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Toxicology Excellence for Risk
Assessment

Non-profit,501(c)(3) corporation; mission to
protect public health

Founded in 1995; current technical staff of 16
plus several visiting scientists.

Completes roughly 50 technical projects per
year for government and industry

Focus on — solving risk issues by
— technology leadership,
— building bridges and using collaborative processes

http://www.tera.org
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TERA Program Areas

Risk Assessment Research, Development and
Training

Peer Review and Peer Consultation

International Toxicity Estimates for Risk (ITER)
— comparative database of risk information

StateHELP — pro bono risk support for State
and local risk assessors.



Genesis of the Alliance of Risk
Assessment Concept

e Concept was born out of recognition that we as
a risk science community need to enhance
timeliness of guidance to risk managers.

« TERA's pro bono StateHELP program is well
received and used, but with only 10 free hours
per year per state the program is too small for a
major impact.

« We built an approach building from concepts
learned In our interactions in collaboration
building with states and industry stakeholders.
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for Risk Assessment

A process to facilitate
communication and collaboration
toward development of useful and

timely risk science products.
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Alliance for Risk Assessment (ARA)

Stakeholder Process
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Key Benefits of the Alliance

Promotes science-based decision making to protect
human health

Enhances harmonization and consistency in risk
assessments thru an open, transparent, multi-
stakeholder approach

Provides user control of own process, while providing
parallel process for shared help.

Maintains essential core group of experts that are
normally not available within a single agency or state

Shares costs and human resources among multiple
stakeholders to increase output



ARA Work Flow
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ARA Funds Flow
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ARA Steering Committee

* Provides advice to ARA Partners on
mission- relatedness, project
prioritization, Conflict of Interest,

e Scientists:
— 2 States
— 1 Tribe
— 1 Env. Group
— 2 Federal
— 1 Industry
— 1 Academic
— 2 ARA Partners



Why Would Diverse Groups
Provide Funding?

The Alliance for Risk Assessment (ARA) mission...
— Aligns with many public health goals.
— Provides value; timely; enhanced credibllity.

— Allows Stakeholder input — e.g., via Steering
Committee; technical panels.

— Gives an opportunity for harmonizing risk values.

Over the years nonprofit corporations have
demonstrated the concept can work.

NLM & TERA have success in building ITER; ~200,000
hits per month demonstrates likely value of ARA
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sSuccess Stories
In Collaboration Building

Peer Reviews of ESLs developed by State of Texas use
the ARA approach.

Implementing a Peer Consultation approach with State
of Michigan for and DOW related to dioxin.

Used peer review for industry resorcinol RfD; used by
State of Pennsylvania for clean-up activities.

Worked with State of West Virginia and DuPont to
develop provisional clean-up levels for air and water for
PFOA, while awaiting Federal EPA response.

11



NLM’s Toxnet
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Number of Users
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Does This Effort Duplicate Current
Federal Efforts?

o This effort does not duplicate ATSDR MRLs, EPA IRIS,
FDA ADIs, Health Canada TDIs or RIVM TOCs.

* To the contrary, ARA shares resources to avoid
duplication because:

— It does not replace individual regulatory processes; ARA users
tap in as appropriate.

— Many risk values/issues will never be worked by federal groups.

— Current federal approaches have resource limitations; thus, new
chemicals addressed without duplicate effort.

— Update of older values can benefit federal groups as one
technical input to internal deliberations.

— ARA goes beyond risk values/issues — it is also a shared
resource for training and data communication.
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ARA Supports Existing Risk Values

B s 1 1 UNITED STATES ENVIRONMENTAL FROTECTION AGENCY

December

OSWER Divective 9285.7-53

MEMORANDUN

SUBJECT: Human Health Toxicity Values m Superfund Risk Assessments

FROM: Michael B. Cook, Director /s
Office of Superfind Remediation and Technology Innovation

TO: Superfund National Policy Managers, Regions 1 - 10

Purpose

This memorandum revises the hierarchy of human health roxicity values generally
recommendad for use in risk assessments, onginally presented in Risk Assessment Guidance for
Superfund Volume I, Part A, Human Health Evaluation Manual (RAGS) (OSWER 9285.7-028,
EPA/540/1-59/009, December 1959)

(lttpa/ oo epagovsuperfund prograuns/msk ragsamdex. i)

It updates the hierarchy of human health toxicity values and provides guidance for the
sources of toxicity information that should generally be used in performing hwman health risk
assessments at Comprehensive Environmental Response Compensation and Liability Act
CERCLA or “Superfund™) sites. It does not address the simation where new toxicity
information is brought to the attention of the U.S. Environmental Protection Agency (EPA). It
also does not provide guidance or address toxicity or reference values for ecological nisk

This memorandum presents current Office of Solid Waste and Emergency Response
(OSWER) technical and policy reconumendations regarding human health toxiciry values in risk
assessments. EPA and state personnel 1 cept other technically sound approaches,
either on thewr own mitiative, or at the sug Iy responsibl ties, or other
mterested parties. Therefore, mterested parties are free to rise questions and objections about
the substance of this memorandum and the appropriateness of splication of this document to
a particular situation. EPA will, and States should, consider whether the recommendations or
interpretations in this memorandun are appropriate in that sitwation. This memorandiun does
not impose any requirements or obligations on EPA, States, or other federal agencies, or th
regulated community., The sowrces of authority and requirements in this matter are the re

EPA OSWER Directive 9285.7-53

Provides guidance for
sources of toxicity
Information that may
be used in performing
human health risk
assessments

ITER can supplement
existing toxicity data

ARA can provide
Tier Il values
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Why a non-profit?

From a government perspective, non-profit status has four benefits:

* Independence / Objectivity. We are chartered to operate and act
free of commercial or political bias, so we take an objective stance.

« Superior Value. All monies go to supporting our mission, allowing
us to devote the greatest resources to our work and delivering the
highest value for the government dollar.

* Usable Results. We are outcome driven and results oriented; our
value is measured by the utility of our work—we help sponsoring
organizations make a difference.

 Kindred Spirit. We share the spirit of public service; we understand
the inner workings and detailed tasks that are the key to achieving
progress.
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A Collaborative
Approach for Solving
Public Health Risk
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Contact Us

Toxicology Excellence for Risk Assessment (7ERA)
Dr. Andrew Maier

maier@tera.org

513-542-7475 x23

National Library of Medicine
Philip Wexler
wexlerp@mail.nlm.nih.gov
301-496-6346

For the best of reasons

Noblis

Andrew Rak
Andrew.rak@noblis.org
703-610-2166

c1c

Concurrent Technologies Corporation (CTC)
Chuck Tomlijanovic

chuck-t@ctc.com

814-269-6834
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