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Office of Research and Development (ORD)

Provides the scientific foundation for EPA to execute its mandate to

protect human health and the environment.

* Innovative and anticipatory research addressing a range of EPA program and regional
needs to identify and solve longer term environmental challenges.

* Research to support Agency priorities and to assist states, tribes, and communities with
addressing environmental challenges.

* Technical support to respond to environmental crises and needs, large and small.
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ORD Science Informs Decisions

RESEARCH RISK ASSESSMENT RISK MANAGEMENT
Analytical methods Rulemaking
Dose-response
Human health toxicity and Permitting

analysis
toxicokinetic

Emergency response

Ecotoxicity and bioaccumulation Hazard Risk
identification characterization Legal/enforcement action
Occurrence
Fate, transport and deposition Exposure j Administrative actions
assessment

Exposure Contaminated site cleanup

Water treatment

Treatment and remediation

Disposal and destruction
SCIENCE TRANSLATION
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Waste/materials management
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Science Assessments

ORD is focused on producing high quality, transparent, consistent, and
scientifically defensible assessment products to meet EPA’s diverse
statutory and policy needs.

e | Integrated Science National Ambient Air
¥ Assessments (ISAs) Quality Standards (NAAQS)
Integrated Risk National and site-
A Information System (IRIS) specific decisions

Risk Assessment
Strategic Research Action Plan

Provisional Peer-Reviewed .
Toxicity Values (PPRTVs) —> Superfund risk assessments
Provisional Advisory
Levels (PALs)

>» Emergency response actions
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Need for More Assessments, Faster

* Timely chemical assessments have
been an ongoing challenge for the A
environmental health community ) - Most of ORD’s
.. £ Toxicity testing to
» Limited data E fill data gaps current assessment
» Long development processes € products
* Improve timeliness of assessments §
by: T>J QE.:
v =
» Matching needs and assessment o *é Critical need for new
products (“fit-for-purpose”) 2 assessment products
» Utilizing new scientific approaches §
>

Increasing data
Available Data
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A Portfolio of Assessment Products

ORD is developing new assessment products to provide actionable science
to decision-makers sooner.

Data-Rich Relative Data Availability Data-Poor

Integrated Science Assessmen t for
Oxides of Nitrogen — Health Criteria

ISAs, IRIS PPRTVs, PALs Human Health Toxicity Assessments EPA Transcriptomic
Fit-for-purpose Assessment Product
Longer Relative Development Time Shorter
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Human Health Toxicity Assessments

* Fit-for-purpose assessments
» Context-specific
» Flexible process

* Example: Perfluoropropanoic Acid (PFPrA)

» Developed to inform site-specific evaluation
under the Safe Drinking Water Act

» Modeled after PPRTV format

» Process included:
= |nternal peer review by ORD scientists

= Contract-led, independent letter external peer
review

= No public comment period
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for Perfluoropropanoic Acid
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EPA Transcriptomic Assessment Product

* Potential new assessment product
(and the subject of this BOSC 1
meetlng) . GE’ Toxicity testing to Bl LY
» For data-poor chemicals = fill data gaps current ajsessme”t
. - t
» Prescriptive process & T
£
* Could enable development and S
release of chemical assessmentsin £ ¢
as little as 9 months, from chemical @ 5 Critical need for new
procurement to assessment release 3 EEEECE A P
S
c

Increasing data
Available Data
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Selecting an Assessment Product

Overall confidence and key
uncertainties must be clearly described

Using a process sufficient for the time
available and the intended use Complete human )

health assessment

YES
Includes all evidence w / YES

streams (in vivo, in vitro) 7
Are sufficient data

Problem Literature search . NO Is a suitable
. —> . / —> available for the —> .
formulation data gathering . . analogue available?
chemical of interest?
NO
What decision is being made? To meet the need defined in l
How quick does the decision need the problem formulation Conduct toxicity testing

to be made?

to fill critical data gap(s)

Through targeted studies that can
completed in the time available

There are opportunities for innovation in all steps...
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Summary

 ORD conducts science to inform decision-makers at all levels, from local officials
to federal regulatory agencies.

* We are focused on producing high quality, transparent, consistent, and
scientifically defensible assessment products.

* ORD is implementing a portfolio approach to chemical assessments, where
assessment products are matched to the decisions being made.

* New assessment products—like ETAP—allow ORD to produce assessments that
contain actionable science sooner.

Thank You!
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