@ WHEATFIELD

- THE OFFICE OF THE SUPERVISOR

September 30, 2016 Via Federal Express

Mr. Michael Latham, Director

Division of Land and Water Resources
NYS Department of Agriculture & Markets
10B Airline Drive

Albany, NY 12235

RE: AML §305-a(1) Review of the Town of Wheatfield's Local Law No. 3
and No. 4 of 2014

Dear Mr. Latham:

I 'am writing to supplement the Town's July 11, 2016 response to your June 9,
2016 letter addressed to Steven J. Ricca, Esq., special counsel to the Town, concerning
the review by the NYS Department of Agriculture and Markets (the "Department”) of
the Town of Wheatfield's Local Laws Nos. 3 and 4 of 2014, which, among other things,
collectively prohibit the land application within the Town of Wheatfield of specified
wastes containing or derived from human waste, pathogenic organisms and/or
municipal wastewater (hereinafter, "Town Biosolids Law").  Specifically, | have
enclosed the recent testimony of Dr. Howard Freed, the former Director of the New York
State Department of Health's Center for Environmental Health (CEH), before the New
York State Legislature Joint Public Hearing on Water Quality on September 7, 2016.
Dr. Freed’s testimony is fully consistent with the Town's position with respect to the
threats posed by the land application of biosolids in the Town and the continued refusal
of the Department, the New York State Department of Environmental Conservation
(NYSDEC) and the New York State Department of Health (NYSDOH) to acknowledge
the extensive and growing body of scientific literature indicating that current sewage
disposal technology and existing regulations are inadequate to ensure that all harmful

contaminants are removed from biosolids.

Throughout this review process, the Department has refused to undertake any
independent review of the scientific literature concerning the prevalence of emerging
contaminants in biosolids. Instead, the Department has relied upon unsupported
assurances from certain individuals within NYSDEC and NYSDOH that the land
application of biosolids can be conducted pursuant to existing State regulations without
"undue risk" (despite the fact that neither department has, in fact, conducted a risk
assessment concerning this practice). In the Department's June 9, 2016 letter, you also
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enclosed a June 25, 2015 letter from the current Director of CEH that concluded that
NYSDOH was not aware of "any published studies that provide clear evidence of
significant human exposures or unusual adverse health effects caused by biosolids land

application.”

In Dr. Freed’s attached September 7" testimony before the New York State
Senate and Assembly's Standing Committees on Health and Environmental
Conservation, he forcefully criticized this passive, reactive approach to assessing
public health threats posed by chemical contamination. While Dr. Freed testified
specifically about CEH's clear failures with respect to the PFOA contamination
discovered in drinking water supplies in Hoosick Falls, he clearly emphasized that those
failures were rooted in an institutionalized pattern of downplaying the risks associated
with chemical contamination. As Dr. Freed testified, he "worked to change the
institutional culture at CEH from an agency that found reasons not to act, to a culture
that would more aggressively provide public health protection .... | received much less
than full support from the staff in this effort" (emphasis in the original). As Dr. Freed
explained, "Since its beginnings around 1980, after the Love Canal incident [located
less than a mile from the Town of Wheatfield, incidentally], CEH has adopted the
minimizing approach, which means trying to avoid governmental action unless a
chemical has a demonstrable risk, and the risk of harm has been proven to its
satisfaction.... When there is nothing proven, CEH has always emphasized scientific
uncertainty over what many others see as clear warnings of real risk to the public"

(emphasis in the original).

The problem with this approach, Dr. Freed testified, is that CEH scientists "can
be wrong, and in my judgment, by always minimizing the health risks of environmental
pollution, they are" (emphasis in the original). "Unfortunately,” Dr. Freed testified,
"always minimizing the risk of ingesting toxins in drinking water is a pattern of
behavior doomed to fail the people of New York" (emphasis supplied).

To combat this dangerous regulatory posture, Dr. Freed has recommended that
a permanent, impartial Advisory Panel of Experts be created to advise the
Commissioner of Health and CEH regarding public health standards and
recommendations, and he also recommended that NYSDOH and CEH adopt a
"precautionary approach to protecting public health, such that they act to protect the
public when there is evidence of harm, and not wait for conclusive evidence of harm,
especially when conclusive proof is unlikely to become available in the foreseeable

future” (emphasis in the original).

On behalf of the people of the Town of Wheatfield, | respectfully submit that the
Department's review of the Town's Biosolids Law, which has relied so heavily on the
mere existence of a NYSDEC permitting process and CEH's cursory assurances
concerning health risks, suffers from the critical shortcomings identified in Dr. Freed's
testimony. It cannot be disputed that there is serious evidence of potential harm that
could result from allowing the land application of biosolids (as outlined in the Town's
Negative Declaration adopted as part of the approval of the Biosolids Law and in



subsequent submissions to the Department). Unfortunately, the agencies upon which
the Department has relied have consistently sought to dismiss that potential risk as
inconclusive. This is a grave injustice to the people of Wheatfield, just as the State's
initial response to the crisis in Hoosick Falls was to the people in that community.
Moreover, in light of the indisputable failures of NYSDOH in initially downplaying the
risks presented by PFOA, it is further submitted that, at the very least, the Department
must reject its reliance of NYSDOH's June 25, 2015 letter as forming any basis for the
Department's analysis. The Town also urges the Department to adopt the
"precautionary principle” recommended by Dr. Freed in evaluating the potential risks
posed by biosolids land application in the Town. This is particularly important in light of
the unrefuted evidence, presented by the Town, that the vast majority of soils in the
Town are inappropriate for land application, even under NYSDEC's outdated

regulations.

As | assume you are aware, the Town of Wheatfield has borne more than its fair
share of environmental risks associated with past practices that were improperly
deemed to be safe at the time. The Love Canal tragedy unfolded immediately adjacent
tothe Town, and NYSDEC has only recently re-classified the Town Landfill (where Love
Canal wastes were buried) as a significant threat to the environment. Allowing the land
application of biosolids under an outdated regulatory scheme and in the face of
considerable, credible scientific evidence questioning the safety of this practice, is
simply not another risk that we should be asked to bear.

Very truly yours,

P
E, Supervisor

Enclosure
Cc: Hon. Charles E. Schumer Rebecca J. Wydysh
Hon. Kirsten Gillibrand Kathryn L. Lance
Hon. Christopher Collins David E. Godfrey
Hon. John D. Ceretto NYS Association of Towns
Hon. Robert G. Ortt NYSDOH Commissioner

NYSDEC Commissioner



Testimony for Public Hearing

Senate Standing Committee on Health
Senate Standing Committee on Environmental Conservation

Assembly Standing Committee on Health
Assembly Standing Committee on Environmental Conservation

September 7, 2016

Good Morning. My name is Dr. Howard Freed. | am a licensed and board certified
physician with 35 years of experience practicing medicine, with an interest in the
health effects of man-made environmental chemicals. I graduated from the Mount
Sinai School of Medicine in 1971 and after training I worked at Albany Med from
1978 to 1996 in a variety of patient care and administrative roles. Prior to working
at the NYS Department of Health, I was Chairman and Chief of Emergency Services at
D.C. General Hospital and a Professor at Howard University and the Georgetown
University School of Medicine. In 2008 I was appointed the Director of the NYS
Department of Health’s Center for Environmental Health, also known as CEH. In
New York State government, CEH is the unit responsible the evaluation of the health
effects of man-made chemicals, including PFOA. The bureau of state government
now involved in the issues surrounding PFOA is CEH’s Bureau of Water Supply

Protection, which I directly supervised for my 3.5 years at DOH.

In my role as Director, I worked to change the institutional culture at CEH from an
agency that found reasons to not act, to a culture that would more aggressively
provide public health protection. It was a significant and daily challenge to change a

workplace culture that has been in place for decades. I received much less than full

support from the staff in this effort.



Section 1 Minimizers vs. The Precautionary Principle

In the field of respected physicians and scientists evaluating the health effects of
environmental chemicals there are 2 main schools of thought. One, which has a
tendency to downplay the human health effects of environmental chemicals, I call
the minimizers. Minimizers are concerned about unnecessarily alarming the public,
and believe it is an error to take government action when a risk to human heaith has,

in their judgment, not been sufficiently demonstrated.

The other school of thought takes a more precautionary approach, and uses a version
of the Precautionary Principle, which essentially holds that regulators and other
decision makers responsible for public health should act to protect the public when
there is evidence of harm, and not wait for conclusive proof, especially when

conclusive proof is unlikely to become available in the foreseeable future.

With these two schools of thought there are two ways to describe the current
scientific literature on the health effects of PFOA: one minimizing the risks, the other

more precautionary. As an example, both of the following very different statements

are true;:

First a description minimizing the health risks of PFOA:
“Human studies show that increased exposure to PFOA might increase the risk for
some health effects but those studies have scientific limitations. Human studies are

difficult to interpret, and we cannot be sure that PFOA caused the observed health

effects.”

Now a precautionary interpretation of the same scientific literature:
“Studies both in people and in animals have shown a link between PFOA exposure and

testicular and kidney cancer. There is a distinct probability that such an association

exists.”



Both of those statements are true.

Section 2 How CEH Operates

Since its beginning éround 1980, after the Love Canal incident, CEH has adopted the
minimizing approach, which means trying to avoid governmental action unless a
chemical has a demonstrable risk, and the risk of harm has been proven to its
satisfaction. That has been the nature of CEH for many years and through many

administrations. CEH’s evaluation of PFOA in the Hoosick Falls municipal water

supply occurred in this minimizing context.

The minimizing by CEH is usually subtle, and DOH never says anything untrue. The
scientists are highly professional and know the peer-reviewed scientific literature.
DOH'’s minimizing health risks is not in changing the facts, but in evaluating and
interpreting facts. When there is nothing proven, CEH has always emphasized

scientific uncertainty over what many others see are clear warnings of real risk to

the public.

DOH has informed the public that there are studies associating PFOA with serious
health effects, including cancer, and DOH has advised the public to try to limit their
intake of PFOA. But the question before us today is not about the facts. It is about
how CEH communicates health risk to the public, and about how DOH always
downplays the risk to the public, and always emphasizes the scientific uncertainties

of any papers that suggest that PFOA may be causing major health problems.

Here are two examples of CEH minimization: the first is from a December 2015 DOH
PFOA Fact Sheet ! and the second is from a brochure? DOH issued in June 2016

about its PFOA Blood Testing Program.



In the December 2015 Fact Sheet DOH listed all the known major health effects that

several studies found to be associated with PFOA. But DOH also minimized their

importance by adding the following statements:

"The studies have scientific limitations, and the results have not been consistent.”

“Data on the effects of PFOA on children are mixed,” and

“The human studies are difficult to Interpret because results are not consistent.”

DOH concluded, "We do not expect health effects to occur

from normal use of the
water.”

In that same Fact Sheet, DOH asked and answered the following question:

DOH Question: “Are health effects expected given the PFOA level found in the

Hoosick Falls public water system?

DOH Answer: “No.” [Followed by an explanation.]

DOH later revised the fact sheet and took out the word “No.”

The second example of how CEH minimizes the health risks of PFOA was in an

informational brochure 2 about DOH’s PFOA Blood Testing Program. In the brochure

DOH posed and answered the following question:

DOH Question: “What do the studies show about health effects and PFOA
exposure?”

DOH Answer: “Some human health studies have found associations between PFOA

exposure and health effects and others have not. In addition, the studies that
found associations were not able to determine with certainty if the health

effects were caused by PFOA or some other factors.



That was the extent of DOH’s answer about what the scientific studies show, and in my
judgment that so emphasizes the scientific uncertainty and so underplays the risks of
PFOA that it does not accurately reflect the scientific literature., Essentially, DOH said,

"Some studies show risk and others don’t. It’s hard to say,” and that is true. However,
CEH answered the question as if the 2012 C8 Science Panel Report3 did not exist, when in
fact it was a ground-breaking, years-long set of studies on the health effects of PFOA in
more than 60,000 exposed individuals. The C8 Science Panel (C8 is another name for

PFOA.) consisted of three senior academic epidemiologists. It was funded by DuPont as

part of the settlement of a class action lawsuit against DuPont for PFOA contamination of
drinking water in West Virginia. The C8 Science Panel’s reportis one of most
comprehensive studies of the health risks of any toxic chemical ever conducted. The work
is currently the gold standard for assessing the health risks of PFOA. The panel of
independent epidemiologists concluded that even though there are scientific
uncertainties, there is a probable link between PFOA exposﬁre and the development of

two types of cancer (kidney cancer and testicular cancer), and other major ailments.

In a revised version of their PFOA blood sampling brochure® DOH states three times that
some studies have shown associations between PFOA exposure and health effects and

others have not, but makes no mention that:
1-In 2006, EPA’s Science Advisory Board convened a PFOA Risk Assessment Review
Panel. After their deliberations, three-quarters of the panel concluded that PFOA is,

“likely to be carcinogenic” in humans.5
2- Studies of PFOA’s effects in animals include body weight changes, reduced

survival, altered puberty, retarded mammary gland development, liver toxicity,
kidney effects, effects on immunity, and cancer.6

3- PFOA is known to be transmitted to babies in human breast milk,® and,



4- At least one large epidemiologic study suggests a probable link between blood

PFOA and kidney and testicular cancers among members of the general

population.?.8.9

It has been emphasized repeatedly that there are significant differences between the
three statements: “PFOA causes cancer,” “PFOA is associated with cancer,” and
“PFOA is linked with cancer.” Itis unclear whether those distinctions make much

practical difference to the residents of Hoosick Falls. Here is an analogy:

You arein a room and there is a plate of cookies on a table. Someone offers
you a cookie. Does it matter to you if the person says, “Those cookies cause
cancer of the kidney and testicle,” or “These cookies are associated with
cancer of the kidney and testicle,” or, “There is a link between those cookies
and cancer of the kidney and testicle?” In any of those situations, do you
want to eat the cookies?

Section 3 How could it happen that DOH knew the Hoosick Falls drinking

water was contaminated with PFOA for over a year and did not act?

Here’s NOT how it happened: DOH did NOT say internally:

“The water the families of Hoosick Falls are drinking could cause cancer. Let’s not tell

them.” Thatis NOT how it happened.

Here is how it happened:

Understandably, the people of Hoosick Falls don’t want any PFOA in their water but,
as always, DOH policy is that it is permissible to drink any toxin, as long as the
concentration does not exceed its drinking water standards. For so-called
unregulated chemicals like PFOA, DOH follows what DOH calls the Unspecified
Organic Contaminant (UOC) standard, which essentially means that if we know very
little or nothing about a particular contaminant then it’s OK to drink it, as long as the

concentration does not go over 50,000 parts per trillion (ppt). That’s how the



allowable limit for PFOA got to be 50,000 ppt and that explains how six months after
the discovery of PFOA in Hoosick Falls' public water supply, CEH declared that the
situation “does not constitute an immediate health hazard.” The Hoosick Falls water
did not exceed 50,000 ppt, so as far as DOH was concerned, their allowable limit was

not exceeded, and that is why there was no health protective action by DOH.

One problem with that is that DOH’s cutoff is nowhere near the cutoff of other
regulatory agencies. While DOH’s upper allowable limit of PFOA is 50,000 ppt, EPA’s

advisory limit was 400 ppt and now is 70 ppt. Vermont’s upper acceptable limit is

20 ppt.

In this case of PFOA pollution, DOH’s limit of 50,000 ppt was not exceeded so they
didn’t act. EPA’s limit of 400 ppt was exceeded, so they did act.

Section 4 Conclusions

The problems in CEH are not caused by incompetence or corruption. CEH staff are
not complicit with industry, they are not bought off, and no one is telling them to put
their thumbs on the scale. The staff scientists are highly competent, experienced,
knowledgeable, and professional. CEH is filled with ethical and well-meaning
scientists. It’s just that they are minimizers in a workplace where that is the
dominant culture. They can be wrong, and in my judgment, by always minimizing the

health risks of environmental pollution, they are.

CEH staff has known about the much lower PFOA health advisory threshold
recommended by EPA, but dismissed the evidence as not strong enough. At the time,
they were aware that the C8 studies concluded that there is a probable link between
PFOA exposure and certain types of cancer and other serious ailments. The situation
was discussed internally, and with EPA, and it was, and still is, the opinion of many in

CEH that dangers posed by PFOA have not been proven to their satisfaction.



Unfortunately, always minimizing the risk of ingesting toxins in drinking water is a
pattern of behavior doomed to fail the people of New York. Routine reassurance
cannot be justified in the face of our profound scientific ignorance about the health

effects of long-term exposure to PFOA.

The public has a First Amendment right to “petition the Government for a redress of
grievances,” but until very recently has had virtually no ability to question or
comment on CEH’s work, because CEH staff did not attend meetings where they

could be questioned by the public, or explain in public how or why they come to their

conclusions.

Section 5 Recommendations

1- There should be a permanent, impartial Advisory Panel of Experts to review and

advise the Commissioner of Health about CEH public health standards and

recommendations.

2- CEH should adopt a precautionary approach to protecting public health, such that
they act to protect the public when there is evidence of harm, and not wait for
conclusive proof of harm, especially when conclusive proofis unlikely to become
available in the foreseeable future. In other words, as Dr. Courtney Carignan of the
Harvard School of Public Health has suggested, let’s treat the scientific studies

finding harm as if they are true rather than the opposite.

3- A medical monitoring program should be established for people who have
elevated PFOA levels in their blood. With the costs borne by the polluter, these
people should be identified by making blood PFOA testing widely available and free

to concerned and exposed individuals.

4- The medical monitoring program should be put in place and patterned on the



thoughtfully designed, exemplary program in New York State established under the
James Zadroga 9/11 Health and Compensation Act of 2010.

5- DOH should provide written justification for its standards for acceptable intake
where those standards differ from those of other regulatory agencies and multi-state
groups, including but not limited to EPA, the World Health Organization’s
International Agency for Research on Cancer (IARC), and the Great Lakes

Consortium for Fish Consumption.

6- DOH should require and fund continuing professional education of CEH staff
scientists, such as that provided through organizations like the National Registry of
Environmental Professionals, the National Environmental Health Association, and

the National Association of Environmental Professionals, with the goal being to

become nationally certified.

7- DOH should increase transparency, and CEH staff should appear when invited to
public forums and meetings convened by local officials and/or the media to address

health concerns caused by exposure to toxins in our living and working

environments.

Thank you for the opportunity to submit this testimony to the Legislature.

Respectfully submitted,

Howard A. Freed, MD
Cambridge NY

(H) 518-677-2388
(C} 202-333-3913
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