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EPA Staff Recommends Strict New Ozone
Standards To Address Exposures
EPA staff has found substantial remaining risks to public health from

ozone exposure and is recommending tough new air quality standards,
including a specific range — 60 to 70 parts per billion (ppb) — from which to
set a primary standard to protect human health and a distinct “secondary”
standard to protect the environment.

The agency Jan. 31 released its second draft policy assessment (PA) in
support of its review of national ambient air quality standards (NAAQS) for
ozone, which finds that remaining risks to health and public welfare “call into
question the adequacy” of the existing primary and secondary NAAQS, both

Advisors Urge Caution In EPA Assessments Of
New GM Crop Technology
Several members of a science advisory panel (SAP) are warning EPA that

an emerging pesticide technology may pose risks to non-target species and
human health, and are urging caution as agency scientists begin planning risk
assessments of products that use RNA interference (RNAi) because little data
exists to show the technology is safe.

“We’re trying to prove a negative, we’re trying to say there is no effect on
humans because we don’t have evidence of it yet,” panelist John Lundgren, an
entomologist with the U.S. Department of Agriculture (USDA), said during a
Jan. 28 meeting of a Federal Insecticide Fungicide and Rodenticide Act

After SAB Declines, Group Says Data Law
Mandates Peer Review Of CCS
EPA is facing a new call to peer review the proposed finding in its

greenhouse gas (GHG) rule for new coal-fired power plants that carbon
capture and sequestration (CCS) is “adequately demonstrated,” just weeks
after the agency’s Science Advisory Board (SAB) reluctantly declined to
review the scientific justification of the draft finding.

The Center for Regulatory Effectiveness (CRE), a group that advocates
strict adherence to the Data Quality Act (DQA), is warning EPA that the law
— and related Office of Management and Budget (OMB) guidelines on peer
review mandates — requires peer review of its proposed finding, signaling the

Toxicologists Prepare
To Advise Congress On
TSCA Bill’s Test
Provisions

A subcommittee of the Society of
Toxicology (SOT) is preparing to
renew its effort to assist congressional
staff better understand some of the
technical aspects of toxicology and
risk assessment relevant to efforts to
pass legislative reform of the Toxic
Substances Control Act (TSCA), with
hopes of helping lawmakers improve
pending legislative proposals.

While members of the subcom-
mittee — which first formed in 2010
— say they are not lobbying lawmak-
ers for specific language, there are
several issues they hope lawmakers
will address, including providing EPA
with flexibility to select appropriate
test methods, how to address aggre-
gate and cumulative exposures in risk
assessments, ensuring protections for
all vulnerable subpopulations, whether
to address dose-response thresholds
and consistent use of some technical
terms.

“We don’t want certain [test]
approaches cemented in for the next
30 years, and then science changes”
and those methods are no longer
appropriate, Daland Juberg, the
subcommittee’s chairman and North
American Leader of Human Health
Assessment for pesticide manufacturer
DowAgro Sciences, said in a Jan. 28
interview with Risk Policy Report.
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Subscribers to InsideEPA.com have access to hundreds of policy documents, including draft regula-
tions and legislation, as well as a searchable database of daily news stories and documents. The docu-
ments listed below are in addition to the background documents referenced throughout this issue. For
more information about Risk Policy Report, or for a free trial, call 1-800-424-9068.

Advisors Urge Caution In Assessments Of New Pesticide Technology (2460020)
EPA Issues Draft Spray Drift Risk Assessment Policies (2460022)
EPA Reports Struggle To Identify Less-Toxic Alternatives To BPA, Deca (2459854)
EPA Staff Recommends Options For Tougher Ozone Standards (2460008)
Farm Bill Deal Bars Stormwater Permits For Logging Roads (2459435)
Groups Says Data Quality Act Requires Peer Review Of EPA CCS (2459987)
SAB Weighs Draft EPA Guide For Equity Assessments (2459824)
Sen. Whitehouse Seeks To Limit Regulatory ‘Capture’ (2459834)
State Department’s Final Keystone Analysis Downplays GHG Impacts (2459873)
Toxicologists Hope To Advise Congress On Technical Issues In TSCA (2460021)
Waxman Touts Record Of Accomplishments In Retirement Announcement (2459679)

In Surprise, Waxman Announces Retirement And Seeks Successors
Rep. Henry Waxman (D-CA), the ranking Democrat on the House Energy & Commerce Committee and a long-time

environmental policy stalwart, is retiring at the end of the year, surprising many observers with his announcement, though
the four-decade Capitol Hill veteran says he is seeking to encourage a new generation of lawmakers to succeed him.

“After 40 years in Congress, it’s time for someone else to have the chance to make his or her mark,” Waxman said in
a Jan. 30 statement, suggesting that whoever succeeds him will have his or her work cut out on pollution control. “In
perhaps no area have the special interests held more sway than environmental policy, and I have battled them to protect
clean air and safe drinking water throughout my career,” he said.

Dan Weiss of the Center for American Progress echoed Waxman’s statement, telling reporters that “it is going to be
time for a new generation of congressional leaders to pick up Henry’s mantle and protect Americans from air, water and
climate pollution.”

Waxman’s retirement announcement follows that of Rep. George Miller (D-CA), another liberal Democrat who, like
Waxman, first came to Congress in 1974 after the Watergate scandal. Since both lawmakers come from safe Democratic
seats, their retirement — and emphasis on succession — suggests Democrats are seeking to ensure a somewhat orderly
transition to the next generation of leaders.

In Waxman’s case, he is slated to be succeeded on the energy committee by Rep. Frank Pallone (D-NJ), another
environmental stalwart who will, if re-elected, begin serving his 15th term in the next Congress.

While Waxman said he is leaving to create room for new leaders, he also noted that he abhors “the extremism of the
Tea Party Republicans” and is “embarrassed that the greatest legislative body in the world too often operates in a partisan
intellectual vacuum, denying science, refusing to listen to the experts, and ignoring facts.”

Waxman will retire with a long environmental legacy, including enactment of laws regulating pesticides in food, the
1990 Clean Air Act amendments, Safe Drinking Water Act amendments, laws reducing childhood lead exposure, the
Formaldehyde Standards Act and laws reducing greenhouse gas emissions including requiring greater efficiency in federal
buildings and procurement of clean vehicles, according to a 40-page report on his accomplishments. The report is
available on InsideEPA.com. See page 2 for details.(Doc. ID: 2459679)

Though Congress has failed to act on climate change, Waxman said the air law will provide President Obama and his
successors with authority to address emissions. “Even if Congress won’t act on climate, President Obama can” under the
Clean Air Act, which “gives President Obama — and future presidents — ample authority to achieve these emission
reductions,” he added.

And despite his strong stances for strict control requirements and obvious differences with many Republicans and
industry, his announcement drew praise from many of his long-time adversaries. “Despite our policy differences, Henry
Waxman and I have forged a friendship and respect for one another based on our shared experience as chairman of the
House Energy and Commerce Committee — a special privilege that for us feels like the best job in Congress,” energy
committee Chairman Fred Upton (R-MI) said in a statement. — Dawn Reeves
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Sen. Whitehouse In Talks With OMB To Limit Agency ‘Capture’
Sen. Sheldon Whitehouse (D-RI) is in talks with the Obama administration on possible executive actions to address

his concern that EPA and other federal agencies have been ‘captured’ by the entities they regulate, resulting in what
Whitehouse considers weak regulation or poor enforcement of laws to the public’s detriment.

In Jan. 30 remarks, Whitehouse said he has discussed with Office of Management and Budget (OMB) Director
Sylvia Mathews Burwell the possibility of tasking an office within the executive branch with “investigating and reporting
on regulatory capture . . . throughout the entire regulatory-bureaucratic landscape.”

Whitehouse did not say how well his talks with the administration are advancing but he said he hopes “to see
improvements on this front through OMB” and that Burwell and Howard Shelanski, the administrator of OMB’s Office of
Information and Regulatory Affairs (OIRA), “will be allies in our fight against regulatory capture.”

Speaking at an event at the Center for American Progress touting a new book on how to identify and fix regulatory
capture, Whitehouse said that his proposal to Burwell “tracks” language in his 2011 bill, S. 1338, which sought to create
a new office within OMB called the Office of Regulatory Integrity. Relevant documents are available on InsideEPA.com.
See page 2 for details. (Doc. ID: 2459834)

Under the bill’s provisions, the new office would have been charged with investigating and reporting “on the influ-
ence of concentrated economic interests on federal agencies that results in: (1) agency action or inaction that fails to
advance the mission of the agency or is otherwise inimical to the public interest; (2) regulation, licensing, adjudication,
grants, or other agency action that favors a limited number of economic interests or is otherwise inimical to the public
interest; (3) enforcement priorities that are not reasonably calculated to accomplish regulatory goals; and (4) a loss of
confidence in the integrity of the regulatory process.”

Whitehouse also introduced a second bill, S. 1339, in 2011 to require the creation of a federal database listing
commenters on regulations and whether “any comment of the participant affected or did not affect the content of the final
rule.” The General Services Administration (GSA), which the bill required to develop the database, was also required to
submit frequent reports summarizing the data “with an emphasis on the relative level and effectiveness of participation in
the regulatory process of economic, non-economic, and citizen interests.”

In addition to the ideas in the bills, the book Whitehouse and other speakers touted, “Preventing Regulatory Cap-
ture,” also proposes several steps to limit regulatory capture including “expanding the role of” OIRA “to review agency
inaction as well as action.”

The book, edited by Harvard University Professors Daniel Carpenter and David Moss, seeks to define and propose
solutions to regulatory capture, where regulated entities weaken or even derail regulation to the point that “the public
would be better off without the regulation.”

During the event, Whitehouse and other speakers spoke frequently of the 2008 financial collapse, the 2010
Deepwater Horizon Gulf oil spill and the recent contamination of Charleston, WV, drinking water as scenarios where
regulatory capture exacerbated or led to the disasters.

“The financial meltdown that we’ve all experienced and the Gulf disaster ought to have been enough to teach us that
doing spot cleanups after episodic scandals and recurring disasters is no way to govern,” Whitehouse said. “It’s time to
sound a lasting alarm about the prevalence and recurrence and the risks of regulatory capture and to plan a way to identify
it and root it out.”

“Whether you think that agency capture is a symptom of excessive or inadequate regulation, whichever economic
interest you think poses the greatest risk of capture, however you think capture should be resolved, making government
work right is one area in which we ought to have common cause,” Whitehouse said.

“Clearly we in Congress must meet our Constitutional obligations through oversight of the executive branch to stamp
out agency capture whenever and wherever we find it. But I fear that gridlock in Congress will make effective legislation
on regulatory capture difficult, at least in the short term. So for now we must look to the executive branch to take action,”
he added.

SAB Panel Splits On Role Of Risk Framework In Environmental Justice Guide
EPA advisors are split on whether the agency’s current risk assessment framework that it uses to ensure its regula-

tions are protective is adequate for addressing adverse environmental justice impacts that its rules may not address, a
debate that echoes divisions among industry groups and environmentalists.

During a Jan. 30-31 meeting, members of a Science Advisory Board (SAB) panel reviewing EPA’s “Draft Technical
Guidance for Assessing Environmental Justice in Regulatory Analysis” agreed that more needs to be done to address risks
to low-income and minority communities but differed on whether EPA’s traditional risk approaches should be the starting
point for any evaluations.

Several panelists, echoing long-standing concerns from equity advocates, called traditional risk assessment methods
inadequate for equity analysis while others defended agency requirements that are designed to protect vulnerable popula-
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tions and needed to ensure consistency.
“It would be really nice if we could blow up the concept that risk assessment is the only basis for doing environmen-

tal justice analysis,” Michael DiBartolomeis, of the California Department of Public Health, said near the outset of the
SAB meeting.

DiBartolomeis argued that traditional risk assessment is designed to address single chemical exposure and is failing
to adequately address the cumulative impacts facing environmental justice communities, which include multiple chemical
and other environmental stressors. Since the agency has been slow in developing tools to assess such stressors,
DiBartolomeis said EPA should adopt a precautionary approach in weighing equity issues.

But other panelists disagreed. For example, Neeraja Erraguntla, a senior toxicologist with the Texas Commission of
Environmental Quality, argued that EPA’s toxicity values often incorporate additional safety factors to protect the most
vulnerable. Also, she said EPA should strive for data on actual exposures, and note limitations of their analysis when such
data is not available.

 EPA’s draft technical guidance, released in May, advises agency analysts on how to consider environmental justice
issues that may be raised by a future rulemaking. The document follows a 2010 interim guidance, required by EPA’s
overarching PlanEJ 2014, on considering environmental justice during a regulatory action, which provided direction on
when equity issues should be considered.

The guide, which the agency plans to issue later this year, outlines how agency staff should examine regulatory
options to determine if an equity concern is created or mitigated by a rulemaking, and then consider the equity impacts
for each regulatory option. The guide also details steps analysts must take for considering equity impacts when conduct-
ing cost-benefit assessments and for when formal regulatory impact analyses are not conducted.

During the first day of the SAB meeting, Kelly Maguire, an economist with EPA’s Office of Policy, said the
guide is designed to facilitate vigorous and consistent environmental justice analyses, but also allow for flexibility since
different offices face differing resource constraints and different statutory requirements for rulemaking.

Gelena Constantine, of EPA’s Office of Research and Development, said EPA still intends to draft a section on
research gaps, and asked panelists for advice on how to approach that chapter, including suggested methods for incorpo-
rating non-chemical stressors, as well as cumulative and behavioral effects among other concerns. Relevant documents
are available on InsideEPA.com. See page 2 for details. (Doc. ID: 2459824)

Maguire also asked where EPA could obtain additional data for the analyses including information workplace
exposures and other factors that could contribute to disparate impacts in environmental justice communities, which could
help the agency better describe those communities beyond race and income.

“We know these are important, but we don’t have the analytical tool to incorporate them in the analysis,” Maguire
said of exposures to environmental stressors in addition to a regulated pollutant.

But the agency request for advice on incorporating non-chemical stressors into environmental justice reviews brought
pushback from several panelists who questioned why, after so many years, the agency is not prepared to account for
exposures facing environmental justice communities. Some noted that even if EPA had the data, they would not have the
tools and experience to evaluate it.

“How are you thinking about the experience you need to grapple with the inter-disciplinary field of environ-
mental justice when you talk about an agency dominated by risk [assessors] and economists?” Troy Abel, an environmen-
tal policy professor at Western Washington University asked.

Thomas Theis, director of the Institute for Environmental Science and Policy at the University of Illinois, said he has
not seen evidence that EPA staff has the experience to assess the behavioral and cultural factors that EPA officials are
seeking advice on and aim to incorporate in the technical guidance.

Maguire responded that the agency is seeking advice from panelists on those issues and has started bringing in staff
with relevant experience, such as behavioral economists, but that the agency also faces resource constraints.

While several panelists questioned how EPA would address the nontraditional challenge of assessing environmental
justice risks, others backed industry arguments that traditional methods should form the foundation of environmental
justice assessments.

For example, in public comments to the panel, Michael Steinberg, of the Business Network for Environmental
Justice, criticized language in the draft guide suggesting some EPA staff believed the agency’s traditional human health
risk assessment framework may not be appropriate for addressing risks to minority populations.

EPA has honed its risk assessment process for 40 years, Steinberg argued, noting that agency risk levels include
conservative assumptions and safety factors that ensure standards are protective of vulnerable populations. Although
additional analytical tools may be necessary in some cases, the existing framework has value for environmental justice
reviews, he said.

“The default assumption should be that the existing regulatory framework is already highly protective,” Steinberg
said. “Not all differences in exposure warrant adjusting the risk assessment methodology.”

Steinberg also called the guide’s goals and language unclear, and said the document inappropriately endorses
proximity to a source of pollution as a surrogate for actual exposure. The draft requires extensive revisions prior to
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release, he said.
Two members of the panel, Erraguntla, the TCEQ toxicologist, and Sue Briggum, Waste Management’s vice presi-

dent for federal public affairs, backed Steinberg’s argument that levels derived from EPA’s traditional risk assessment
framework are protective of vulnerable populations in many cases.

Briggum said the guide’s lack of specific standards will leave both industry and members of environmental justice
communities without clear understanding of how an environmental justice analysis will be conducted.

To address the concern, Briggum backed Steinberg’s suggestion of starting with conservative assumptions
derived from traditional risk assessments, and then deviating from those standards when evidence suggests they are
outdated or inaccurate. Such a method would build on work the agency has already done to protect everyone
including the most vulnerable, she said, and also create a record of why, in certain cases, additional factors required
consideration. — Dave Reynolds

EPA Sees Engineering Fixes As Alternative To ‘Safer’ Chemical Substitutions
EPA’s just-released studies on possible alternatives to two widely used chemicals acknowledges that there are re-

engineering steps manufacturers can take, rather than substitution of safer substances, to limit the toxicity of a product —
an approach long sought by environmentalists and others but generally opposed by industry — though EPA’s studies do
not detail such approaches.

EPA’s Design for the Environment (DfE) program Jan. 29 released long-awaited alternative assessments for the flame
retardant chemical decabrominated diphenyl ether (deca) and the widely used chemical bisphenol-A (BPA), each of which
acknowledges that there are product re-designs or engineering changes that could be made to products that would remove
the need for the two chemicals under assessment. The reports are available on InsideEPA.com. See page 2 for details.
(Doc. ID: 2459854)

DfE performs alternative analyses of chemicals of concern, and often in particular product applications. But the
program has long been criticized by environmental groups and members of the agency’s Children’s Health Protection
Advisory Committee for only considering drop-in chemical replacements to chemicals of concern, or chemical replace-
ments that would require minimum product engineering, rather than engineering alternatives that might avoid the use of
chemicals altogether.

Manufacturers are generally opposed to engineering solutions, fearing they would complicate product development
or increase production costs.

Members of a National Academy of Sciences (NAS) committee convened in November to provide advice to
EPA on how to better perform alternatives analyses also raised the question of whether EPA, and the committee,
should consider engineering alternatives in such analyses. The NAS committee will hold its second meeting Feb. 6-7 in
Washington, DC.

In responding to their questions, EPA’s toxics chief, Jim Jones, said any consideration of engineered solutions should
not be the primary focus of an assessment. Engineered solutions “may be a desirable element, but I don’t think it would
be [that] you couldn’t have a good [alternative assessment] without it,” he said (Risk Policy Report, Dec. Nov. 19).

In its latest alternatives assessments, DfE examined uses of deca as a flame retardant in polymers and other applica-
tions and BPA use as a developing agent in thermal receipt paper.

In the case of deca, DfE’s report states, “In addition to substituting in alternative chemicals, some organizations
advocate for moving away from certain classes of chemicals entirely (e.g., halogenated flame retardants), with product re-
design, to avoid future substitutions altogether. Product manufacturers should be mindful of the role of these organiza-
tions in creating market pressure for alternative flame retardant chemicals and strategies, and should choose replacement
chemicals — or re-designs — that meet the demands of their customers.”

The BPA report is more blunt, stating, “Another option would be to re-design thermal paper to eliminate the need for
chemical developers. In addition to reconfiguring thermal printing systems, decision-makers may wish to consider
alternative printing systems. These systems should be evaluated and compared to thermal printing to better understand
relative performance, cost, and hazard. Finally, another option would be the use of e-receipts.”

In both cases, however, the reports do not consider such options. The BPA report states that “A full examination of
the relative merits of thermal paper versus e-receipts would require the consideration of life-cycle impacts, which is
beyond the scope of this study.” And the deca report says, “Alternative materials and barrier technologies could also be
approaches for flame retardancy but were not a focus of this report.”

EPA was unable to find clear alternative chemicals to either BPA or deca that DfE staff considered preferable
from all standpoints, including bioaccumulation, persistence and multiple types of toxicity. The agency considered 29
chemical alternatives to deca and 19 to BPA. The replacement chemicals were identified with assistance from the stake-
holder groups that DfE convenes to assist in each of its assessments.

Of the 19 alternative chemicals to BPA used in thermal receipt paper, DfE concluded, “No clearly safer alternatives
to BPA were identified in this report — most alternatives have Moderate or High hazard designations for human health or
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aquatic toxicity endpoints. Persistence and bioaccumulation potential were not distinguishing for this group of
alternatives.”

For deca, the report concluded that certain otherwise promising alternatives’ environmental fate is not well under-
stood and the chemicals may pose additional hazards if ignited. “The large polymers are anticipated to be safer because
their large size limits bioavailability. Unfortunately, their long-term fate in the environment is not known and some
stakeholders point out that halogenated polymers can generate halogenated dioxins and furans during combustion;
combustion by-products are not assessed in the report.”

The Environmental Working Group (EWG) questioned earlier drafts of the BPA report — and other previous DfE
reports — pressing the agency to rank or bin the alternative chemicals. Neither final report does so. Instead, EPA pro-
vides color-coded tables showing the chemicals’ rankings for various types of human health and aquatic toxicity, as well
as persistence and bioaccumulation. For further assistance in selecting alternative chemicals, EPA suggests that readers
consult other sources, such as GreenScreen, a chemical assessment tool created by the non profit group Clean Production
Action.

“This report does not evaluate the relative hazards of alternatives, but GreenScreen . . . is one tool that can be used
for this purpose,” the deca report states.

“It seems we can do better than DfE. It’s very slow and I’m not sure that they’re changing the market,” an EWG
source says. “It would be critical for us to close the loop and . . . make some . . . policy changes happen. Instead [DfE
reports] seem like academic thought findings. They are put forward so passively that cost or timing means that people
have already made their decisions.”

As an example, the source pointed to deca, noting that its use was phased out beginning more than a year ago. EPA
reached a voluntary agreement in 2009 with the three main American producers and importers of deca to cease the
chemical’s production and importation for most products by December 2012, and for all uses by December 2013. Those
companies’ decisions on what chemicals to produce or market instead of deca had to be made long before the final DfE
alternatives assessment was available, the source says. — Maria Hegstad

EPA Staff Recommends Strict New Ozone Standards . . . begins on page one
set in 2008 at 75 ppb.

With regard to potential alternative primary standards, “staff concludes it is appropriate to consider standards with
the same indicator, averaging time and form as the current standard with alternative levels within the range from 70 ppb
to 60 ppb,” the document says. Relevant documents are available on InsideEPA.com. See page 2 for details. (Doc. ID:
2460008)

In its first draft PA, released in August 2012, EPA staff noted that new scientific evidence may warrant a tougher
standard, but stopped short of recommending a range of values. The range now being recommended is the same as that
twice unanimously recommended by EPA’s Clean Air Scientific Advisory Committee (CASAC).

EPA has also formally backed a stricter standard, proposing a 70-ppb standard to the White House as a replacement
for the Bush-era rule, though President Obama killed the rulemaking and instead let the current standard take effect.

Despite claims by former Administrator Lisa Jackson that the Bush-era rule was indefensible, the U.S. Court of
Appeals for the District of Columbia Circuit upheld the current primary standard from challenges by industry claiming its
is too tough, and environmentalists claiming it is too weak.

However, the Court remanded the secondary standard to EPA, saying the agency failed to justify its decision to
abandon an earlier plan to set a distinct secondary NAAQS using a novel form. EPA is now working on the remand in
parallel with its regular Clean Air Act-mandated five-year review of the NAAQS.

That review is already behind schedule and environmentalists are currently suing EPA, seeking to require EPA to
propose a new standard later this year and issue a final rule by Oct. 1, 2015. Their latest proposed schedule is months
later than what advocates first proposed and one they say is “eminently possible” for the agency to meet, though an
industry source notes that the proposed schedule would allow the agency to avoid issuing the proposed rule before the
2014 elections.

Regardless of the rule’s timing, many observers believe EPA will tighten the standard, after the agency under Jackson
proposed to tighten the primary standard down to 70 ppb in a discretionary reconsideration spurred by environmentalists’
concerns that the Bush EPA had ignored CASAC’s advice recommending a standard in the 60-70 ppb range.

Under instruction from President Obama, who was facing re-election and feared the discretionary rulemaking would
impose too great an implementation burden, EPA shelved its proposal setting the standard at 70 ppb.

In the new draft PA, EPA staff also recommends that the administrator consider reviving the concept of a
distinct secondary standard with a novel form, using a metric previously developed by the agency called W126 that
measures seasonal ozone exposures to plants in parts per million-hours.

EPA developed the methodology under the Bush administration, and was set to mandate its use when then-Adminis-
trator Stephen Johnson in 2008 decided it was not yet ready and opted instead to set the secondary standard at the same
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level, and in the same form, as the primary standard, reasoning that meeting the primary standard would afford sufficient
environmental protection — although the D.C. Circuit has since rejected that logic.

Environmentalists who sued EPA over the move said Johnson was swayed by White House pressure not to adopt a
distinct secondary standard - although CASAC supported the drive for a distinct secondary NAAQS.

EPA staff in the new PA says, “staff preliminarily concludes it is appropriate to consider standards in terms of the
W126-based cumulative seasonal metric with a form averaged across three consecutive years and levels extending
somewhat above 15 ppm-hrs (e.g., to 17 ppm-hrs) down to 7 ppm-hrs.” This compares to a range of 7-21 ppm-hrs
proposed by Johnson, and a limit of 13 ppm-hrs proposed by Jackson.

Some CASAC members, when discussing EPA’s first-draft PA in 2012, suggested that EPA should consider 55 ppb as
the lower limit of the range examined when when the agency sets its next primary NAAQS. For example, Jonathan Samet,
then chairman of CASAC’s ozone panel, said on a September 2012 conference call that “It looks to me that it would not
be unreasonable to use 55 ppb,” but conceded that within the CASAC panel there was a “weak” opinion in favor of this.

On that call, EPA staff said in a presentation that “staff reached [a] preliminary conclusion that the new evidence also
supports analyzing [a] standard [at] levels somewhat below 55 ppb.” However, EPA in the new draft PA and also its Jan.
31 draft risk and and exposure assessments (REAs) for ozone looks at scenarios using limits between 60 ppb and 70 ppb.

While public health advocates have expressed support for a primary standard at or even below 60 ppb, industry will
likely be pleased that EPA does not appear to be considering setting a standard below 60 ppb. Industry groups such as the
American Petroleum Institute have repeatedly expressed serious concerns about an ozone NAAQS set below even 70
ppb, questioning the scientific justification for such a move.

Industry has raised doubts about the ability of areas to meet a new, tougher NAAQS. In some areas of the country
like California and parts of the Northeast and Mid-Atlantic, ozone levels remain stubbornly elevated and state air regula-
tors have limited options to further reduce ozone-forming emissions, especially where ozone results from out-of-state
emissions. Further, some regions in the mountain West experience high levels of “background” ozone — which is
naturally occurring or results from foreign pollution.

API and others have warned that an excessively tough ozone NAAQS could place much of the country into
“nonattainment” with the standard. Areas in nonattainment must impose tougher controls on industry or ultimately face
the loss of federal highway funding if they fail to comply. Industry critics argue, however, that if background ozone levels
reach the NAAQS level, attainment is impossible.

EPA in the new draft PA notes that there are several ways to define “background,” among them North Ameri-
can Background (NAB), which combines natural ozone with ozone of non-North American origin, and U.S. Background
(USB), which combines natural ozone with all foreign ozone. EPA says that, “Seasonal mean NAB and USB [ozone]
levels range from 25-50 ppb, with the most frequent values estimated in the 30-35 ppb bin,” adding that, “From a
seasonal mean perspective, background levels are typically well-below the NAAQS thresholds.”

The agency nonetheless notes that the “Clean Air Act requires the NAAQS to be set at a level requisite to protect
public health and welfare. Case law makes it clear that attainability and technical feasibility are not relevant consider-
ations in the setting of a NAAQS.” EPA officials have previously said such issues can be taken into consideration in
measures for implementing the NAAQS, however.

The findings in the PA draw on two new REAs for the primary and secondary NAAQS. In the REA for the primary
standard, EPA says, “we have estimated that exposures and risks remain after just meeting the existing standards and that
that in many cases, just meeting potential alternative standard levels results in reductions in those exposures and risks.”
The document finds that health risks, especially for vulnerable groups such as children, are reduced progressively as
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Advisors Urge Caution In EPA Analyses Of RNAi . . . begins on page one

hypothetical NAAQS levels are made more stringent, down to 60 ppb, the lowest level examined.
In its new draft REA for the secondary NAAQS, EPA makes the same statement. However, the agency adds that,

“Overall, the largest reduction in [ozone] exposure-related welfare risk occurs when moving from recent ambient condi-
tions to just meet the existing secondary standard of 75 ppb.” If a new, novel secondary NAAQS were introduced, setting
the level at 15 ppm-hours would have little impact, the document finds.

“At an alternative standard of 15 ppm-hrs, ambient [ozone] exposure and related risk are not appreciably different
than they are after just meeting the existing standard. Meeting alternative standard levels of 11 ppm-hrs and 7 ppm-hrs
results in smaller risk reductions compared to the decreases in risk from meeting the existing standard relative to recent
conditions,” the document concludes.

All three new draft documents are open for public comment until March 24, and will be reviewed by CASAC prior to
being finalized. The ozone panel next meets to discuss them March 25-27 in Chapel Hill, NC.— Stuart Parker

(FIFRA) SAP in Arlington, VA. EPA convened the panel to inform anticipated assessments of RNAi technology in new
products seeking FIFRA-required registration for use in American agriculture.

“We know this can affect higher organisms, but we’re assuming it’s not having an effect on us,” Lundgren added.
Medical manufacturers have recently started using RNAi, which targets specific genes for silencing, to fight cancer

or macular degeneration. Industry groups say RNAi also holds tremendous promise for weed and pest control, including
the fight against growing resistance to certain commonly-used herbicides.

EPA is currently planning to conduct risk assessments of pesticide products that use RNAi, either as plant incorpo-
rated protectants (PIPs), or that are applied directly to fields. The agency says it will assess possible risks of RNAi
products under its FIFRA, Food Quality Protection Act and Federal Food, Drug and Cosmetic Act authorities.

In an Oct. 29 white paper, “RNAi Technology as a Pesticide: Problem Formulation for Human Health and Ecological
Risk Assessment,” EPA says agency staff is considering using EPA’s existing risk assessment framework for assessing
plants that are genetically modified (GM) with the bacteria Bacillus thuringiensis (Bt) for future ecological assessments
of RNAi products. Bt PIPs incorporate resistant traits and are designed to limit use of insecticides. Relevant documents
are available on InsideEPA.com See page 2 for details. (Doc. ID: 2460020)

In the paper, EPA notes that the fate of certain RNAi molecules in the environment as well as the potential for effects
on non-target species are not fully understood.

“Uncertainties clearly exist with respect to a complete understanding of all current and future applications of this
technology, however, the Agency’s previous experience with RNAi-based PIPs and attention to ongoing developments in
research on [certain types of RNAi technology] provides a basis for such assessment,” according to the agency white
paper.

Additionally, EPA staff told the panelists Jan. 28 that in the 1990s EPA registered several anti-viral pesticide products
that rely on RNAi technology, but that the way those products incorporate RNAi has only become understood in more
recent years.

EPA staff asked the SAP panel for advice on possible exposure pathways and endpoints to consider in human health
and ecological risk assessments of RNAi products. In charge questions, EPA asked panelists the likelihood of effects on
mammals from consuming plants treated with certain RNAi molecules, noting that saliva and other digestive processes
cause those molecules to break down, reducing the likelihood of exposure.

EPA also intends to assess whether plant secretions or plant decomposition in the environment could lead to effects
on non-target insects, though officials noted there is little data they can use to estimate the range of possible unintended
effects, according to charge questions. EPA also asked what effects on non-target organisms may be expected, the
likelihood those effects might occur, as well as the significance of the unintended effects on affected species.

Industry plans to bring RNAi technology to the pesticide market comes as farmers are struggling with increasing
weed resistance to existing pesticide products, including the commonly-used herbicide glyphosate. The emerging form of
GM crop also comes as advocates are questioning the long-term effectiveness of certain GM crops used with glyphosate.
This summer, food safety advocates called on both EPA and USDA to slow approvals processes for GM crops as well as
for allowable pesticide residues for the herbicides that accompany their use.

During the Jan. 28 SAP meeting, GM crop producer Monsanto and the industry group CropLife International
said EPA’s existing risk assessment paradigm, used to assess Bt PIPs, is appropriate for reviewing RNAi technology.
Taiwo Koyejo, CropLife’s manager of regulatory affairs for plant biotechnology, downplayed possible risks of RNA
interference noting it is a naturally-occurring mechanism in all mammals. Also, Koyejo said that certain types of RNA
molecules exist in food consumed around the world.

Koyejo said that barriers such as saliva and the digestive process create barriers that prevent human exposure to
RNAi molecules. And she said EPA’s past approvals of RNAi products have not led to reports of adverse effects.

Several panelists, including a USDA scientist, largely backed industry’s argument that RNAi products appear to pose
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little risk, in part because of research suggesting RNA molecules biodegrade during digestion. Brenda Oppert, an SAP
member and molecular biologist with USDA, said she and other panelists are not telling EPA that human health risks will
not occur, but are noting that existing data does not show adverse effects.

Similarly, Oppert said that while gene silencing in non-target species may be possible, agency risk assessors can
consider those risks on a case-by-case basis. But Oppert also said she is concerned about the possibility pests could
become resistant to RNAi technology and that perhaps combining the emerging technology with Bt PIPs represents the
most viable future for pest control.

Other panelists, including Brian Gregory, an assistant biology professor at the University of Pennsylvania, and
Kenneth Witwer, an assistant professor of molecular and comparative pathobiology at Johns Hopkins University,
also agreed with aspects of industry arguments, noting that barriers, such as enzymes in digestion, drastically reduce the
likelihood of exposures to RNAi molecules.

But Lundgren and several other panelists took a stronger tone, warning that possible adverse effects on human health
and the environment cannot be ruled out. RNAi technology does pose a risk for silencing genes in non-target species,
Lundgren said, adding that existing studies consider risks to individual species rather than the broad range of species that
could be exposed when RNAi products are applied to a corn field.

“Talking about non-target effects in a [petri] dish is different than the scale of off-target effects within a landscape,”
Lundgren said. “This is a hazard we need to consider moving forward.”

Several panelists backed Lundgren’s focus on data gaps in research into possible risks of RNAi products to
non-target species. Panelist George Cobb III, an environmental science professor at Baylor University, told EPA
scientists that data on the fate of certain RNA molecules in the environment is “largely absent form peer reviewed
literature.”

Guy Smagghe, head of an insect physiology and pest control research group at Ghent University in Belgium, said
EPA should consider the possible synergism of RNAi technology with other pest control mechanisms that could poten-
tially increase risks of exposure to non-target organisms.

And Martha Sandy, a senior toxicologist with the California EPA, noted that scientists have in the past thought
certain products carry no risk of exposure only to later learn that chemical exposures are occurring. Sandy cited chemical
exposures from plastic in consumer products as an example.

“It’s just a caution,” she said. “Maybe we don’t know everything we think we know.”

The advisors’ call for caution in EPA’s upcoming assessments of products using RNAi technology mirrors
arguments from advocates who in recent comments have painted RNAi as the latest in a line of GM crops that have failed
to make good on promises of reducing pesticide use in agriculture.

 In Oct 14 comments, the National Honey Bee Advisory Board (NHBAB) says, “The promise of using RNAi
technology to alter plants likewise is attractive from a theoretical standpoint, but in the context of failures of plant [GM]
use to date, brings major reasons for concern.”

Also, the NHBAB comments say, “The science is relatively early in the discovery phase and nowhere near the point
of understanding how this technology can be used safely and with any degree of predictability of its consequences.”

— Dave Reynolds

McCarthy Says Climate Change Puts Water Pollution Issues ‘On Steroids’
EPA Administrator Gina McCarthy is warning that climate change is exacerbating already difficult water pollution

challenges such as high nutrient levels responsible for toxic algae and dead zones, and is calling for more research to
better understand the problem and address it.

“Climate change, if you will, puts our water challenges on steroids,” she said during a Jan. 30 keynote speech at the
National Conference and Global Forum on Science, Policy and the Environment in Arlington, VA. “When it comes to
nutrient pollution and other dangers associated with our water systems, we simply can’t ignore the impact of climate on
those challenges.”

“We need to understand how it’s making these challenges more difficult, and we need to understand how to offer
solutions that are more sustainable,” she added.

EPA has long struggled to address nutrient pollution, which is caused by excess levels of nitrogen and phosphorous
from both point and nonpoint sources.

The elevated nutrient levels often result in accelerated growth of algae, some which can eutrophy, lowering dissolved
oxygen levels and contributing to large “dead zones” in the Gulf of Mexico and elsewhere. Other forms of algae that
result from the pollution are also harmful because they are toxic to aquatic and human health.

A recent study by U.S. Geological Survey scientists and others found that climate change could play a role in the
future in encouraging growth of golden algae, which can produce toxins that are lethal to aquatic animals and cause
considerable ecological and environmental damage.

While the algae’s spread has until now been due to human or natural introductions, the new study, slated for publica-
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tion in the March 2014 issue of Harmful Algae, found that climate change “could play a major role in future occurrences
because the projected rise in temperatures and change in precipitation patterns may lead to higher salinity levels” because
higher temperatures could increase evaporation from reservoirs.

EPA recently acknowledged that its water quality program to address nutrient pollution, climate change and other
factors undermining waters’ biological health was not as advanced as its more-traditional program addressing conven-
tional chemical pollutants and toxics.

That may have been one factor in the agency’s controversial effort in 2009 to set nutrient water quality criteria for
Florida waters. But that drew a backlash, forcing the agency to work with the state to craft its own standards that EPA
approved in a modified consent decree approved by a federal judge Jan. 7.

But officials have taken some steps to incorporate climate considerations into a range of actions taken by the
agency’s water office, and the agency has taken early steps to incorporate climate into some nutrient-related regulatory
actions.

For example, EPA in September released a study that modeled the effects of climate on streamflow, sediment and
nutrients in 20 watersheds across the country, though the results showed a “high degree of regional variability.”

And the agency recently said Vermont’s draft regulatory strategy to support a novel cleanup plan for Lake Champlain
does not adequately account for climate change impacts, including the agency’s projected increases in phosphorus runoff
in the lake due to climate change.

Those comments drew praise from the Conservation Law Foundation (CLF), which sued the agency to force a
revised cleanup plan for the lake. A CLF source says there was a fear EPA and the state would only acknowledge the
climate-related challenges without addressing those in the plan’s components, such as the effectiveness of individual
nutrient controls.

“I think the EPA is not just giving the issue high-level attention, but is asking the state and participating with the state
in drilling down to the detail level,” the source says. “What we want to make sure is that this isn’t just an exercise in
checking a box, but that this is a revolution in thinking.”

To begin to address the issues, McCarthy announced $9 million to support four organizations that plan to research
various aspects of nutrient management.

Recipients include: Pennsylvania State University to study nutrient flows in the Keystone State and the Chesapeake
Bay basin; the University of South Florida to examine nutrient challenges in coastal urban areas with aging water infra-
structure; Colorado State University to research the physical, biological, legal, social and economic factors of nutrient
management; and the Water Environment Research Foundation to study recovering nutrients from wastewater facilities to
use as a resource. Each organization received $2.2 million.

She also announced the second version of EPA’s stormwater calculator, which is designed to allow property owners
to model the annual amount of stormwater runoff from a specific site, allowing the owner to see how much runoff can be
controlled through green infrastructure practices.

The second version of the tool incorporates projected climate impacts such as changes in seasonal precipitation
levels, the effects of more frequent high-intensity storms and changes in evaporation rates. — Lee Logan

Group Says Data Law Mandates CCS Peer Review . . . begins on page one
agency will continue to face procedural challenges to its CCS determination as officials continue to take comment and
complete the landmark regulation.

“We are writing to advise you of a clear failure by EPA to comply with legally binding OMB data quality peer review
rules in proceeding with publication of its notice of proposed rulemaking concerning [the power plant rules] for carbon
dioxide emissions from fossil fuel-fired electric generating units,” CRE says in a Feb. 3 letter to EPA Administrator Gina
McCarthy. “Issuance of a final rule without compliance with the OMB peer review guidance would be a violation of law
because it would violate a number of OMB peer review mandates,” it adds. The letter is available on InsideEPA.com. See
page 2 for details. (Doc. ID: 2459987)

CRE’s head Jim Tozzi, a former OMB official, is slated to testify on the letter at EPA’s Feb. 6 public hearing on its
proposed new source performance standards (NSPS) for new power plants. Tozzi tells Inside EPA that CRE’s newest
claims are potentially precedential in controlling the administrative powers of the president, and that he will address that
point in his EPA testimony later this week. The letter also highlights the “substantive reach” of the DQA when it is used
properly, he says.

But whether the group’s claim succeeds is uncertain, as courts have generally held that the data law’s requirements
are not judicially reviewable. In addition, other federal agencies that raised concerns over EPA’s finding have so far not
sought similar peer review in their internal comments on the agency’s proposed rule.

An EPA spokeswoman says the agency has received the letter “and will respond as appropriate.”
EPA’s proposed NSPS for new power plants, being developed under section 111(b) of the Clean Air Act, would

impose a carbon dioxide emission limit (CO2) for coal-fired units at 1,100 pounds per megawatt hour (lbs/MWh), a limit
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that requires facilities to install CCS to capture about 40 percent of their CO2.
The rule would also set a limit for large gas-fired units at 1,000 lbs/MWh and for smaller gas units at 1,100 lbs lbs/

MWh that can be met without CCS.
While the rule does not explicitly mandate CCS, EPA concluded in its proposed NSPS, which the agency published

in the Federal Register last month, that the technology is “adequately demonstrated,” a Clean Air Act standard the agency
is required to meet before requiring emissions controls under 111 (b).

But critics have challenged the agency’s finding, charging that it did not meet the air law’s evidentiary standard
because the technology is rarely used for power plants, is costly and is largely untested.

During the internal administration review process other federal agencies raised similar concerns, though none raised
the DQA and peer review argument in comments submitted on the pre-publication draft.

Instead, unattributed interagency comments in EPA’s docket express general concerns about CCS.
“EPA’s assertion of the technical feasibility of carbon capture relies heavily on literature reviews, pilot projects, and

commercial facilities yet to operate,” says one agency comment that was sent to EPA in August. “We believe this cannot
form the basis of a finding that CCS on commercial-scale power plants is ‘adequately demonstrated.’”

EPA in an Aug. 19 response to that comment said it believed it had justified that CCS was “adequately demon-
strated,” but that it would evaluate the text of the rule to look for ways to clarify its basis for the finding in the final
version.

Some members of a SAB panel voiced similar concerns and sought to review EPA’s finding. But agency officials
pushed back, arguing a peer review of the rule was outside the panel’s scope because the NSPS did not explicitly mandate
use of the technology, but rather sought its use as a means of complying with the emissions standard. As a result, the panel
eventually reversed its prior call and agreed with EPA that policy questions over carbon sequestration are beyond its
oversight (Risk Policy Report, Jan. 28).

The data quality law requires EPA and other agencies to ensure that scientific and other data used to develop policy
stances are objective, reproducible and peer-reviewed. The law also requires agencies to accept and respond to petitions
to correct allegedly flawed data used in rulemakings and other decisions.

But courts have not yet held explicitly that the law is judicially reviewable, creating a hurdle for industry and other
third parties that seek to challenge data on which agencies rely.

In its letter to EPA, however, CRE argues that EPA’s proposed CCS finding is subject to peer review under the law
because it is considered a “highly influential scientific assessment” under 2005 OMB peer review guidance, which was
crafted in response to the DQA, and that the agency is therefore required to conduct an impartial outside peer review
before it can send a final version for OMB review.

Moreover, the group argues, that requirement is legally binding, referencing a 2010 ruling by the U.S. Court of
Appeals for the District of Columbia Circuit in Prime Time International Inc. v. Vilsack and a related high court ruling,
United States v. Mead Corp.

In Prime Time, a federal district court upheld an industry challenge to U.S. Agriculture Department data though the
case was later dismissed by the D.C. Circuit on other grounds. The appellate court later declined a Justice Department
request to amend the ruling to dismiss on data quality grounds too, an action cited by CRE in its letter. “Other legal
precedents from the U.S. Supreme Court and the D.C. Circuit confirm that the peer review guidance is legally binding,”
the letter adds.

Tozzi says it is premature to say whether CRE would pursue a formal DQA administrative petition or lawsuit
until it hears EPA’s response to the claims in its letter that the agency is obligated to conduct a formal peer review. “This
is a scientific [requirement]. It shouldn’t be [decided] in the courts,” Tozzi says.

He adds that the peer review CRE is calling for would be similar to but separate from review by SAB. Instead, if EPA
agrees with CRE’s claims, then such a review would occur under EPA’s peer-review guidelines that would work much the
same as an SAB review, Tozzi says.

EPA would establish a panel of experts, assign a charge and allow public input to the process, according to CRE.
The letter the group sent to EPA went through an extensive internal peer review at CRE and goes much further than

that on which the group sought comment through a “shadow docket” it posted to its website in mid-December. The earlier
draft asked EPA to determine whether its CCS finding complied with the DQA and did not raise the significant and what
CRE says precedent-setting claim that peer review is required.

The earlier letter said, “There is a need to begin immediately a review of EPA’s database on CCS to determine if the
agency’s statements on CCS availability comply with the DQA.” It also included a report suggesting that CCS does not
appear to be commercially available (Risk Policy Report, Jan. 6).

CRE says the letter is being submitted ahead of the formal public comment deadline on the proposal in March
“because we believe that this matter is especially urgent since it involves highly important national energy and scientific
integrity issue. Moreover, the non-compliance detailed herein is compromising the ability and rights of the public and
CRE to comment” on whether the proposal that requires new coal plants to install partial CCS complies with the DQA
peer review requirements. — Dawn Reeves
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Toxicologists Prepare To Advise Congress On TSCA . . . begins on page one
SOT created a subcommittee on TSCA reform three years ago, when the late Sen. Frank Lautenberg (D-NJ) intro-

duced a bill to reform the decades-old statute that governs the sale, manufacture and importation of industrial chemicals
in the United States. Since then, the group has been re-invigorated with the release last May of S. 1009, crafted by
Lautenberg and Sen. David Vitter (R-LA). A letter to Lautenberg is available on InsideEPA.com. See page 2 for details.
(Doc. ID: 2460021)

While the bill has bipartisan support, it is stalled in the environment committee where Sen. Barbara Boxer (D-CA) is
blocking it over concerns that it preempts state programs, like those in California, and fails to adequately protect vulner-
able populations and other concerns.

Vitter recently indicated he plans to revise the bill in an effort to win broader support though he does not expect
Boxer to join the latest revision.

The SOT group is by design a mix of 11 society members from various backgrounds, including academia, industry,
government and one non-governmental organization member. In all, the group has created a list of a dozen technical
issues that they believe are important for lawmakers to understand as they craft TSCA reform legislation. They are
reaching out to Congressional offices, offering to meet with interested staff and members of Congress to discuss the
topics, though to date no meetings have been scheduled.

“We’re not here to advocate,” says Juberg. We want to “ensure that the members of Congress have the latest science
on toxicology.” Juberg says the group’s ground rules include not writing legislative language. “We want to stay on the
straight and narrow and be a resource. We want to help this be a strong bill going forward that reflects the best in science
and is protective of public health,” he says.

He emphasized that the group will not weigh in on the tricky question of state preemption, or other non-scientific
policy areas. “One area we step away completely from is preemption,” Juberg said.

One of Juberg’s colleagues on the subcommittee, Mark Lafranconi, adds that the group would not be able to present a
unified position on policy, because of the diversity of SOT’s membership.

We want to be “a resource to them for topics about toxicology. For example, dose-response, one of the fundamental
elements to toxicology. While it is very simple to understand . . . it can be very convoluted in chemicals policy,” said
Lafranconi, a toxicology consultant with the firm Tox Horizons, in a Jan. 29 interview. We are “hoping to explain this
simple concept and how it is used in risk assessment, among a number of subtopics” such as “various methods used to
generate [information and] ... how those methods might be applied,” he added.

Key among the issues the subcommittee hopes to discuss is a belief that the bill needs to continue to provide
flexibility for EPA in its use of regulatory testing, rather than enshrining test methods that may not be ready for regulatory
use, or may already be outdated.

Lafranconi says one of the issues the subcommittee sees in the bill is the selection of particularly popular test
methods or approaches that are “seen in the papers, [getting] a lot of attention from government . . . but [they] may not be
quite ready” for regulatory use. “We want to be able to point out, ‘This is a very promising idea, but . . .’ We want to be
able to avoid including [that] in [bill] language and also [methods] that may be outdated.”

Lafranconi says the group wants to be sure that EPA has “the ability to order the best available science . . . In some
cases, there is no alternative to traditional animal testing. That bar is going to change as the science progresses.”

Toxicity testing methods in general is an area the group would like to discuss, Juberg says, noting that in addition to
discussing the latest technologies, SOT members would also like to explain topics such as the importance of study design,
what tiered testing means, and the role of the Good Laboratory Practice standard that many industry-funded studies adhere to.

The group would also like to be able to better explain some of the technical issues of these newer types of toxicity
testing, in part with hopes of seeing greater consistency in the bill’s terminology throughout, Lafranconi said. As an
example, he says that the bill has “mention of in silico methods, a very broad category of tests that scientists can use with
chemicals . . . The language used within the legislation is pretty inconsistent, sometimes in silico, sometimes in vitro.”

Another issue on the group’s list is language in S. 1009 that requires EPA to consider whether chemicals have a safe
exposure threshold below which harm does not occur. The language drew concerns from NGOs last year, because such
notation was seen as an effort to weaken existing agency practice in assessing carcinogens’ risks.

EPA practice is to assume that carcinogens have a linear dose-response curve, assuming that there is no safe level of
exposure to carcinogens that are mutagenic or whose mode of action, or how they cause cancer, is unknown. By contrast,
non-cancer risks are assumed to have a dose-response curve with a threshold, such that doses below the threshold will be
without appreciable human health risk (Risk Policy Report, Sept. 10).

One NGO source said last fall that it is “scientifically impossible” to prove that a chemical does not have a threshold,
so language in the bill requiring EPA to consider whether a substance has a threshold is a major win for industry because
it would allow them to pressure EPA to use less-conservative assessment methods. “Regulation of a [linear-assessed]
carcinogen imposes much stricter limits than the assumption of a threshold,” the source said.

“Threshold is one of the points that caught our attention as well,” Lafranconi says. “It’s an important question to ask,
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but not to be built into legislation. Threshold is one of those things that has a lot of controversy around it. It just seems
like a very difficult topic to be built into legislation . . .”

Juberg, however, says that it’s important to at least consider [whether there is a threshold when assessing a chemical’s
risks.] . . . We identified threshold effects as an important area because it does impact the risk assessment, non-cancer and
probably cancer [assessments too].”

Juberg adds that another topic of interest to the committee is one that he is more familiar with in the Federal Insecti-
cide, Fungicide and Rodenticide Act (FIFRA): addressing aggregate and cumulative exposures in risk assessments.

“These are very common within the agricultural world. Should they be brought into TSCA?” Juberg asks. “In FIFRA,
we have to do cumulative of all [chemicals] with the same mode of action . . . Is that something that makes good public
health sense?”

Juberg also points to the issue of considering and protecting susceptible groups, such as infants or the elderly, or
those with particular diseases or genetic makeups that make them more susceptible than the general population to a
particular environmental contaminant. “Special populations, susceptible populations, [they] get good attention in this
bill,” Juberg says. “How you define [those populations] is very important for all sectors. We want to protect all subpopu-
lations.” — Maria Hegstad

Vitter Doubts Boxer Support For Revised TSCA Bill
Sen. David Vitter (R-LA), the top Republican on the Senate environment committee, says he is revising his bill

reforming the Toxic Substances Control Act (TSCA) to include specific protections for California’s Proposition 65
labeling law, a move he hopes will broaden Democratic support for the bill and allow it to advance in spite of continued
opposition from panel Chairman Barbara Boxer (D-CA).

“The big roadblock to put it simply is Senator Boxer, but we have been building the case. It’s overwhelming now, and
I think it will be even more overwhelming in a few weeks and show she is the outlier here, even on the Democratic side,
because of particular California preemption concerns,” Vitter said Jan. 31, speaking to the American Cleaning Insitute’s
annual meeting in Orlando, FL, IHS Chemical Week reported.

The bill at issue, S. 1009, which marks a compromise between Vitter and the late Sen. Frank Lautenberg (D-NJ)
currently has 12 Democratic and 13 Republican sponsors, but Vitter told the ACI meeting that he hopes to soon introduce
a revised bill that will gain additional sponsors from both sides of the aisle.

The bill generally seeks to address TSCA reform comprehensively, revising most of the law’s current provisions. The
existing preemption language would bar states from enforcing existing chemical regulations after EPA issues a safety
determination and from imposing new restrictions on chemicals identified as “high-priority” by EPA at the time the
agency publishes a schedule for assessing safety of the substance.

In its current form, it has won strong support from industry officials, who are rigorously advocating for strong
preemption provisions to head off what they say is a patchwork of state chemical control regimes.

But Boxer has said she will block passage of the bill, pointing to concerns about the bill’s preemption provisions,
which she and some state officials have flagged as potentially adversely impacting Prop 65, California’s green chemistry
programs and other state rules.

While initial talks in 2013 between Boxer, Vitter and other senators failed to overcome differences on preemption
and other issues, Vitter and other supporters of the bill recently launched a new effort to clarify the bill’s preemption
provisions in the hope of reaching agreement.

But a Democratic Senate aide told Inside EPA that “negotiations are ongoing but so far the concerns regarding
preemption have not been addressed.”

 Vitter added in his remarks to the ACI meeting that he does not anticipate Boxer will vote for or agree to co-sponsor
the legislation, but that he is “very hopeful” that the revisions to address Prop 65 and additional Democratic support will
help in moving the legislation, according to the published report.

Vitter also committed to retaining the preemption provisions in a revised version of the bill, saying that adding
explicit protection for Prop. 65 would not affect the broader preemption measures and that the “core” of the bill would
not change, including strong preemption provisions, published reports say.

 Vitter also told the ACI meeting that he remains “determined” to pass a TSCA reform bill despite recently announc-
ing plans to run for Louisiana governor in 2015, saying he would like reform of the chemical safety law “at the top of my
list of accomplishments.”
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Revised Keystone EIS Finds Potential Climate Effects, Bolstering Critics
The Obama administration’s revised environmental assessment of the Keystone XL oil pipeline acknowledges for the

first time that the controversial project could have potentially adverse climate effects, a finding that is bolstering environ-
mentalists and other opponents who say there is now enough data for the president to veto the project.

On a conference call with reporters following the document’s release, Bill McKibben of environmental group
350.org said “this report gives President Obama everything he needs to block it.”

In the long-awaited final supplemental environmental impact statement (SEIS), released by the State Department Jan.
31, the administration again downplays the greenhouse gas (GHG) impacts of the project on the basis that the carbon
intensive heavy Canadian tar-sands crude would find its way to market even without the pipeline. Relevant documents are
available on InsideEPA.com. See page 2 for details. (Doc ID: 2459873)

By restating its belief that development of tar sands oil is inevitable, the department is able to downplay the GHG
impacts of actually using the transported oil, and focus instead on much smaller impacts from construction and operation
of the pipeline.

But the department for the first time acknowledges that, “The total direct and indirect emissions associated with the
proposed Project would contribute to cumulative global GHG emissions,” a departure from draft versions that claimed no
substantial climate impacts, environmentalists say.

The finding is bolstering environmentalists and other critics seeking to block the project because Obama last year
said he would not approve Keystone if it exacerbated GHG emissions. “Our national interest will be served only if this
project does not significantly exacerbate the problem of carbon pollution,” Obama said in his June 2013 speech unveiling
his climate agenda.

“The net effects of the pipeline’s impact on our climate will be absolutely critical to determining whether this project
is allowed to go forward. It’s relevant,” the president said in his speech at Georgetown University.

Susan Casey-Lefkowitz of the Natural Resources Defense Council said on the conference call that the report shows
that Keystone XL “fails the president’s climate test.”

In a statement, Sierra Club President Micheal Brune welcomed the State Department’s new finding, saying officials
“wisely walked away from its earlier contention that Keystone XL would have ‘no significant impact’ on climate disrup-
tion.” He said the report now concludes that the pipeline “will create the equivalent climate pollution of the exhaust of
nearly 6 million cars each year, which the president cannot fail to recognize as significant and not in the nation’s best
interest.”

And Rep. Henry Waxman (D-CA), the top Democrat on the House Energy & Commerce Committee, said in a
statement that while the SEIS is “still flawed, this environmental review recognizes that the Keystone XL tar sands
pipeline could have a significant effect on carbon pollution, depending on variables such as oil prices and transportation costs.”

The SEIS the State Department issued is not the end of the decision-making process for the controversial
pipeline, which is being sought to transport carbon-intensive crude oil from Alberta’s tar sands fields to refineries in the
Gulf of Mexico. Under the executive process governing permitting of cross-border projects, the department must still
issue a determination that the project is in the national interest before approving it.

The pipeline’s southern component, from the Gulf to Cushing, OK, is now regarded by developer TransCanada as a
separate project and is already under construction. The department does not need to issue a presidential permit for that
leg, as it does not cross an international frontier.

The project’s opponents are seeking to kill it, fearing it will significantly increase the carbon profile of the fuel
supply and even encourage increased development of the resource in part because transporting the fuel by pipeline is
generally considered cheaper and safer than rail transportation.

Noted former NASA scientist James Hansen has long said that if the project is approved, it is “game over” for
mitigating emissions that cause climate change.

Critics of the project have long urged the administration to conduct a broad cumulative impact review, hoping it will
show broader effects that they could use to challenge the project’s approval.

While the final SEIS does find potential GHG impacts from the project, it also finds that the project by itself will not
encourage development of the resource.

“The dominant drivers of oil sands development are more global than any single infrastructure project. Oil sands
production and investment could slow or accelerate depending on oil price trends, regulations, and technological devel-
opments, but the potential effects of those factors on the industry’s rate of expansion should not be conflated with the
more limited effects of individual pipelines,” the SEIS concludes.

Similarly, it says that blocking the project would not have a negative impact on production. “Cross-border pipeline
constraints have a limited impact on crude flows and prices,” it says. “If additional east-west pipelines were built to the
Canadian coasts, such pipelines would be heavily utilized to export oil sands crude due to relatively low shipping costs to
reach growing Asian markets. If new east-west and cross-border pipelines were both completely constrained, oil sands
crude could reach U.S. and Canadian refineries by rail.”

However, environmentalists say the changes in the document from earlier drafts open the door for Secretary of State
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John Kerry and ultimately President Obama to stop the project, expressing optimism amid what was earlier predicted to
be a big win for the pipeline’s backers.

Still, the SEIS remains seriously defective according to Sierra Club’s Brune, who noted on the conference call that it
“assumes that oil will come out of the ground no matter what,” while analysis of other alternatives to Keystone such as
other pipelines or moving oil by train do not support this conclusion.

Sierra Club and allied groups in a Jan. 29 letter to Kerry ask for another supplemental EIS, because the department
failed to consider the cumulative impact of both Keystone and a pending request to expand the Alberta Clipper pipeline.

That project would near double the capacity of the Clipper pipeline to deliver tar sands crude across the border from
Canada, and neglecting to take its impacts into account fails the statutory duty of the government to examine a project’s
cumulative environmental impacts, Brune said.

The project’s supporters, meanwhile, issued statements pointing to the SEIS’s overall finding that tar sands extraction
would happen regardless of the Keystone XL pipeline, and that its GHG impacts are minimal.

“Today’s report from the State Department report has once again determined that the Keystone XL pipeline — which
would mean thousands of jobs for Americans — would not cause a significant increase in greenhouse gas emissions” said
Sen. Lisa Murkowski (R-AK), ranking Republican on the Senate Energy and Natural Resources Committee.

In addition to the GHG discussion, the SEIS also includes some concessions to environmental groups and EPA over
the route of Keystone XL, which they feared would threaten the ecology and water suppliers of sensitive areas such as
Nebraska’ Sand Hills region. It includes new alternative routes, and new measures to prevent or mitigate spills of the
heavy crude oil. — Stuart Parker

EPA Seeks To Limit Exposures To Pesticide Drift Due To Inadequate Controls
EPA’s newly released draft pesticide spray drift policy warns that even applications that adhere to the product label’s

restrictions can result in spray drift, and so as a result, agency risk assessors and managers may consider additional ways
to reduce bystanders’ exposure, such as reduced spray rates and buffer zones, when registering chemicals.

EPA Jan. 29 released the draft policy — a package that includes a policy statement, standard operating procedures
for estimating residential exposures and guidance for using the agency’s risk modeling approach — for comment. The
spray drift guidance documents are available on InsideEPA.com. See page for 2 details. (Doc. ID: 2460022)

Some two decades in the making, the agency is now facing a March 31 deadline to inform a federal court on its
progress in responding to a 2009 petition from environmentalists alleging that the agency failed to consider spray drift
exposure to children in registration reviews required under the Federal Insecticide Fungicide and Rodenticide Act.

The petition also asks the agency to set “no-spray buffer zones” around schools, residential areas, parks and daycare
centers for the “most dangerous and drift-prone” compounds, including organophosphates.

EPA staff told the agency’s Pesticide Program Dialogue Committee (PPDC) in December that as part of the response,
the agency would release the draft spray drift methodology and policy, as well as similar documents for volatilization.
The methods will be included in the pesticide office’s process for approving pesticides’ registrations, and determining
how they can be used, Jeff Dawson, a scientist with the Health Effects Division in EPA’s pesticides office, told PPDC
(Risk Policy Report, Dec. 10).

Spray drift occurs when pesticides are sprayed onto fields, with farming equipment or by crop duster airplanes and
the wind carries some of the pesticide outside the treated area. Volatilization, when pesticide chemicals vaporize and
become airborne, is thought to occur even with some semi-volatile pesticides. It can also drift outside the treatment area.

EPA has yet to release the volatilization risk documents, though Dawson said that both policies would be released in
early 2014.

The spray drift guide explains that “Because it can be demonstrated that spray drift occurs even if applications are
compliant with labels, spray drift is being further examined as described in this [Residential Exposure Assessment
Standard Operating Procedures] to quantify potential risk estimates associated with exposure downwind of a treated field.
There are several actions which could be taken by risk managers that would result in lower risk estimates that should be
considered when incorporated into risk assessment.”

The document then lists several potential actions, such as “Reduce maximum application rates to those needed to
achieve desired efficacy” and “Potentially implement buffers to alleviate potential human health risks in situations.”
Other options included changing pesticide application technology in ways intended to reduce drift, such as requiring
larger droplet size of sprayed pesticides, “place restrictions around sensitive areas such as schools” or restricting aerial
applications.

Some of these suggestions, particularly the use of buffer zones, were widely protested in public comments on the
agency’s draft assessment of chlorpyrifos’ volatilization risk. The document represented the agency’s first effort at
including volatilization exposures in a pesticide risk assessment.

Released last February, the draft assessment said buffer zones ranging from 0 to greater than 4,000 feet could be
necessary to reduce children’s and other bystanders’ exposure. The calculations are based on field size, crop-dependent
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application rates, and a risk-based ‘concentration of concern’ the agency sets using the health endpoint of concern.
At the time, law firm Bergeson and Campbell suggested that EPA’s approach for assessing and mitigating volatiliza-

tion and spray drift could be very similar (Risk Policy Report, Feb. 19).
Pesticide manufacturers and agriculture groups protested that these buffer zones were not feasible, and would

drastically reduce the size of workable farms to cause farmers’ economic ruin. They pressed the agency to seek advice
from its Science Advisory Panel (Risk Policy Report, May 21). — Maria Hegstad

Conferees Drop Farm Bill Language Limiting EPA Pesticides Authorities
The consensus Farm Bill, released after marathon conference negotiations Jan. 27 and expected to be approved by

Congress later this week, no longer contains policy-specific language limiting EPA’s ability to strengthen pesticide
registration practice to address endangered species concerns and includes language EPA sought allowing it to more
narrowly address fluoride exposure.

The House-Senate conference committee dropped House language attempting to narrow EPA’s ability to address
endangered species concerns in its pesticide registration process, though lawmakers instead are requiring the agency to
report to Congress on how it is already improving its consideration of the issue.

Lawmakers also backed an EPA request to narrow its review of environmental exposures to multiple sources of
fluoride when assessing the risks of the sulfuryl fluoride, a novel approach that the agency said was required by the
Federal Insecticide, Fungicide and Rodenticide Act (FIFRA) but would force the phase-out of an important fumigant.

And lawmakers directed EPA to work with other agencies to to develop guidance to reduce bee population decline,
though they struck language in the House version of the bill that would have established a pollinator task force.

While the legislation that originally moved through the two chambers had, in many cases, sought to curb the agency’s
authority, the legislation that finally emerged from the months-long conference committee largely dropped or softened the
provisions, with the final product appearing to provide the agency with legislation bolstering its policy preferences.
Relevant documents are available on InsideEPA.com. See page 2 for details. (Doc ID: 2459453)

On FIFRA, the conferees softened House language that environmentalists feared would have effectively precluded
EPA from using assessments the Fish and Wildlife Service and the National Marine Fisheries Service — collectively known as
the services — have already conducted to impose stringent pesticide label requirements to protect endangered species.

The original House language would have created strict new requirements for EPA to modify, cancel or suspend a
pesticide’s FIFRA registration based on the services’ assessments unless the modification was requested by the manufac-
turer — even though EPA and the services are already working to implement advice from a National Academy of Sci-
ences (NAS) panel to streamline the reviews.

Instead, the final conference report requires the administration to report to Congress on its progress implementing the
NAS’ report, “Assessing Risks to Endangered and Threatened Species from Pesticides.”

The bill also includes a measure to moderate EPA’s proposed ban on sulfuryl fluoride, barring the agency from
considering the aggregate effects of other sources of fluoride when it considers the benefits of barring use of the pesti-
cide. The agency had said that FIFRA requires the agency to conduct such aggregate assessments, which in this case
resulted in an assessment that would have required the agency to ban the chemical.

While the committee struck a House proposal that would have established a task force to address declining bee
populations, it elsewhere directed EPA to collaborate with the departments of agriculture and the interior on a new
guidance that will detail methods of strengthening pollinator populations on federal lands, and best management practices
for addressing the die-offs. The guide will also include recommendations to Congress on how best to coordinate federal
efforts to address the phenomenon, and an assessment of the government’s current efforts.

A coalition of beekeeper, environmental and other groups had urged the committee to include the task force authori-
zation in its final bill, saying the effort would strengthen federal efforts to protect pollination services that contribute $20
billion to $30 billion in agricultural production annually.
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