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March 9, 1990

zavmond C. Loehr, 2h.D.

" Zhair, Executive Committee

Science Advisory Board
Sffize of the Administrator
“nited States Envircnmental Protection Agency
wasnington, 2.C. 20460

fe: Monsants Company and Epldemiology Studies Concerning
Dioxain

~ear DJr. lLoehr:

Monsanto has learned ¢rf the EPA's recaipt of highly inflammatory
and inaccurate infeormation partaining to epidemioclogy studies
involving Monsanto's Nitro, West Virginia plant. The materials

irwarded to your office are contained within a legal brief
submitted by the plaintiffs’ attornay in the appeal of a lawsuit
filed against Monsanto and includes allegations that published
study data and results were falsified by the Univarsity of
Cincinnati's Kettering Institute and by Monsanto in a purportad
effort to mislead the scientific world and public regarding the
coxic effects of dioxin. These accusations ware first issuaed
/ears ago by the same lawver in the same lawsuit and are utterly
untrue and contrary to the record in that case.

Considering the genesis of these accusations it is recoxmmended
that they be examined critically, especially in light of the
EPA's previous exparience with this source during the Kemner
trial at which sewaral government witnesses (including
Dr. Kloepfer of EMK and Dr. Kimbrough of CDC) testified. The
Kempner trial at which thase charges arose involved the clainm that
Sturgeon, Missouri was unsafe due to dioxin contamination and
that its rasidents (plaintiffs in the suit) had besen injured by
the taaspoon of TCDD centained in the 19,000 gallons of
orthochlorophenol crude spilled during a 1979 train derailnent.
Thesa health claims were contrary to the conclusions rsachad by
the EPA, the Canter for Disaase Contrel and the jury. Given the
strident nature of the inaccurate and misleading represantations
contained in the materials in circulation within the Agency,
M~~ganto belisves it is important that the racord should be kept
s aight on the subject.
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The central focus of tha materials submitted toc the SAB rslate to
<he claim of "newly ravealed fraud” in epidemiological studias
ralied on by the EPA, an allegation which in turn is premised
upon a purportad statistical "re-analysis” created by plaintifes®
counsal in the Kempner trial. Both the statistical "re~analysis*
and the resultant assertions of fraud were wholly the product of
the plaintiffs' lawyer, not any expert or trial withess. The
attorney's "re-analysis" was not peer-reviewved and was simply
constructed by the plaintiffs' lawyer in the trial as purportadly
represaenting a valid substitutae for ths pser-reviewed studias
which it attacked. The allaegations within the legal brief which
conclude that fraud was committad by Monsanto and that the actual
published studies contained misleading data stam from the
courtroom advocacy of plaintiffs'’ counsal, which was predicatad
on the use of manipulative and epidemiologically unsound
statistical practices--not sound scianca.

The specific allegations forwarded to the SAB in thae materials
ire easily rebutted by the record in the case. At trial, the
plaintiffs' lawyer attempted to manipulate the statistical data
underlying the two mortality studiaes performed on the Nitro plant
population. The Zack/Suskind study was peer-raviewad and
sublished in the Journal of Occupational Medicine in 1980. It
was a mortality analysis of the Nitro plant population acutaly
exposed to the potentially high levels of dioxin present in the
1949 runaway reaction at tha facility. The second study,
rafarencad by plaintiffs' counsel was a Proportionata Mortality

© latioc (PMR) study authored by Zack and Gaffay which was performed
at the same plant but reviewed a cohort comprised of emplcyees
with long-term occupational exposura to low levels of dioxin from
.the production process. Accordingly, while thers was potantial
overlap in the two cohorts, the studies focused on potentially
different employees, levels of dioxin, and exposure pericds. The
studies were compiled independent of each other. At trial the
vlaintiffs sought to disputa the conclusions of the studies by
resorting to the epidemiclogically unsound practices of
retrospectively resarranging the.study cohorts to achieve a
desired. rasult.

ODuring the trial the plaintiffs' lawyer combined the nine cancer
deaths from the chronic exposurs study performed by Zack and
Gaffey with the other nine cancer deaths in the exposed cohort
within the acuts study compiled and published by Zack and
Suskind. Tha selective conatruction of a new cohort of 18
cancar deaths was then compared by the lawvyer with only the
original 49 non-cancar deaths in the long-term exposure study by
Zack/Gaffay. This statistical reshuffling was argued at trial by
plaintiffs' lawyer as revealing for the first time an excess in
cancer deaths which Monsantec had praviously concsaled, chargas
now tranamittad to the EPA. Importantly, howvaver, the merging of
~ the cchorts by the plaintiffs' lavyer omittad the 23 non-cancer
aths in the Zack/Suskingd study which wera essential to any
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combined comparison of the two studies. This fatal statistical
.cmission in the "re-analysis” by plaintiffs' counsel was not
disclcocsed at trial until Monsanto was able to offer the
clarification tastimony of its Medical Dirsctor, Dr. Georgs
Roush, and called the Kettering Institute's Director, Dr. Raymond:
Suskind, to tastify ragarding his work. Counsal for plaintiffs
never called Drs. cack or Gaffey as witnesses regarding their
study. If the plaintiffs' lawvyer had included the 23 non-cancer
deaths selectively omittaed in his "res-analysis®, a death rats of
18 cancar deaths cut of 90 total deaths would hava resulted and
no excess cancar death rate would exist. (See the enclasad
diagram depicting selective omission in plaintiffs' counsels "ra=-
analysis% and the actual rasult.) .

contrary to the untrue accusations contained in the plaintiffs:
appellata brief, it is clear that Dr. Roush did not suggest that
any of the mortality studies at the Nitro plant were fraudulent
or scientifically inaccurata. Enclosed with this corrsspondance
is a copy of a partinant portion of Dr. Roush's tastimony
establishing the points ocutlined above. Similarly, Dr. Suskind .
testified at the trial regarding the accuracy of tha studies and
that thers was absolutaly no effort to "conceal" evidenca of
health effects. A written ocffer of proof, signed by Dr. Suskind,
is enclosed with this correspondeance and directly rebuts the
accusations contained in the plaintiffs' brietf.

txamination of Dr. Suskind's writtan offer of proof by any
cientist familiar with the litarature regarding dioxin would
make it apparent that thare was a constant and broad effort by
the plaintiffs'’ lawyer to mischaractarize results of paser-

. raviewved scieantific studies published by a wida variaty of
authors, including Dr. Kimbrough. o0f particular importance is
tha portiocn of the offar of proof commencing at page 22 which
provides the background and the data pertinent to rebut the
accusation that the casa showved -that Dr. Suskind was “"alleged to
have falsely stated that workers' nervous system and liver
problems had disappeared by 1953". At trial, Dr. Suskind
tastified that the AMA's conclusions that cartain dioxin-ralated
health effects cleared with time was based upon his experiencs in
examining certaigiifitro plant employees in 1949 and then

" following their Hth over multi-year period. The offer of
proof commenc page 22 explains the accuracy of
Dr. Suskind's ications on that point. The patently false
accusation by plaintiffs' counsal that Dr. Suskind sought to
conceal another physician's findings of psychoneurcosis in exposed
workers from the West Virginia Workmen's Compansation Commission
is also coversd in the writtan tastimony of Dr. Suskind
commencing at page 50. Repeatedly at the trial Dr. Suskind
testified that the Commissicn knew and was told of specific facts
ragarding the finding of "psychoneurosis® by another physician
but that the Commission resjectad the suggestion that it wvas
> lated to the 1949 autoclave incident. The court record C00299
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established that Dr. Suskind had appeared before the Workmen's
Compensation Commission 20 years earlier and had perscnal
knowledge of thesa facts.

In short, the accusations by the plaintiffs' brief, which have
been transmitted within the EPA, are untrue, contrary to history
and the record at trial. Any critical reviewer of the
plaintiffs' legal brief should conclude that the allegations of
fraud are not credible. Indeed, the allegation that the
University of Cincinnati falsified health studies regarding the
mortality of Nitro workers is belied by the fact that the
conclusion it reached in its peer-raviewad morbidity study on
that population--that no long-term health effects other than
chloracne appeared to be present--was shared by another totally
independent study conducted at the same time on the same employee
population by Dr. Irving Selikoff of Mt. Sinai School of
Medicine, who was employed by tha unicn to conduct that study.

It is hoped that the EPA will correct any misapprehension within
the Agency caused by the receipt of the plaintiffs' appellate
brief. Pleasa advise if you have any questions or require any
fureher information. We are very disturbed by the false chargas
being made against Monsanto and Dr. Suskind and will, of coursa,
fully cooperate with you in setting the record straight.

sxncerely,

. ey 7L/ 4.4.7(/
James H. Senger

Vice Praesident
Environmental Policy Staff

JS/dlrx

CC: Donald G. Barmnes, PhD.
Diractor, Science Advisory Board
offica of the Administrator
U.S. E.P.A.

Hugh McKinnon, Ph.D.

Director, Human Health Assessment Group
Office of Research and Development

U.S. E.P.A.
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