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IBT Labs’ tnal reveals
faked data

By Keith Schaeider

CHICAGO

HE TRIAL OF FOUR TGP OFFI.

cials of Industrial Bio-Test

| shorataries (IRTY. &t one

time the nation's largest inde-

pendent chemical testing firm,
is underway here, seven years atter 1ed-
eral investigators uncovered what they
allege is the most massive sclentific fraud
in U.S. history.

BT, headquartered in Northbrook,
Il 25 miles n0rth 01 Lhicago. condust-
ed thousands of research projects during
the "708 10T AlMOst cvery major amerl-
can chemicel and drug manufacturer ss
weil a5 dozens of roreign frms and seve

nual revenues close to $10 million and
performed more than 1,500 studies s
year in its main Northbrook facility and
ity two sasellite labs. Almost haif of
IBT's studies were wsed by the U.S.

¢y (EPA) 10 regiser s \vldsm:y ufprod
ucis, ranging from insecticides and hertda
cides to pharmaceuticals and food addi-
tives,

la May 19il after & five-year joint
FDA/U.S. Justice Deparunent probe,
18T President Dr. Joseph C. Cnlndn
and three of his associates were indicied
in Chicago by a special fedellcud
Jury The four are each charged with

tempting 10 cover up the scheme.

After several postponements, the IBT
trial began here on April 4. If convicted
on all counts, the officiais face up 10 40
yeats in prison and flnes totaling mors
than $40,000. Federal prosscixors
1hcuulmylmup l.hret
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ment
bullied, intimidated
witnesses in order to make
Chief FDA investigator
accused of “sbuse of the grand jory*

because he knovuuly presented “'[aise,
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neys here. In the firsc case in 1977, an
t1-count indicement was returned against
the Veisicol Chemical

siso will cutline what they claim is a pal.
tern of chemical company knowledge of
the fraudulent research taking piace at
IBT and in some cases, promotion of those
practices by chemical company executives
in order 10 secure the kind of results they
knew would pass registration standesds
st FDA and EPA. Said one Justice De-
parument investigator, “IBT became the
larpest toming lab in the country b

compailey hiew dlla was the plasc to gt
the resulis they wanted

A primary eumple. the prosecutors
allege, is the case of defendant Paul
Wright. Before he joined IBT in March
1971, Wright was empioyed as a toxicol-
ogist by Monsanto Corp. In SX. Louls.
FDA investigators say Wright went to
IBT 10 manage Monsanio’s conteact
with IBT to test the safety of the com-
pany’s antibacterial ageat TCC, which is
widely used in popuiar deadorast soaps.

TCC was under investigation by the
FDA for causing lesions in laboratory
ats fed the compound. At that time,
Moasanto was counting on TCC as a
major product 10 replace hexachlore-
pheae, ‘another sntibacterial that had
just besn withdsawn from the American
market. Monsanto nseded a ‘‘clean’
IBT study 10 convince the FDA that
TCC was safe 50 the agency would allow
increases in the Jevels of TCC in some
deodorant soaps. Wright stayed on
IBT's payroll for 10 months, long
enough to supervise most of the TCC re-
search. He then retuned te Monsanto

where he was named manager of toxicols ing

ogy for the department of medicine and
environmental health,

While at Monsanto, according to pro-
secutors and witnesses, Wright wrote

scvstal ¢ritisn] 90tions af the final TCC

summary report and pressured a key IBT #57ig
scientist into reversing his finding that g&*"

TCC did, ia fact, cause lesions in labor-
story rats. The sections Wright suthored
were included in the IBT summary re.
port mailed to the FDA in 1976. The
agency evemually approved raising the
tevels of TCC in some soaps.

IBT"s tent of TCC was anly one of

22,000 toiesiogy studies the 1zb per-
formed in the guaster century it operat-
ed. It has been estimated that between 38

t0 40 percent of all toxicology tests in the'

country were conducted by IBT.
Until recently, the detalls of the joint
mmwmbknmn-

cuting attomneys, defendeants and wit.
nesses declined to comment pending the
outcome of the case. In Decernber, how-
ever, as part of a motion 10 dismiss the
cass made by Calandra’s sitorneys, al-
most (,000 pages of secret grand jury
testimony and related documen

days of trial testimony, reveal a disturb-
pattern of scientific ethics giving way
to business greed. The pages of grand
jury testimony are filled with descrip-
tons of employees working in cramped
and flithy facilities while massive rodent

deaths went unreported and summary
tables were fllled with phony nunbm
The Justice Department
covers the period detween 1910-76|nd
involves fraudulent research alleged to
have been conducted _on four com-

ds: the iide N and the
herbzdszenmproduwbyChmo
Corp, now owned by Mobay Chemical

government charges:
Chemagro paid for two {8-month

mice studies that IBT actually conducted

for only |4 months, the
study.hnenwubmofmedd-nd

reports were faked. Moreover, (BT never
Ied 8 known animal carcinogen to a con-
trol group of mice in order to make com-
parisons with the study group. So the re-

The rise and
fall of IBT

When Joseph Calandra founded IBT
in 1933, the 35-yeas-cld graduate of the
Northwestern University School of Med-
icine was a mab of high scientific stand-
ards who also knew how to make a dol-
Iar, according to his colieagues. He knew
that & toxicology iab that contracted its
services was a growth business for the
future since the federal government was
gradually incressing the standards re-
Quired for registration. Manufacturers,
pressed Lo account for the safety of their
products, ateded firms 10 prepare the
scientific research.

From the start, Calandra had 8 prize
cliant: the Pentagon. Between 1953 and
1977, in an effort to discover bester
ways to preserve food for troops dur-
ing the war, the Pentagon paid 1BT
more than $8 million o carry sut a
long-term study in which irradisted
beef was fed to mice and rats.

Throughout the 'S0s and easly '60s,
18T s growth lagged far behind the de-
mand for its services. The lab’s reputa-
tion circulated quickly through the sci-
ence and development areas of corpoc-
muuna IBT"s work was good. It

was moderately priced. Most impor-
m.nmumuwm

Whﬂthsﬁmmdwdymd—
ed, several estimates put 1BT's revenues
in the mid-"60s at close to 52 million an-

IBT‘sny By the end of the '60s, the

movement was 8 power-
ful force, compelling President Richard
Nixon to establish the EPA in 1970,
With the agency came publication of
dnmadnﬂy more nmm regulations
for registration and use, re-
quiring & broad range of scientific stu-

lBT thought it was teady for the new
business, g its new clients with

open arms. But it soon found itself in .
the position of having much more work
than it couid handle. Things suned to
get out of hand.

Take the *‘mouse hunts,” According
10 Manny Reyns, an anima) technician
at IBT, the first time he was ordered out
on 3 mouse hunt he thought it was a
joke. But it wasn’t. Armed with a plas.
tie squeeze bottle filled with chioroform
and outfitted in thick gloves and a white
Iab coat. Reyna found Mmulf;omu
squad of technicians in a search-and-
destroy miwsion for rats and mice run-

mluf this study were also faked.
vatex Corp. contracted with (BT
Continued on page 6
ning wild at 18T,
Soon dm he was hired at BT in
May Rzyurulmd that not all
the be tended flnished their tives

ineuu Every week dozens of reszarch

mice and rats squeezed through the bent
wires of 1BT's mangled cages, raced
scross the long wooden racks and
dropped to the grimy floor to breed
with rodents living behind tall stacks of
animal bedding piled in the corners of
the {ab’s feeding rooms. During the
aight mnice climbed back up o the racks
to feed oe spilled food and feces, and
they persisted in poking their snouts
through the bottoms of cages. “For
some reason they would canibalize the
toes of animals that were standing on !
the wire,” Reyna testified in his grand
jury appearance. ‘‘In the moming we
would see that the toes had been chewed

)
}
!
off, We were at a loss & to what to do. |
...Jt was & never-ending battle.” J

So the temporary solution was a
mouse hunt. For hours the armed
squadron would flush vodents from
cover and douse them with chloroform
as they skittered past,

Reyna had other stories for federal
invenigators. For example, he said,
more than ohece rats on two-year feed-
ing studies were fed the wrong com-

pound, something 18T never reported
to its sponsors.

““We did a large volume of studies,”
Reyna told the grand jury. **No sooner
would one study end than anothes
would start. it seemed that the condi-
tions were just 3o sressed--doing
studies and finishing studies and start-

ing new studies.* . ~K.S.
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Continued from page 3

for an 18-month rat study that IBT al-
lowed to continue for four extra mths.
A critieal section of the finud report listing
detajled blood and urine figures was
faked. [BT aiso included an appendix 10
the report that listed complete sutopsy

and microscopic tissue analysis resuits.
BT scientists and technicians never con-

ducted the examinatioas.

s Monsanto Corp. -contracted wilh
1BT for a 24-month rat feeding study on
TCC. During the course of the study.
hundreds of rats died without being pro-

" perly documented. Yet IBT repocted in

its summary report that these rats fin.
ished their natural life spans and had
been autopsled and microscopically ex-
amined. So many tats died during the
study that IBT was forced to establish an
extra set of animals to use a3 replace-

meants. BT called these animals the “re-

search study group.” Dr. Donovan Gor-
dan, 1BT's pathologist, was repestedly
pressured by Paul Wright and by IBT
_president Dr. Josepht Calandra to change
his disgnosis that TCC caused danger-
ous lesians in rats fed the compound.
No matter the outcome of the trial,
the [BT scandal leaves a legacy of falsi-
fled records and botched experiments.
Each day most Americans contact chem-
icals, chiefly from pesticide residues con-
tained in their food and water, [BT test-
ed and found "non-hazardous.'’ Since
the IBT scandal was first reported, some

- chemicals have been declared by federal

agencies o be harmful to human hesith
and the environment. Many others are
accused by researchers across the coun-
try of causing serious ilinesses and envie-
onmwttal sentamination.

In 1979, pathologists at the FDA, the
EPA and in Canada and Sweden began
an inmmense and complex program of
auditing IBT studies. They have deter-
mined that more than 10,000 IBT studies
were used 1o register products for the
American market, and they consider
2,000 of these primary research; without
these studles, the peoducts would not
have been registered. Most of these were
for 3238 insecticides and herbicides.
American and Canadlan scientists have
cailed the vast majority of these studies
nvalid.” The manufacturers of the
chemicals have béen ashed to repeat the
studies, and the results for most will nat
be ready for review until 198S.

Or this continent and in Europe,
heaith suthorities have begun to take
regulatory action against chemicals reg-
istered with IBT dats. Sweden recently
outlawed eight IBT pesticides, Last year,
after studying data on 113 pesticides,
Cannds outlewsd six and oevecely res
stricted application of the fungicide cap-
1an .

The EPA’s flnal report on 212 more
pesticides registered with IBT data is due
1o be released this manth or in June,
according to Kevin Keany, an official
with the Offics of Pesticide Programs.
And the EPA bss suspended the use of
the herbicide siivex (1979) and cancelled

- most uses of the inseciticdes DBCP (1979)

and toxaphene (1962), which have been
shown to be dingerous to human heith
and the environment. All three were reg-
istered with extensive BT data that
found them °"sage,” -
Kelrh Schnsider is editor of SC Foaturvd,
wri independont mown cervice hased in
Charieston, 5.C. This article is excerpted
Jrom the spring (ssue of The Amicus
Journal. Research was funded by a grant
[mm the Fund for Investigative Journal-
ism.

In These e

905654

X



