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May 30, 2018

Mr. Tom Sinks, Office of the Science Advisor, Environmental Protection Agency
United States Environmental Protection Agency

1200 Pennsylvania Avenue, N.W.

Washington, D.C. 20460

RE: Comments on “Strengthening Transparency in Regulatory Science” Docket
ID No. EPA-HQ-OA-2018-0259

Dear Mr. Sinks;

This letter is sent on behalf of the Tribal Caucus members of EPA Region 10’s Tribal Operations
Committee (RTOC). This letter is not sent on behalf of EPA Region 10 or any employees of
EPA, but solely tribal government representatives of the RTOC. These comments are submitted
in response to the request for public comment regarding “Strengthening Transparency in
Regulatory Science,” Docket No. EPA-HQ-OA-2018-0259.

RTOC opposes the proposed rule. Insofar as scientists are required to show their work in order
to satisfy the standards of peer-review that regulate the scientific profession, “lack of guile and of
any attempt to hide damaging information” is a worthwhile objective.> However, this objective
is not mutually exclusive with the ethical obligations that necessarily must inform research. The
proposed rule asks researchers to sidestep their fiduciary duty to respect research subjects, and its
implementation would exclude valuable science—actually hindering its own stated objectives.

The RTOC is called to protect the public interest at large in response to this proposed rule, which
impacts the health of all citizens who are subject to the negligent omission of valuable data from
consideration. We stand especially for tribal members who will be excluded as a matter of
substantive representation. The purposed rule claims that it “will help ensure that EPA is
pursuing its mission of protecting public health and the environment in a manner that the public
can trust and understand.”® Where the rule would cause data affecting tribal members to be
excluded as a matter of cause, we refute this claim of trust and understanding.

The unwillingness of Tribes to release information about tribal members stems in part from a
heinous history of abuse by researchers. In the 17th and 18th centuries, American Indian body
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parts were taken from army hospitals and battle sites for phrenological research.® In a 1950s
study, Alaskan Natives were recruited to ingest radioactive iodine (I1-131), but many of the
research subjects—including children and pregnant women—could not provide meaningful
consent.* In the 1970s, 3,406 American Indian women and girls were forcibly sterilized by
Federal officials.> Also in the 1970s, the Barrows study in Alaska leaked sensationalized and
stigmatizing findings without the consent of the Inupiat community.® As recently as the 1990s, a
researcher at Arizona State University obtained two hundred sacred blood samples from
Havasupai people and wrongfully sent those samples overseas—the whereabouts of some
samples remain unknown.” Such abuse by research institutions is certainly not limited to Tribes
and their members.® In representing tribal governments who are understandably inclined to view
data collection as an unsafe enterprise, we point to the troubling way in which the proposed rule
implies that American people are a monolithic group in this sense. For purposes of so-called
transparency, people without such histories of trauma are advantageously positioned. The RTOC
questions the ability of the proposed rule to promote the “meaningful participation” of all
Americans.®

Fish surveys demonstrate that the proposed rule results in inequitable data representation. The
fish surveys demonstrate the distinctive relationship between Tribes and the health of our
Nation’s waterways, and in so doing highlights the need for diverse representation in EPA data
collection. While the general population eats 19-56 grams of fish and shellfish on average per
day, tribal members in the Pacific Northwest can eat up to 797 grams (1.75 pounds) every day.°
This is a critical issue for RTOC, as the Region 10 includes Tribes across Alaska, Washington,
Idaho, and Oregon. Tribal populations in our region are exposed to toxins that bioaccumulate in
aquatic life due to factory effluent, urban wastewater, and runoff from agriculture and cities.** In
light of our presentation of these concerns, tribal members voiced their willingness to facilitate
updated fish studies in order to protect the health of their communities at a recent Affiliated
Tribes of Northwest Indians conference.*?
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The fish surveys are scientifically rigorous while also protecting the fiduciary interest between
the researcher and the research subject. One fish survey provided by the Columbia River Inter-
Tribal Fish Commission included a confidentiality agreement for instance—barring the release
private information about tribal member participants—but also included limitations, peer review,
procedural information, and quality control.* Under the proposed rule, these fish surveys would
be excluded. Almost no activity on the reservation has more potential for significantly affecting
the economic and political integrity and the health and welfare of all reservation citizens than
water use, quality, and regulation. The proposed rule threatens to silence tribal interests where it
potentially prevents the use of the fish surveys. On our view, this seems contrary to “openness,
clarity, [and] unobstructed access.”**

Where the issue of raw data collection has been raised, the courts have permitted the EPA to use
studies like the fish surveys. In Coal of Battery Recyclers, the United States Court of Appeals
for the District of Columbia Circuit held that the EPA could use non-public data in order to
support its regulation of the amount of lead in ambient air.® In that case the regulation at issue
prevented adverse neurological effects in American youth.'® Failing to implement the proposed
regulation would have resulted in average losses of more than two intelligence quotient (1Q)
points in this country’s children.!” In another case using non-public data, epidemiological
studies protected elderly Americans from cardiopulmonary disease caused by a contaminated
respiratory environment.!® The Uinta Basin ozone concentrations in Colorado were found by the
EPA to exceed the National Ambient Air Quality Standards on the basis of non-public data.®
Occasionally, studies use data that is not publicly available, often because the research focuses
on medical issues and patient privacy is protected under other federal laws. Nonetheless—as in
the cases supra—this research is reviewed by experts in the field before it is ever considered for
policy development.

It is both pragmatic and efficient to recognize that the EPA delegates review of raw data to
experts. It was for this reason that in Coal of Battery Recyclers, the court made a distinction
between the EPA’s “reliance on a study's results from its reliance on the raw data underlying
such results.”? The proposed rule unrealistically suggests that the EPA cannot and will not
utilize the peer review that it has delegated in cases like Battery. The existing inequitable
distribution of environmental resources in America is a crisis of health and justice, and it is in the
public interest that the EPA invest wisely.
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The proposed rule seems to assume that “best available science” can be equivocated with raw
data collection, albeit the fish surveys and Battery demonstrate that demanding raw data
collection is at odds with best available science. “In a random sample of the biomedical
literature (2000-2014), none of the 268 papers shared all of their raw data. Only one shared a
full research protocol. The proportion of studies that have had all their raw data independently
re-analyzed is probably less than one in a thousand.”?! It may be the case that moving toward
open science is the best way forward, but as it stands this quixotic aspiration will stymie
scientific progress in practice because much of existing science does not qualify. In regard to
our Region 10 Tribes in particular, it is unlikely that tribal interests would benefit from the
proposed Rule.

The RTOC encourages EPA to engage with Tribes in Region 10 in government-to-government
consultation to further understand the significance of this proposal.

We appreciate your consideration of these comments.
Sincerely,

William (Billy) J. Maines
Region 10 RTOC, Tribal Caucus Co-chair
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