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& TERA
Toxicology Excellence For Risk Assessment

1250 Ohio Pike, Suite #197
Cincinnati, Ohio 45102-1239

June 3, 2019

To: Science Advisory Board, U.S. Environmental Protection Agency

From: Michael L. Dourson, PhD., DABT, FATS, FSRA

Director of Science, Toxicology Excellence for Risk Assessment (TERA)
President, Toxicology Education Foundation

Re: Public Comments

Dear Dr. Honeycutt and Colleagues,

I offer the following comments on issues before your esteemed committee.

Although it no doubt can be improved and abuse must be safeguarded, the Science Transparency
Rule is necessary from a risk assessment perspective. Why? An example may be instructive. We
currently have one chemical in judicial review based in large part on an observational
epidemiology study suggesting IQ deficits in children. If these effects were true, this would be of
grave concern. However, the study is in contrast to the wealth of other guideline-study data and
it’s suggested hypothesis has been tested in experimental animals and found not to be supported.
Moreover, the published study is missing up to 35% of the data stated to be otherwise available as
demonstrated in a recent SOT poster (attached) and the authors have not released their data, even
redacted, to EPA, despite being asked twice, despite the study being publicly funded in part, and
despite EPA’s ability to handle otherwise confidential data routinely. Determining a risk
assessment position with such data is highly uncertain and easily challenged by other scientists.
Not using data in such situations is a reasonable policy decision.

EPA has published progressive Guidelines for Carcinogen (2005) and Noncancer (2002)
Assessment and is acclaimed by all to be a leader in these areas as demonstrated by extensive use
and citation. However, risk assessment science has matured from the date of these last
publications. Concepts such as Data-derived extrapolation factors (EPA, 2014), Bayesian
Benchmark Dose (BMD), risk above the safe dose, high throughput toxicity screens, adverse
outcome pathway (AOPs), and new thinking on mode of action (MOA) all can, and should, be
integrated into revised guidelines. Several of these topics can easily and quickly be incorporated.
Other topics will likely require additional study, debate, and judgment. See a recent poster at the
NAS (2019) for one such consideration on dual MOA/AOP for the cancer findings of acrylamide
(attached).

Per- and Polyfluoroalkyl Substances (PFAS) Action Plan is important and as such should
incorporate any newly available data. Recent findings of PFOA administration to 43 cancer
patients with good renal clearance and outstanding kinetic follow-up appear to contradict
observational studies of long half lives in humans and suggest different approaches to the highly
disparate (~750-fold) safe dose assessment of different governments. EPA can take the lead here
in both a revised safe dose assessment and in research on human PFOA/S kinetic clearance to




address a more appropriate animal to human extrapolation. A recent paper submitted on this topic
can be accessed at: https://www.tera.org/about/news.html (see 5-14-19 story).

o« EPA’s Proposed Waters of the U.S. Rule is important and more or less consistent with the
definition of navigable waters in the act. Although the desire to extend the rule to vernal waters,
swamps, or marshes as some suggest is not unreasonable from several viewpoints, it would
necessitate the application of ambient water quality criteria to such waters. The development of
these criteria assumes that humans drink 2 liters of water per day and eat 6 to 20 grams of fish per
day from such waters. From a practical occurrence and risk assessment perspective this makes
little sense. The SAB might consider this risk perspective in their discussions as appropriate.

If time allows, I would be happy to answer any questions.

Sincerely,

Michael L. Dourson, Ph.D., DABT, FATS, FSRA
Director of Science

Independent *s¢ Non-Profit *** Science
A 501c3 Environmental Science NGO


https://www.tera.org/about/news.html
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