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The following topics were discussed and the appropriate actions agreed

. upon.

1. Analytical Chemistry Special Study 71-7, "Determination of Poly-
: chlorinated Biphenyl Residues in Rats from a Two Year Chronic
Oral Toxicity Study"

The results of the tissue analysis were reviewed by E. S. Tucker
and discussed in terms of the validity to toxicologists of
Monsanto's interpretation of the data. Copies of the study were
left with Bio-Test so that they could review the report in detail
and make recommendations concerning objectives for residue studies,
reporting of results, and ae51gn of future tox;c;ty/resldue studies.-

'-II. Statistics Special Study 71 14 “Statlstlcal Analysis of Bio-Test

Oral Toxicity. Study - Alblno Rats L.
The technigues used by Monsanto to statlstlcally treat the data
were reviewed by J..D. Hinchen and our efforts to reduce the number
of samples anzlyzed by proper ‘choice (statistical) briefly dis-
cussed. .

I1I. "Inventory of Industrial Bio-Test Laboratories Tissues" ' 10/25/71,

Memo to R. E. Keller from W. M. Mees/E. S. Tucker.

The problems Monsanto 'has ‘had with identification of the tissue
samples shipped to St. Louis by Bio-Test were reviewed by W. M.
Mees/E S. Tucker as outlined in the above memo. IBT agreed to
review in detail the inventory list and tn identify the samples

~ according to the matrix numbers provided them. They also egreed
to locate the missing samples and ship them to Monsantd as soon
as possible.
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IBT indicated that they were addinc on site tissue storage facil-
ities 2t their farm and that haé reviewed the labeling and stor-
age practices previously used so that future problems of this sort
could be avoided.

No attempt will be made by IBT to identify the rat pups collected
from the rat reproduction study since it was agreed that only a
minimum of additional information would be gazined.by analysis of
these samples. These samples will therefore not be analyzed.

Development of written guidelines to cover the £ollow1ng areas
for current and future Monsanto/Blo-Test cooperatlve toxicity/
residue studies.

1. Study objectives to be achieved by analysis of the tissues.
2. Labeling, packaging, and shipping of tissues.

3. Control measures involving sample contamination and exposure
levels. .
It was jointly agreed that we needed a better mutual understanding
on the above points and that one manner in which it could be ob-
tained was to set down written guidelines covering these topics.
As a first step toward achieving this goal Monsanto agreed to
write tentative guidelines covering these points and submit them
to Bio-Test for review. Monsanto will then issue the final,
jointly approved'version of the guidelines.

_Tox1c1ty Studies Currently Belng Carried Out by IBT for Monsanto

Industrlal Chemlcals CQmpany Requlring Tissue Analysis Support

A countdown of the planned toxlczty stullies was reviewed as well
as a more detailed discussion of' the structure of the polyhalogen-

.ated .Quaterphenyls screening study in rats. - The following is a list

of -the ,studies ahd our. schematlc understandmng of :the. “Quaterphenyl
screening studies.
90 Day Subacute’ Oral Tox;cmty Studles

in Beagle Dogs* - : MCS 1109
) Aroclor 1221
Aroclor 1016
. Aroclor 5432
: : Aroclor 5442

in Albino Rats - MCS 1109
: ' Aroclor 1221
Aroclor 1016
Aroclor 5432
Aroclor 5442

Liver Enlargement and Residue Screening Studies in Albino Rats

Brominated Quaterphenyl
Chlorinated Quaterphenyl

Toxicity, Reproduction, and Residue Stuéies in White Leghorn Chickens

MCS 1109 . . . _
_},roclo: 1221 0032342
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1. tudy Outline for Balogenated Pélyphenyls
40 Rats/material/exposure level
40 Controls .
80 Total

(EPW letter to MLX (IBT) on 10/26/71.)

‘option
- second . -
initial .feeding _ :
feecding no period > recovery diet, recoverv diet
period :?EEEEEE* 4wk . Twx > Twk >
enlarged, Recovery diet. recovery diet.
4 T livers < 2 wk ’T 4 wk 71\ . T
sacrifice l , sacrifice _ sacrifice -sacrifice
(10 rats) : . '

J. D. Hinchen
W. M. Mees

" E.» S - Tucker
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