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HUMAN HEALTH RESEARCH PROGRAM

Fundamental Research to Improve the Scientific Foundation
of Risk Assessment

Elucidate major mechanistic determinants of exposure-dose-effect
continuum leading to development of improved risk assessment
methods to

[=] Harmonize cancer and non-cancer assessments
[B] Characterize risk to susceptible subpopulations

B Assess aggregate and cumulative risk
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HUMAN HEALTH RESEARCH PROGRAM
2008

LTG 4: Risk assessors and risk
managers use ORD’s methods and
models to evaluate risk management
decisions
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Role of Research in Assessment of Health Outcomes in the
Risk Assessment and Risk Management Process, 2001
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CLOSING THE LOOP
Informing Risk Assessing
Management | =y Effectiveness of
Options: Decisions:
Regulatory Health Indicators

Risk Management | = | Exposure Indicators
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Public Health Outcomes Research
General Considerations, 2001

= Require full participation of internal and external
stakeholders

= Build on non-EPA research, e.g.

- WHO's European Region environmental monitoring systems
- WHO's Environmental Burden Disease

= Strong collaboration across ORD and STAR
program
= Need additional extramural dollars
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= What's new today?
= Report on the Environment'!
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Assessing the Public Health Impacts of Risk Management
Decisions — a problem of linkages

Data Level 1 Level 2 Level 3 Level 4 Level 5 Level 6
Available Actions by | Actions Reduced Improved Reduced Improved
EPA, and amount or | ambient exposure Human or
State, and | behavioral | toxicity of | conditions | or body ecological
T h e Ag en Cy h as other changes | emissions burden health
regulatory | by regu-
. - i lated -
Indicators that it has agencies | e
historically used to T T T T

evaluate effects of
and compliance with
regulatory actions
and advisories

Data
Unavailable
at present
Time
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Output * Measures of
Measures Human/Eco-
Health
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Framework for Indicator Research

Regulatory or

Other Action IMPROVEL] ACTION

IMPROVEL] ACTION
PROVEQ ACTION

Emissions/
Discharge

Environmental
i tal t t, .
“ehemical or microbial | CONCeNtrations

mation and deposition \
Exposure /

Human time-activity patterns,
personal & community exposures Dose

Uptake, body burden

Susceptibility factors; physiologic
mechanisms of damage & repair

Level 3 Level 4 Level 5

IMPROVED ACTION

Human Health
Response

Level 6

Figure 4. Essential Framework Guiding Research on Indicator Development
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= What's new today?

»Increased role for models!

»Increased role for
epidemiology!

»Increased role for toxicology!
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Source to Effects Models

Does ERPA need to take__ action?

Folicy f Regulatory
Standard

1

Risk Assessment

]
" 1
WwWhat action should ERPA take? :

WwWas the ERPA action successtful?
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The Workshop, January 22-23, RTP

Workshop Goal: Understand research needed to develop and validate
Indicators that can be used to assess the public health impacts of risk
management decisions.

« Recommendations for research that fits ORD’s capabilities
 Information to develop an implementation plan for conducting needed
research within ORD

January 22" — Plenary talks (indicators, PH tracking, pilot projects)

January 23" — Break-out sessions
» Clean Air Interstate Rule
» Arsenic in Drinking Water
» Cholinesterase Inhibiting Pesticides
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Sample Charge Questions:

Is there compelling Agency interest?

 Are databases available for the endpoint?

 Which environmental stressors have been associated with the
health effect?

 What is known about linkages in the source-to-effect paradigm for
the chemicals and health point of interest?

» Are there linkages to issues addressed through problem-driven
MYPs?

-
<
w
=
-
.
O
(&
L
-
—
p
)
o
<L
<L
o 8
L
2,
-




m HUMAN HEALTH RESEARCH PROGRAM

My Charge to the Workshop

* Choose wisely but don’t be afraid to
take risks.

= Think outside the box.

» Innovation on selection of endpoints.

= Think multidisciplinary teams.
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= Think new partnerships




