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Defining “Risk”

The terms of all analyses embody values
that favor some interests.

When transparent, those assumptions can
be controversial.

An analytical-deliberative process is heeded
to create socially acceptable definitions.



RESEARCH

RISK ASSESSMENT

The realities of
risk-cost-benefit analysis

Baruch FischhoffT

Fischhoff, B., (2015). The realities of risk-cost-benefit analysis. Science, 350(6260), 527
http://dx.doi.org/10.1126/science.aaab516



Things We’ve Long Known

Risk characterization requires ethical (value,
political) choices

Climate science requires collaborationamong
multiple disciplines
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The Panel first met at a major interdisciplinary workshop organized by the AAAS
at Annapolis, Maryland in April of 1979, Using as a reference a hypothetical scenario
of how the climate might change as the result of CO, emissions, the panel identified a
variety of important issues and research questions pertaining to the nature of possible
societal perception of and responses to a climate change. The Panel’s report, published in
a DOE document, Workshop on Environmental and Societal Consequences of a Possible
CO,-Induced Climate Change (Carbon Dioxide Effects Research and Assessment Pro-
gram, Report 009, U.S. Department of Energy, CONF-7904143, 1980), emphasized the
unusual characteristics of the “CO, problem”, including its long-term, slowly developing,
and irreversible aspects, and underscored the importance of viewing the problem in the
general context of other societal problems and rapid societal change.
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O Panel IV Social and Institutional Responses. The CO, issue appears to

be a gradually developing problem that is so far proceeding too slowly to
attract significant public notice. Yet it does have aspects that are linked

to other high-priority social problems, including the development of alterna-
tive energy systems and certain environmental threats. Uncertainties inhibit
precise definition of the social costs and benefits of CO,-induced climate
change. Impacts of climate change will not be distributed uniformly; con-
sequently, the economic and social effects for each region would vary greatly.
Prevention of CO, build-up is a global matter, but individual nations or other
political units could act independently to adapt to changing climates. As sci-
entific research on CO» progresses, information regarding the risks and benefits
of climate change should be diffused through the hierarchy of social units --
ranging from individuals, families, and communities to nations and international
groups. Institutions then will be better able to identify and implement ap-
propriate strategies for dealing with the situation. Because of the varied
geophysical, biological, and societal effects that may result from C02 build-up,
the problem calls for an unprecedented interdisciplinary research effort. The
format used in this undertaking can perhaps be applied to other complex social

problems as well.
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Risk characterization requires ethical (value,
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Climate science requires collaboration among
multiple disciplines

Communication occurs on multiple levels
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BOX 1-1 THREE PRINCIPLES FOR PUBLIC HEALTH
RESEARCH TO ADDRESS ENVIRONMENTAL JUSTICE
ISSUES

1. Improve the science base. More research is needed to identify and
verify environmental etiologies of disease and to develop and
validate improved research methods.

2. Involve the affected populations. Citizens from the affected
population in communities of concern should be actively recruited to
participate in the design and execution of research.

3. Communicate the findings to all stakeholders. Researchers should
have open, two-way communication with communities of concern
regarding the conduct and results of their research activities.

http://www.nap.edu/catalog/6034/toward-environmental-justice-research-education-and-health-policy-needs
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Progress We’ve Made

NCA: readable, accessible, available, relevant
Increasing demand for the evidence, especially
when “last-mile” connections are made
Demonstrations of collaborative processes
Increasing mutual respect among disciplines



Threats to the Enterprise

Still more supply than demand for SBD

Supply of SBD not secure

Lack of standardization in risk characterization
and disclosure

Misplaced precision and imprecision in climate
science

[SBD=social, behavioral, and decision science]



Three Proposals

Pilot studies, modeling how to apply what
we've long known
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The Voice of the Patient

A series of reports from the U.S. Food and Drug Administration’s (FDA’s)
Patient-Focused Drug Development Initiative

Chronic Fatigue Syndrome and Myalgic Encephalomyelitis

Public Meeting: April 25, 2013
Report Date: September 2013
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Three Proposals

Pilot studies modeling how to apply what
we’'ve long known
SBD seal of approval



FDA Risk Communication Advisory Committee

COMMUNICATING
RISKS AND BENEFITS:

An Evidence-Bosed User’s Guide

http:/iwww.fda.gov/AboutF DA/ReportsManualsForms/Reports/ucm268078.htm



Each Chapter

Problem
State of the science
Best guesses at best practices
Evaluation
Nno money
a little money
resources commensurate with stakes
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Three Proposals

Pilot studies modeling how to apply what
we’'ve long known

SBD seal of approval

Standard high-level characterization of risk



Structured Approach to Benefit-Risk Assessment in
Drug Regulatory Decision-Making

Draft PDUFA V Implementation Plan - February 2013
Fiscal Years 2013-2017
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Figure 1: FDA Benefit-Risk Framework

Decision Factor

Benefit

Evidence and Uncertainties

Conclusions and Reasons

Risk

Risk Management

Benefit-Risk Summary Assessment

FDA. (2013). Structured approach to benefit-risk assessment for drug regulatory
decision making. Draft PDUFA V implementation plan (2/13). FY2013-2017.




Three Proposals

Pilot studies modeling how to apply what
we've long known

SBD seal of approval

Standard high-level characterization of risk
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