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Improving Scoping and Problem Formulation




Improving Scoping and Problem Formulation

Scoping and Problem Formulation are cornerstones to the development of a
scientifically robust and ““fit for purpose” IRIS

Key Questions of Stakeholder Interest

. What specific guidelines/resource materials is the IRIS Program relying upon to
define Scoping and Problem Formulation?

. Is EPA considering the NRC 2014 Review of IRIS report as the only source for
guidance?

. How is EPA IRIS utilizing the EPA 2014 Framework for Human Health Risk
Assessment to Inform Decision Making?

. How will EPA’s approach to scoping and problem formulation be peer reviewed
(i.e. as part of the IRIS Handbook that is being developed)?



Improving Scoping and Problem Formulation

According to NRC 2014 and the PCB Preamble “Scoping IS
Intended to seek input from EPA program and regional
offices including Information and the level of detail needed
to inform their decisions.”

<

¢ While the draft contains general statement that PCBs “are of
interest...due to widespread human exposure to PCBs from many
sources and through multiple environmental media,” no substantive
Information is presented that would inform the assessment from the
Individual program and/or regional offices

< Excerpts from a previous ATSDR assessment Is not an acceptable
surrogate for the detailed information expected from
program/regional offices.



Improving Scoping and Problem Formulation

Key Questions of Stakeholder Interest that can impact nature of the assessment:

1.  What current exposure scenarios and levels are of interest should be evaluated in the
planned assessment?

2. Arethere particular levels in fish that are of concern that drive the need for the non-
cancer IRIS assessment?

3. s there concern over a particular inhalation scenario, such as in schools?

4. Are program and/or regional offices considering greater restrictions if PCBs were
found to exhibit non-cancers concerns not heretofore identified?

5. Whatrisk assessment products (quantitative and qualitative) are needed by
management for informed decision making? What is needed for other analyses (e.g.,
economic analysis)?

6. Are screening level values sufficient? are best estimates needed? are distributions
needed?

7. What schedule will be followed? This will include provision for timely input to the
decision making process, as well as timely and adequate internal and independent
external peer review, where appropriate.



Improving Scoping and Problem Formulation

Summary Recommendations:

« IRIS should provide guidance on how Scoping is to be approached.

* |RIS should request written information from Program/Regional
offices including the level of detail needed to inform their decisions

« Emphasis should be on exposure scenarios/levels that can inform
the “scope” of the assessment

« Responses from Program/Regional Offices should be placed in the
IRIS docket and summarized in draft Scoping Materials for the
Stakeholder meeting with an indication of how the proposed scope
of the assessment relates to these inputs.

«  Allowing for stakeholder input is an important part of scoping and
problem formulation.



Improving Table 1
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Improving IRIS Bimonthly Discussions




Improving Transparency

Recommendations:

* We suggest that IRIS, at the close of each panel or session, provide a
quick mformal summary (“OK, here’s what I heard...”) of the major
points covered by the panelists or speakers

+ specifically in the context of how the information/discussion
can be used to inform the IRIS assessment.

« Awritten summary of the meeting should be posted along with all
meeting materials.
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