead to inconsistencies, availability of “other” category, vague label information.  Poor data quality:  deer as an invertebrate, human as pest.

Inability to query the database to produce reliable information resulted in resources spent reviewing labels and extraction information for risk assessment and other efforts (e.g., pictograms on foggers).



Unstructured Structured
Information Information

Street
2777 S. Crystal Drive, Address: | 2777 S. Crystal Drive
Arlington, VA 22202 City: Arlington

State: VA

Zip Code: | 22202
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Unstructured Structured

Master label Master label information
Available in PPLS Available in EPA database
May be text searchable 100% searchable

“Meets EPA
requirements for Nerou:
killing norovirus.” C. diff

Select Organism =

Select Organism -

Select Organism =

“Kills norovirus.”

U.S. Environmental Protection Agency



P1L.OT OVERVIEW

Gather feedback on proposed data model
(data elements, labeling sections) and
draft guidance documentation

December 2014 to ~ September 2015
Meetings in December, February, April &
May

Participants:

Bayer CropScience, Syngenta, Dow, SePRO, Reckitt
Benckiser, EcoLab, Marrone Bio, Clorox, United
Industries Corporation

U.S. Environmental Protection Agency



FEEDBACK

Data entry 1s labor-
Intensive and not user-
friendly

Certain data fields are
not applicable to
antimicrobials

Certain data fields are
new or different

Overly complicated
model

Burden to regulated
community and benefits
are not apparent

The pilot’s purpose 1s to
evaluate the data model
concept

Data fields may or may not
apply to individual
products

Smartl.abel does not
change 40 CFR 156.10

Working to simplify

Expected benefits are
presented on slide 9



SMARTLABEL BENEFITS

Manual/time-intensive
label review

Manual extraction of label
information

Unclear label information

Inconsistent EPA
reviews/interpretations

Limited ability to query
across products

Unlevel playing field

Diminishing resources

Electronic comparison of
labels and claims

Automated label extraction
and entry into EPA
databases

Improved label quality

More consistent EPA
reviews

Advanced querying ability

Level playing field

Reduced review time

U.S. Environmental Protection Agency
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Presentation Notes
We see tremendous value in moving towards the smartlabel:
We believe that it will facilitate OPP’s label workflow process
Improve accuracy, consistency and quality of label content particularly through the use of controlled vocabularies
It will improve the timeliness in disseminating approved label content to all stakeholders particularly compared to our current process which relies on contractors to scan static images to make stamped labels available on ppls.
We see particular benefit to co-regulators with access to approved content in real-time.
We see tremendous efficiencies for OPP and co-regulators in label review, risk assessment and risk mitigation by providing the ability to search across similar products with similar ingredients
We believe it will support consistent decision-making across similar products and will help ensure that safer products do not receive more restrictive labeling without full consideration of the alternatives
And the bottom line is that it will save the agency significant resources which we believe would translate into quicker review time
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SMARTLABEL BENEFITS

Electronic comparison of
labels and claims

Automated label v v v v
extraction and entry into

EPA databases

Improved label quality v v v v
More consistent EPA v 4 v v
reviews

Advanced querying ability v v v v
Level playing field v 4 v
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Reduced EPA review time
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NEXT STEPS

Incorporate feedback received during
phase 1 pilot

Phased approach:

Label sections, data elements, draft

vocabularies, guidance, and XForm - June
2015

Use table data elements, draft vocabularies,
guldance, and XForm - September 2015

Continue collaborating with states,
industry, and FDA

U.S. Environmental Protection Agency



CONTACTS AND RESOURCES

o Pilot web page

e http://lwww2.epa.gov/pesticide-registration/pesticide-
smartlabel-pilot

o Project leads
o Patricia Parrot: parrot.patricia@epa.cov

o Marietta Echeverria: echeverria.marietta@epa.gov

» Philip Villanueva: villanueva.philip@epa.gov

U.S. Environmental Protection Agency
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