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National Academy of Sciences

Substantial improvements made in EPA's IRIS Program,
report says

WASHINGTON - A new congressionally mandated report from the National Research Council
says that changes EPA has proposed and implemented into its Integrated Risk Information
System (IRIS) process are "substantial improvements.” While acknowledging the progress
made to date, the report offers further guidance and recommendations to improve the overall
scientific and technical performance of the program, which is used to assess the hazards
posed by environmental contaminants.

In 2011, a Research Council committee reviewed EPA's IRIS assessment: for formaldehyde
and found deficiencies both in the particular assessment as well as more broadly in EPA's
general assessment methods. EPA was directed by Congress to implement the report's
general recommendations on the IRIS process, and the Research Council was then tasked
with assessing the changes made and recommending additional modifications.

In response to the recommendations in the formaldehyde report, EPA developed a new
document structure, added a standard preamble to all assessments that describes the IRIS
process, drafted a handbook that provides a more detailed description of this process and its
underlying principles, formed chemical assessment support teams to oversee the process and
ensure consistency, and increased opportunities for stakeholder input.

The Research Council comimittee that wrote the new report found the improved
documentation better organizes and streamlines IRIS assessments, and the preamble is
useful although it doesn't fulfill the need for a description in each assessment that indicates
how the general principles are applied. The report recommends that the handbook be peer-
reviewed, that IRIS assessments cfearly identify the members of all teams involved, and that
outside experts be engaged when needed. It adds that EPA should provide technical
assistance to stakeholders who might not have the resources to provide input into the IRIS
process,

EPA's progress Indicates that the agency is incorporating principles of systematic review:. a:
method for synthesizing scientific evidence that focuses on a specific question and uses
predefined methods to identify, select, assess, and summarize the findings of the full body of.
literature relevant to the question. The committee agreed that using this approach would
strengthen the IRIS process, and used published systematic-review standards as a reference
point to evaluate the changes that EPA has made.

A major challenge for EPA in problem formulation is determining which adverse health
outcomes should be evaluated in a specific IRIS assessment, the report says. The committee
suggested a process that includes conducting a broad literature search, creating a table that
organizes the lines of evidence and possible health cutcomes, and then examining the tahle
to decide which outcomes warrant a review. Once a systematic-review question is specified, a
protocol should be developed that makes the methods of the review transparent.

The protocol shouid include descriptions of the literature search strategy for each question
and explicitly state the criteria for including or excluding studies, and should be reviewed by
an information specialist. Such a standardized search strategy is essential for evidence
identification, the report says. EPA has also implemented a standardized approach to
evaluating evidence, and while it correctly identifies attributes that can be used to judge
study quality, it does not describe how It plans to assess the risk of bias in the identified
studies. The committee did not recommend any specific approach to assessing bias, but said
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