EPA Administrator, Lisa P. Jackson, signed the following notice on February 2, 2011, and EPA is
submitting it for publication in the Federal Register. While we have taken steps to ensure the accuracy of
this pre-publication version, it is not the official version. Please refer to the official version in a forthcoming
Federal Register publication, or on GPO's website (http://www.gpoaccess.gov/fr/index.html).
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ENVIRONMENTAL PROTECTION AGENCY

[EPA-HQ-OW-2008-0692, EPA-HQ-OW-2009-0297; FRL- - |

RIN 2040-AF08

Drinking Water: Final Regulatory Determination on Perchlorate

AGENCY: Environmental Protection Agency (EPA).

ACTION: Notice.

SUMMARY: This action presents EPA’s (or the Agency’s) final regulatory determination for
perchlorate in accordance with the Safe Drinking Water Act (SDWA). Specifically, EPA has
determined that perchlorate meets SDWA’s criteria for regulating a contaminant —that is,
perchlorate may have an adverse effect on the health of persons; perchlorate is known to occur or
there is a substantial likelihood that perchlorate will occur in public water systems with a
frequency and at levels of public health concern; and in the sole judgment of the Administrator,
regulation of perchlorate in drinking water systems presents a meaningful opportunity for health
risk reduction for persons served by public water systems. Therefore, EPA will initiate the

process of proposing a national primary drinking water regulation (NPDWR) for perchlorate.
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DATES: For purposes of judicial review, the regulatory determination in this notice is issued as
of [INSERT DATE OF PUBLICATION IN THE FEDERAL REGISTER], as provided in

40 CFR 23.7.

ADDRESSES: EPA has established dockets for this action under Docket ID numbers EPA—
HQ-OW-2008-0692 and EPA-HQ-OW-2009-0297. All documents in these dockets are listed

on the http://www.regulations.gov Web site. Although listed in the index, some information is

not publicly available, e.g., Confidential Business Information or other information whose
disclosure is restricted by statute. Certain other material, such as copyrighted material, is not
placed on the Internet, but will be publicly available in hard copy form. Publicly available

docket materials are available either electronically through http://www.regulations.gov or in hard

copy at the Water Docket, EPA/DC, EPA West, Room 3334, 1301 Constitution Ave., NW,
Washington, DC. The Public Reading Room is open from 8:30 a.m. to 4:30 p.m., Monday
through Friday, excluding legal holidays. The telephone number for the Public Reading Room is

(202) 5661744, and the telephone number for the EPA Docket Center is (202) 566—2426.

FOR FURTHER INFORMATION CONTACT: Eric Burneson, Office of Ground Water and

Drinking Water, Standards and Risk Management Division, at (202) 564-5250 or e-mail

burneson.eric@epa.gov. For general information contact the EPA Safe Drinking Water Hotline

at (800) 426-4791 or e-mail: hotline-sdwa@epa.gov.
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Abbreviations and Acronyms

CBl—confidential business information
CCL—Contaminant Candidate List

EPA—U.S. Environmental Protection Agency
FR—Federal Register

HRL—health reference level

kg—kilogram

L—liter

MCL—maximum contaminant level
MRL—Minimum Reporting Limit

NOEL—no observed effect level
NPDWR—National Primary Drinking Water Regulation
NRC—National Research Council
PBPK—Physiologically-Based Pharmacokinetic
PWS—public water system

RfD—reference dose

SDWA~—Safe Drinking Water Act
UCMR—Unregulated Contaminant Monitoring Rule

ug—microgram (one-millionth of a gram)
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U.S.—United States

SUPPLEMENTARY INFORMATION

I. General Information

Does this Action Impose Any Requirements on My Public Water System?

Today’s action notifies interested parties of EPA’s determination to regulate perchlorate,
but imposes no requirements on public water systems (PWSs). However, this action also
initiates the process to develop a national primary drinking water regulation NPDWR) for
perchlorate. At such time as the Agency establishes an NPDWR, certain PWSs will be required
to take action to comply with the regulation in accordance with the schedule specified in the

regulation.

II. Background

A. What is the Purpose of This Action?

The purpose of today’s action is to present EPA’s final determination to regulate

perchlorate in drinking water, the rationale EPA used to make this regulatory determination, and

EPA’s response to certain key issues raised by commenters on previous Federal Register (FR)
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the inability of the model to reflect iodide nutritional status was cited by commenters and three
of four peer reviewers as an important limitation (USEPA, 2008d). Also, several commenters
stated that the risks to breast-fed infants and young children are not adequately addressed by the
model. They challenged that the modeling analysis is based on average weight infants and
healthy adults, while the sensitive life stages for perchlorate include premature infants and
hypothyroid women.

After further consideration of the peer review and public comments, EPA concludes that
the PBPK modeling analysis, in the context of the perchlorate regulatory determination, is useful
in examining which life stages are most susceptible to the effects of perchlorate. For example,
the model indicates that a fetus may be seven times more sensitive to the effects of perchlorate
than a pregnant woman. The model also allows for the estimation of the concentration of
perchlorate in breast milk (thus breast-fed infant exposure) at various maternal perchlorate
exposure levels. However, because of the stated limitations, EPA has decided the model does
not directly bear on the current decision regarding the need for a NPDWR for perchlorate. EPA

is continuing to evaluate whether the model could be used in setting a NPDWR for perchlorate.

F. Next Steps

EPA is initiating the development of a proposed NPDWR for perchlorate. However, this
is not the end of a decision process but a middle step in a process that leads to a final drinking

water standard. Based on this decision, EPA intends to publish a proposed NPDWR for public
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review and comment within 24 months of this notice.” EPA will continue to evaluate the science
as we develop the proposed NPDWR. EPA will, as part of the proposed NPDWR, present a
health risk reduction and cost analyses, an analysis of feasible treatment methods, and an
analysis of small system compliance technologies. EPA will also consult with the National
Drinking Water Advisory Council, the Science Advisory Board, and the Secretary of Health and

Human Services, as required under SDWA.
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Dated:

Lisa P. Jackson,

Administrator.

BILLING CODE 6560-50-P
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