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Note: GAO comments
supplementing those in
the report text appear at
the end of this appendix.
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441 G Street NW, Room 2135
Washington, DC 20548

Dear Mr. Stephenson:

Thank you for the opportunity to review and comment on the Government
Accountability Office’s (GAO) draft report, “Low Productivity and Lack of
Transparency Limit the Usefulness and Credibility of EPA’s Integrated Risk Information
System™ (IRIS). Recognizing that EPA will, in all probability, respond to the final
version, I would like to comment briefly on the productivity and transparency issues that
are discussed in the draft report, which we believe are misrepresented in the report’s title
and throughout the report.

Since GAO raised many issues already recognized by EPA, the Agency has becn
actively working on revisions to its IRIS process. We believe these revisions will
improve the productivity and transparency of IRIS. It should be noted that although
GAO discusses some of the aspects of EPA's ongoing efforts to update the IRIS process,
and comments on the potential effects of the proposed changes to the process, the GAO
draft report refers to an outdated draft (internal) document. Consequently, some of the
steps or procedures presented by GAO in its draft report have changed or will no longer
be relevant in the final process. GAO’s draft report should acknowledge that they were
working from a draft intemal document, and therefore that GAO’s conclusions and
recommendations may be erroneous when compared to the final IRIS process.
Nonetheless, EPA will consider each of the GAO's recommendations in light of the new
IRIS process, even though these recommendations were based on the outdated draft
document.

Under the new process, EPA’s increased involvement of other agencies and the
public will help us identify scientific issues earlier and foster better communication and
sharing of information, which will ultimately help streamline the IRIS process. It is
worth noting that under the new process, specific time limits for each step in the process
will imptove the timeliness of completed assessments. For example, public and
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interagency review periods will be for fixed and relatively short durations. Interagency
and public review will therefore represent only a small fraction of the total time required
See comment 4 to complete an IRIS assessment. For most chemicals, the IRIS process will take between

' three and four and a half years. For the small number of mission-critical chemicals, the
process may take an extra one to one and a half years. EPA believes the new IRIS
process, in combination with the increased resources for the program provided in recent
years, will lead to increased productivity in achieving completed assessments.

Although only briefly recognized in GAO’s draft report, today’s IRIS assessments
are much more sophisticated, complex, and of higher scientific quality than at any other
time in the program’s history. The increased complexity of chemical assessments often
leads to extensive public comments and more rigorous levels of internal and extemal peer
review, which is one of the most important reasons for delays in the IRIS process.

See comment 6 Additionally, recent external peer reviews by EPA’s Science Advisory Board (SAB) and

: the National Academy of Sciences (NAS) have requested that even more sophisticated
analyses, such as quantitative uncertainty analysis, be performed and presented in some
IRIS assessments. These issues, and EPA’s responsiveness to them, are given too little
attention or are unfairly criticized in the GAO draft report.

" See comment 5.

Also, the IRIS program has increased the rigor of its scientific peer review.
Specifically, the external peer review process has been changed from letter reviews to
See comment 7. face-to-face panel peer reviews that arc open to the public. This has encouraged public
interaction with the peer reviewers. Members of our Board of Scientific Counselors )
(BOSC) that recently reviewed the IRIS program indicated that “the extent of peer review
for IRIS . . . exceeds most other examples with which the subcommittce members were
familiar.”

Transparency is critical to an effective IRIS process. It is equally important that
scientists and policymakers be able to have full and frank discussions. Clearly, the
quality of government decisions is better and stronger when healthy skepticism is not
See comment 8. discouraged. The current IRIS process strikes a balance between these two principles by
encouraging open discussion of science and science policy questions, while appropriately
protecting the deliberative process. Enhancing transparency through these and other
measures necessarily means bringing many parties into the IRIS process. However,
increased participation does not diminish EPA’s accountability as the final decision-
maker in establishing IRIS health values. All final IRIS asscssments must also stand on
their own merit by undergoing public and external peer review. It is noteworthy that in
addition to having a transparent process, it is important to ensure transparency in the
content of IRIS assessments (e.g., the rationale for relying on or using specific data sets,
See comment 9. assumptions, or models). The GAO draft report does not comment on this facet of
transparency, which directly bears on the content and quality of IRIS assessments.
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We have taken a number of spéciﬁé steps to enhance transparency in the IRIS
program. For example:

e We created IRIS Track on our web site to let everyone know the status of every
See comment 10. chemical being worked on by EPA. This step opened up the process to all
stakeholders, provided much greater transparency than before, and enabled
interested parties to follow the progress of an assessment.

¢ Final documents are now published on the IRIS public web site. This includes all
external public comments received and all the responses to the comments. The
entire record of the assessment available to the public.

See comment 11.

o IRIS has expanded the nomination process for new assessments to inciude a
See comment 12, Federal Register Notice to allow the public to nominate chemicals, as well as a
direct request to EPA Offices and other federal agencies asking for their
nominations as well.

Like GAO, the Environmental Protection Agency highly values the IRIS
Program, which stands as a model for: the international scientific community of
unbiased, public, external peer review; the application of new scientific advancements in
risk assessment; and focusing government efforts on priority chemical risk issues.
According to the most recent review of the IRIS program by BOSC, “The
comprehensiveness, transparency, and consistency of the IRIS approach has made it into
the internationally-recognized standard in hazard characterization.”

EPA is committed to continual enhancement of the IRIS Program, and in that
spirit, we appreciate your attention to the program. If you have any comments or
questions on our response, please contact me or Kevin Teichman, Deputy Assistant
Administrator for Science, at (202) 564-6620.

Best regards,

George Gray
Assistant Administrator
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