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Mr. Thomas Carpenter
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Designated Federal Officer (DFO)

Submitted via email to: carpenter.thomas@epa.gov

Re: Availability of the Science Advisory Board (SAB) Perchlorate Advisory Panel’s Draft
Advice on Approaches to Derive a Maximum Contaminant Level Goal for Perchlorate.

Dear Mr. Carpenter:

The U.S. Environmental Protection Agency (EPA) Scientific Advisory Board’s (SAB) Perchlorate
Advisory Panel (Panel) has been charged with the important task of reviewing the available scientific
information in order to provide guidance to the EPA Administrator on the development of a maximum
contaminant level goal (MCLG) for perchlorate. In response to this charge, the Panel held a meeting on
July 17 — 18, 2012 to discuss the EPA’s Whitepaper titled: “Life Stage Considerations and Interpretation
of Recent Epidemiological Evidence to Develop A Maximum Contaminant Level Goal for Perchlorate”
and how best to consider the life stage information, the epidemiologic and biomonitoring data and the
physiologically-based pharmacokinetic (PBPK) analyses for perchlorate. During the meeting, the
American Chemistry Council* (ACC) presented oral comments which focused on the lack of scientific
justification presented by the EPA’s Whitepaper for developing an MCLG for perchlorate in drinking
water. We also submitted more detailed comments for consideration by the Panel that noted several
decades of scientific data in animals and humans which indicates that perchlorate does not pose an
adverse effect at current exposure levels.

In early September 2012, the Panel released their draft “Advice on Approaches to Derive a Maximum
Contaminant Level Goal for Perchlorate? (draft Advice); the Panel will conduct a teleconference on
September 25, 2012 to discuss the draft Advice. ACC supports a thorough review of perchlorate and the
use of the best available scientific information and methodologies to support regulatory actions. However,
while the Panel’s draft Advice offers some salient points for using physiologically-based
pharmacokinetic/pharmacodynamic modeling based upon mode of action rather than the default algebraic
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approach, the Panel’s Advice does not provide adequate justification for an association of perchlorate
with adverse effects.

In the draft Advice, the Panel states that “the post-NRC epidemiology data are insufficient to guide causal
inference with regard to the association between perchlorate exposure and thyroid dysfunction in
pregnant women, neonates or the general population” and “Although no data exist on the long-term
adverse neurodevelopmental effects of perchlorate per se, the data on the adverse effects of thyroid
hormone perturbations (a down-stream effect from iodide uptake inhibition) on the developing brain
justify the need for a life stage approach. ” It is unclear why the Panel has made an inferential
determination that current perchlorate exposure levels will inevitably lead to adverse effects without
providing additional scientific justification regarding the level of iodine uptake inhibition needed to cause
thyroid hormone changes and what levels of perchlorate exposure leads to these changes. The Panel also
states in its draft Advice that it recommends “that hypothyroxinemia or subclinical hypothyroidism is
more appropriate to consider in evaluating the potential adverse health effects for pregnant women,
fetuses and infants than hypothyroidism.” However, the weight of evidence linking perchlorate to
hypothryoxinemia is limited and the scientific evidence illustrating a correlation between perchlorate
and changes in thyroid hormones is inconsistent. While Blount et al. (2006)° found a perchlorate-related
increase in TSH and decrease in T4 in women Pearce et al. (2011*, 2010°) did not find an association
between urinary perchlorate and thyroid hormone perturbations in first trimester pregnant women.

ACC strongly encourages the Panel to revise its draft Advice to: (1) clearly state that there is limited
evidence of an association to current perchlorate exposure levels and adverse effects, (2) provide a
discussion regarding the level of iodine uptake inhibition needed to cause thyroid hormone changes and
what levels of perchlorate exposure leads to these changes, (3) provide a discussion on the thyroid
hormone level changes needed to result in adverse effects and what levels of perchlorate are needed to
cause these changes, and (4) provide additional justification for using hypothryoxinemia as the sensitive
endpoint for determining adverse effects associated with perchlorate exposure. If you have any questions
or require additional information please feel free to contact me by phone at 202-249-6707 or via email at
Kimberly Wise@americanchemistry.com.

Respectfully,

Kimberly Wise, Ph.D.

Senior Director

Chemical Products & Technology Division
American Chemistry Council
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