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Centers for Dlsease Control
Nationa instntute for
Oceupational Safety & Health
Robert A Taf Laboratories |

Henry Trochimowicz, Ph.D. .
E.I. du PONT de NEMOURS AND COMEANY '- s
askell Laboratory for Taxicology

and Industrial Medicine

P.0. Box 50, Elkton Road

Newark, Delaware 19714-0050

Dear Dr. Trochimowicz:

Thank you for your immediate responmse to my request for lead intake
information relatxng ‘to your published two-year lead feeding study inm rats.

We have reviewed your journal article further and have a few additional

. questluns regardlng the chronie rat carc1nogen1c1ty study:

1. What were the exact dates in which the two chronic rat studies were
initiated and the time spans during which the terminal sacrifices
were carried out?

2. Do the weekly mean dietary lead intakes for the lead acetate
treatment groups which you sent me include the dietary lead
contamxnatlon levels?

a. What analytical method(s) was used to determine lead
content in diet, blood, urine, or tisSues?

b. Was a differentlatlon made between bound and unbound forms
of lead?

3. Could we also have the two sets of daily mean lead intakes which
were assessed weekly for both sets of controls as well as the same
data for the two upper exposure levels (1000 and 2000 ppm)? These
were missing from data you faxed to us.

a. In the absence of the above calculated data, may we have
copies of the weekly mean food consumptions and weekly mean
body weights for each of the above four groups?

In addition, would you provide us with the complete set of

mean data for the lead analyses on the above diets and the

treatment weeks in which they were performed? These will

be required for calculation of the weekly mean lead intakes
for these groups.
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Can you supply the complete individual pathology diagnoses for all
animals having either malignanc or nonmalignant kidney and/or brain
1e51ons (tumors)?

w;{s-shoulduhe for dsad or sacrificed anfmals;

b. We do not need data on nonkidney/nonbrain lesions for those

‘ected nor for animals whieh did not contain either
kidney or, brain lesions but did possess other lesions. If
it is easier to submit unrestricted lesion data, that would
be fine.

c. Vere 100% of the kidney lesions classified as adenomas in
these two studles7 If not, what were the group incidences
for each type of lesion? Other published lead acetate
papers have observed either tubular or undefined kidney
carcinomas.

d. GCan you supply us with data which would facllitate the
determination of whether onset of the lesions had been
shortened the number of similar pathological lesions/rat
had beenn increased, the size of lesions increased, or
1;fespan of treated animals had been shortened?

- (i) Could we have the statistical results performed on
‘the above data sets when. compared to concurrent
controls or to historical laboratory controls?

Was an Lnternal or external pathology group used, e.g. Haskell
versus a contract laboratory?

a. Do actual archiwved pathology records exist at this time?

(1) If so, at what time are these records slated to be destroyed?

Did Haskeall Laboratory maintain a reference historical

‘histopathology tumor data base for control animals used in

contemporary studies performed during the time span of the lead
acetate experiment? Could we have these histopathological
reference data for mean tumor incidence, standard erfors, and
minimum and maximum rates for the best and worst control incidence?

You fazed me Tables VII and VIII for the lead intakes of the four
lower level treatment groups of rats. Is it possible to obtain the
other tables available from the rat report(s), including the two
hlghndose rat study?
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8.

Were blood lead levels in rats serially performed throughout the
study prior to the reported terminal values? If §o, at which
g rals? Gould . dat en
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6. Kent Hatfield, Ph.D.

Docum nt Developiment Branch

Division of Standards Development
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