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_ POLY DADM:

1. SUMMARY AND CONCLUSIONS

Design of Study

Sixty male and sixty female random bred, CD derived Sprague-Dawley
albino rats' were sécuréd frbm thef Chafleg River Breeding Laborator" n :
Wilmington, Mass., on December 28, 1976. The rats were randauizedr
accogiiné to body weight, utilizing a table of random numbers

supplied by the sponsor, into three groups, each consisting of twenty

male and twenty ermale rats as follows: (a) Control group; (b) 1,000

mg. of POLY DADM per kilogram of body weight per day (mg/kg bd.wt./d),
henceforth referred to as "low dose group"; and (c) 2,000 mg/kg/bd.wt/d.

of POLY DADM, henceforth referred to as "high dose group".
All dosing began on January S5, 1977.

These rats were housed in individual wire mesh suspended Gcages in a
room by themselves at constant temperature of 73° + 3°F, at constant

humidity of 45% to 65% and with 100%Z fresh air make up at ten changes

per hour.
" Feed and water were offered ad 1libitum.

Clinical Signs

None of the rats, either test or control, developed any signs of

toxicity during the three month course of the experiment.

Survival
Iwo low dose male rats were sacrificed in a moribund condition, while -

one low dose male rat as well as a high dose male rat died while

-1~




Survival {(Cont'd.)

the experiment was in progress.

Food Intake
There was a statistically significant increase in the feed consump-~

tion between the test groups and the corresponding control group.

1.5 Weight Gain

The rate of body weight gain of the test groups was statistically

less than that of the corresponding ccntrol groups.

Clinical Chemistry

The following plasma determinations were done on five male and five

female rats per group at the end of the study: (a) Fasting Blood

Sugar (FBS); (b)VBlood Urea Nitrogen (BUN); (c) Serum Glutamic

Oxaloacetic Transaminase (SGOT); (d) Serum Glutamic Pyruvic

Transaminase (SGPT); and (e) Gamma Glutamyl Transpeptidase (GGTP) .

A few animals with high SGOT values had normal histelogy of heart

liver and muscle. There were no biologically significant differences
\

in the recults of any of the test groups , either male or female,

from the corresponding control groups, in any of the other blood

chemistry determinations performed.

Hematology

The following determinatioms were dona on five male and five female

rats per group: (a) Red Blood C2ll Count (RBC): (b) Hemoglobin (HGB) ;

(c) Hematocrit (HMCT); (d) White Biood Cell Count (WBC); (e) White
Blood Cell Differential Count (WBC Diff); (£f) Blood Cell (White as

well as Red) Morphology (Cell Morph); and (g) Platelet Estimate




Reﬁétolog? (Cbhtié;ii"i'f V77

- (Plt.. Est,) . There were no biologically 8

rrinﬂany of -the- hematclogicalparametersbetween the :est grouys, .

either male or female, and the corresponding,control groups, except

for one high dose fiale rat which, althcugh 4t had a high HBC at._

six months, its bone marrow morphology was normal.A One high dose

female rat had a high WBC at four months, however, by six menths

it had reverted to normal.

Urinalysis

The following parameters were measured: (a) Color;’)b) " Appearance;
(c) Reactior. (d) Specific Gravity; (e) Protein (qualitative);
(£f) Sugar (qualitative); (g) WBC/hpf; (h) RBC/hpf. Although several
test rats had variable proteinuria and/or hematuria, only one low

" dose male rat had pertinent urinary system pathology to account
for said hematuria, a vesical calculus. The urinary system of

the rest of the rats was normal.

Organ Weights and Organ-to-Body Weight Ratios

“The foIlowing Organ weighits were Taren from ten e and ten female
rats from each group: (a) Heart; (b) Liver; {c) Kidneys; (d) Gonads

~ and (e) Brain. The mean weight of the 1c110w1ng organs were statis-

ti;ally less than the control: low dose liver, hlgh dose heart,va7%mw

liver and kidneys in the male and high dose heart and liver in the

female.

The following organ-to-body weight ratios show significant’ decrease
when compared to the corresponding controls: low dose liver and

high dose'heart, liver and kidneys in the male; high dose heart




and liver in the female. These parellel the changes in the organ

weights.

1.10 Gross Pathology

There was urinary and respiratory pathology noted in several rats in

all groups.

© 1.11 Microscopic Pathology

The microscopic pathology noted was, for the most part, related to
the gross pathology observed. It consisted of foci of round cell
infiltrates and of purulent celis in the lungs, dilated renal-
pelvices, renal and vesical Eatculi. The above~mentioned organs

with decreased weight exhibited normal histology.

1.12 .Conclusion
We thus conclude that, under the conditions of this experiment, the

no effect level of POLY DADM in the rat is below 1,000 mg/kg/d.

Untrardinard an
TE e & = KEE

0 7 oA
/1:%1A*£Z_ 65? 7 LAéV\<§Ze/L0v1’67
PAUL C. UNDERWOOD, D.V.M. Submitted by: — ‘

, Crndvia § Hugerd

ANDREW S. TEGERIS, M.D., F.A:C.P.
President




POLY DADM: SIX MONTH FEEDING TO RATS ~ - =

2. COM™OUND IDENTIFICATION

The test substance, POLY DADM, is Magnifloc 587 C, a flocculant. It is

a gold amber, viscous liquid.

Three, five-gallon, black, cylindrical, metal vessels with lids (150 1bs.)
of techincal material, Lot #lﬁOSL—bE. were received at PRL on November 12,

1976. The activity of the test material was stated to te 30.5%. This lot.

was used for weeks 1 through 1l4.

The following information gives the three additional shipments, dates, lot

numbers and amount of compound received:

" Date o )
Rec'd. Lot Number Received Activity Weeks Used

. 418177 §-12196-138 . 5 kg. 29.1% 15-17*%

4/19/77 S-12196-138B 1.5 kg. 26.5% 17-Term*

4/26/77 S-12196-138C F kg. 28.3% NOT USED
*NOTE: Lots 12196-138 and 12196-138B were both used for week 17.
Although»these last two lots ﬁsed for weeks 15-17 were stated to be

30.5% active when received, in effect lots 5-12196-138 andS—12196~1383
were 29.1% and 28.5% active, respectively, as later conveyed to us by the
sponsor. This discrepancy was thus corrected for weeks 19 through to

termination using the correct activities.




POLY DADM: SIX MONTH FEEDING TO RATS

3. MATERIALS AND METHODS

Animals
The purpose of this study was to investigate the effect of POLY DADM

when fed to rats for six months.

Sixty male and sixty female random bred Cesearean derived Sprague-

Dawley weaplipg albino rats were secured from Charles River Breediné
Laboratories, Wilmington, Mass., on December 8, 1976.. The rats were
randdmizéd according to weight intO'threelgroups, each consisting of
twenty male and twenty female rats. On -January 5, 1977, the first
group, the control group, was started on the basic diet, the low dose

test group on a diet containing enough POLY DADM so that each rat

would consume, daily, 1,000 mg. of test material per kilogram of body

weight per day and the high dose, 2,000 mg. of test material per
kilcgram of body weight per day. Henceforth these groups shall be
referred to as "control group", "low dose group” and "high dose

group" .

Animal Housing

3.2.1. Housing. These rats were housed in individual wire mesh
suspended cages in a room by themselves after an initial two weeks'
quarantine. The bedding used in the pans under the cages was "BETTA-
CHIPS" hardwood chips, manufactured by Northeasternm Products Corp.,
Warrensburg, N.Y. The racks with cages and pans were washed once

a week at 180°F in a Better-Built Model 6000 stainiess steel cage

washer provided with twelve spindles with one detergent wash last




3.2 Animal Hqusingr(Cont'd)'f'

seven minutes and two Tinse washes, the first lasting two minutes

the second lasting one minute. The detefgeﬁ: u:ed'wgs oxroﬁp D'CHLOR,

the experiment was CHARLES RiVER 19RF, RAT, MOUSE, HAMSTER MEAL,
manufactured by Agway of Syracuse, New York. Tést diets were pre-
pared weekly by mixing the appropriate amount of POLY DADM with the
appropriate amount of basic diet in a three cubic foot Pétterson
Kelley twin shell mixer, tumbling at a rate of 40 tumbles per minute
aroond a high speed coaxial mixing bar equipped with discs bearing
slanted blades and rotating at the rate of 2,000 RPM. Fresh diets
were prepared weekly. Feed consumption was measured by weighing
the fead containers full of feed at the beginning of the week (full
weight) and the same feed containers with the remaining feed at the
end of the week (empty weight). All feed left at the end of the

week was destroyed.

All calculations were done by one individual and checked by a second
individual prior to aﬁy mixing.
Tap water was provided in drinking bottles equipped with a stainless

steel metal tip.

Feed containers and water containers were washed in a Better Built

Model 700 Turbo-matic glassware washing machine at 180°F once a week.

2

Both feed and water was provided ad libitum.




caretaker daily and by the supervising technician once a week.

Any abnormal signs observed by the animal caretaker were brought to
the supervising technician's attention immediately, who followed it
routinely either to clinical recovery or moribund condition whereupon
the animal was sacrificed. Pertinent signs were called to the

director's attention. All data were reviewed by the director weekly.

Test Diets
3.3.1. Test Substance. The test substance, POLY DADM, is Magnifloc

587 C, a flocculant. It is a gold amber, viscous liquid.

3.3.2. Prep The test diets were prepared weekly

by the supervisor, based on the mean body weight and mean group feed

consumption during the previous weeks. The feed was mixed by placing
half the control feed in the mixer, then adding the pre-measured
amount of test substance and then placing the remaining amount of

control feed in the mixer. The mixer was spun for 15 minutes fot

each mixing.

Dosages

3.4.1. Selection of Dosages. POLY DADM was administered to the
animals at two levels as follows: 1,000 mg/kg bd.wt./d and 2,000
mg/kg bd.wt./d.

Low dose (1,000 mg/kg bd.wt./d)

To correct for 100% activity: 1,000 mg/kg/d = 128'2 = 1,639 mg/kg/d of

test substance




- DOSagesf(COnt’df}¢fwa;ﬁx;ﬂy;,{m;ﬁ,,;Wm”,m e

1,639 mg/kg/d x 7 déys/week x 40 rats.x 1¢eaﬁibd;VWé.' ;th; Ebm§66§37week3
for low dose i S

- |rats (kg/rat) | o

40 rats x |mean feed consumptidﬁ = kg. feed/véek
for low dose rats
kg. feed/week/rat -

High dose (2,000 mg/kg bd.wt./d.).

To correct for 100% activity: 2,000 mg/kg/d = lgg'g = 3.279 mg/kg/d of

test substance

for high dose

3.279 mg/kg/d x 7 days/week x 40 rats x |mean bd. wt. | = mg. compound/week
rats (kg/rat)J

40 rats x |mean feed consumption | = kg. feed/week

for high dose rats

(kg. feed/week/rat)
A~ previous stated the activity of the compound was thought to be 30.5%
and calculations were based on this for weeks 1 through 18. After the

discrepancy was noted, calculations were adjusted in week 19 for the

correct activity of the lots used.
Twenty kilograms of feed per week per test diet were prepared.

_Determinations

Selection of Animals. The animals assigned to the various
parameters monitored during the study were selected from a random

assignment list submitted by the sponsor.

were run on the Abbott Bichromatic Analyzer 100 using Abbott A-gent
reagents. The references given for each method were optimized by the
Abbott professional personnel and detailed in their respective

procedure outlines.




Determinations (Cont'd.)

matic reaction of hexokinase and glucose-6-phosphate dehydrogenase

yielding specific D-glucose.

optimized UV kinetic method which couplés the producticn of oxalca-
cetate to the oxidation of NADH with an excess malic and lactic de-
hydrogenase to destroy endogenous pyruvate.

(d) Serum Glutamic Pyruvic Transaminase-SGPT(3): This, also, is an
optimized UV kinetic method which couples the production of oxaloa-

cetate to the oxidation of NADH with an excess malic and lactic dehydro-

genase to destroy endogenous pyruvate.

metric method with the enzymatic conversion of L- J;glutamyl—p-nitro-'

anilide (GPNA) to p-nitroaniline.

Each time a set of clinical chemistry parameters was done, appropriate
known controls from pooled control sera were also run. If the controls
were out of range, the test plasmata were mot Tun until the reasénrféf
deviation of the known controls was found and corrected. Test plasmata

with abnormal results were routinely confirmed.

All assays were run on plasma from five animals per sex in all groups at

six months.

All animals were fasted overnight prior to sacrifice and collection of

blood for clinical chemistry determinations.




3.5.3. Hematology. The following 'detqmiﬁafibns ‘were done on five

' male and five female rats per group at two, four and six momths. - =

Blood cells were counted electronically in a Coulter Counter Model F, s

the hemoglobin was determined in a Coleman Jr. II Spectrophotometer,

the hematocrit in an International Micro-hematocrit Centrifuge and

the blood smear stained in an Ames Hematek Slide Stainer and examined =~
under a Bausch and Lomb binocular microécope:

(a) Red Blood Cell Count-RBC(5)

(b) Hematocrit-Hmct. ' o

(c) Hemoglobin-Hgb. (8)

(d) Wwhite Blood Cell Count-WBC(3>7)

— —————— . —— — ————

o " (e) WBC Differential(7)
Commercial hematology control sets were used prior to these assays. -
1f the controls were out of range, the animal blood specimens were

not drawn until the reason for deviation of the known controls was

found and corrected. Abnormal results were routinely confirmed.

3.5.4. y_r_i_n__a_llsis(a). Urines were obtained in metabolism cages from

five male and five femaié rats' from eachgroup ‘at two, ..E.our Waﬁd SI;

months. An aliquot of the urine was examined by the technologist and

if found contaminated with fecal material a new specimen was zollected.

The rats were examined carefully for any external signs of bleeding.

All urines were examined for the following parameters: (a) Color;

and (h) RBC/h.p.f.




3.5 Determinations (Cont'd.)

If any determination exceeded thz normal laboratory limits, urine

samples were again collected from those animals and confirmation of

the results made.

A commercial control set was routinely used for monitoring the

accuracy of urine tests (c¢) through (f) above.

3.5.5. Organ Weights. The following organs were weighed from each
of ten male and ten female rats per group at the conclusion of the
experiment: (a) Heart; (b) Liver; (c) Kidneys; (d) Gonads; and (e)
Brain. These organs were weighed after fixation in 10% buffered

formalin.

Necropsy Procedure

All rats, whether they died or were sacrificed, received a combiete
gTrosSs Necropsy.

Rats were fasted overnight prior to necropsy. All rats except those
designated for clinical chemistry and organ weights were éuthanizédirw
in a: ether jar.

The rats intended for clinical chemistry and organ weights wete
anesthetized with ether, their abdomen opened and their blood drawn
from the inferior vena cava behind and below the liver.

Each rat was subsequently pinned on a board with its extremities
extended and their ventral skin reflected over their head exposing the
thoracic, abdominal and pelvic cavities. The viscera were examined in

situ. The neck of the animal was subsequently severed in such a way




- Necropsy Procedure (Cont’

as to leave the head at£§éhed:to ﬁhért:aqhea1aidresophsgus,'tﬁe'

viscera removed in toto and the total tissue aggregate immersed fn

buffered 102 formalin (W/V ratio: approx.: 1:10). fkgﬁresenéajtivé,:

blocks of skin, muscle, bone (lumbar vertebra) and peripheral (scistic)

nerve were also immersed.

Organ weighing and tissue blocking were done after fixation for at

least 72 hours. Blocking was done in double labeled plastic cassettes.

Animals which received complete histopathoiogy had all tissues blocked
as stated below: '

Skin : ’ Stomach

Eyes Intestines
Tongue 1y Bladder

Mammary glands (if palpable)} Prostate
Skeletal muscle Uterus

Bone and marrow 2 Gonads

Salivary glands Kidneys Pituitary

Lymph nodes Adrenals Brain

Thyroids Spleen Spinal Cord
Trachea . Pancreas Peripheral nerve

Ten male and ten female rats from the control and high dose groups
were scheduled to receive complete histopathology, while the heart,
lungs. liver and kidneys of all animals were scheduled to be examined
microscopically

Procedures in Histology

Once the animal tissues were blocked, they were sent to histology.
The cassettes were then processed by a three phased auromited procedure

extending over a 16 hour period and involving the following steps:
(1) Dehydration of tissue; (2) Clearing of tissue by xylene; and

(3) Infiltration of tissue with paraffin. Bone tissue was de-
calcified prior to processing by placing it into a solution of hydro-

chloric acid and chelating agent for a period of time.




Procedures in Histology (Cont'd.)

"Emtedding" was performed using a Tissue=Tek II Tissue Embedding

Center. It involved placing tissue into stainless steel molds,
spécially arranging tissue within the mold so that no two pieces
were tangent, filling mold with paraffin and placing the same plastic
cassette 1id as used in processing into the mold. Now referred to
as "blocks" the tissue specimens were cooled, solidified and finally

removed from the molds.

Each animal received in histology was accompanied by its necropsy
sheet containing pertinent raw data. The necropsy sheéet contained

a notation regarding the number of blocks prepared on that particular
animal. The histologist verified that information against the actual
" paraffin blocks. Entries were made in the log book, grouping by

contract number.

Paraffin blocks were cut on a Spencer 820 American Optical microtome at -
a thickness of five micra. This thin tissue section was subsequently
transferred to a clean glass slide with an identification number on it.
Slides were routinely stained with hematoxylin and eosin. The actual
staining procedure required several additional solutions to give
acceptable results. To insure gooa quality control, the histologist
carefull& monitored these solutions and maintained same "fresﬁ"ﬁgnd
non-contaminated. A microscopic check was made for cellular detail

and differentiation prior to forwarding the slides to the pathologist.

Upon request certain slides received a "special stain" for diagnostic

purposes. In these instances the histologist ramn a positive contrcl

2

[T )

slide concurrently to confirn that the stain was acceptable.




the tissue and a self-adhesive label was attached which 1ndica:ed the  ‘15

animal number, contract number, block numher and date.;~3fee}¢ iT;Lfiii;r””;

Once slides had been diagnosed they were 1ndexed and placed nto the B

archives in such a way that they could be easily retrieved.

Statistical Procedures 7
Pharmacopathics Research Laboratories, Inc. (PRL) has treated staris-
tically (student t test, designated with an asterisk), the feed
consumption,body weight, clinical chemistry, hematology and organ

weight data.

All calculations were confirmed by a second individual in order to

assure their accuracy.
-




POLY DADM: SIX MONTH FEEDING TO RATS

"4, RESULTS

Clinical Signs (Table #.D

The rats assigned to this study are listed in Table #4.1.

There were no abnormal clinical signs noted during the course of the

experiment.

Survival (Table #4.2)
Rat #7223 and #7225 were both sacrificed in a moribund condition at 34

and 70 days into the study, respectively. Rat #7259 died at 103 days

into the study. Rat #7277 died 70 days into the study.

' Food Intake (Tables #4.3.1, #4.3.2, #4.3.3, Appendices A-1 and A-2)

The high dose male rats consumed significantly more than the controls
during weeks 8, 9, 11, 13 and 15 through 26, while the high dose

female rats consumed significantly more than the controls during weeks
8, 13 ﬁhrough 19 and 22 through 25. The low dose male rats consumed
significantly more than the controls during weeks 12 through 14, 20,

21 and 23 through 26, while the low dose female rats consumed signi-
ficantly more than the controls during weeks 3 through 5, 8, 17 through

19, 21, 24 and 25.

The feed efficiency was, in general, quite variable between groups
within the same weeks as well as within the same groups during

succeeding weeks.




. #7276 had SGOT values of 264 IU/L, 214 IU/L and 221 IU/L, respectively.

e high nose male rats veighed sign:lficantly less than :he concrols'

during weeks 2 :hrough 26, vhﬂe the h{gh dose f:nale ‘Tats weighed LA

significantly less than the controls during veeks 9 10 15 and 17

7 ' through 26. The low- dose male rats- weighed signifi cantly less ehan
the controls during weeks 4, 6 and 9 through 26 Hhile the law dose

female rats weighed significantly less than the controls during weeks =~~~

18, 25 and 26.

4.5 Clinical Chemistry (Tables #4.5, Appendices A-5 and A-6)

According to ourexperience, the following ranges are normal in the
young albinc rat: |
(a) FBS: 50 mgX to 250 mgX
(b) BUN: 5 mgZ to 35 mgX
e (c) SGOT: 25 IU/L to 195 IU/L
- *(d) SGPT: 10 IU/L to 100 IU/L
(e) GGTP; 0 IU/L to 5 1IU/L
The following rats had elevated SGOT value.s;loﬁ dose male rat #7727
and high dose male rat #7265 had SGOT of 212 and 266 IU/L, respectively;

low dose female rat #7258 as well as high dose female rats #7268 and

7A1;17:l710;xgh Vthe;rfremralehl;i;rgh test Vgrrovr.xpg had significantlyhi:gher FBS, :
-BUN and SGPT values than the corresponding control group, we do not

consider this to be biologically important because all these values
fell within ourrnomal,range. There was no similar statistical

differences between the male high test group and the control groups.




" 4.5 Clinical Chemistry (Cont'd.)
The rats listed above with higb SGOT values had at least their majof

organs. examined. Only respiratory histopathology was noted; neither the

heart nor the liver of any of these rats displayed any histopathology,

nor was any histopathology observed in . the muscle of rats #7265,
#7268 and #7276, which underwent complete histopathology. This last
fact is of importarce because these are the tissues characteristically

involved in_caseg -with .elevated SGOT.

4.6 Hematology (Tables #4.6, Appendices A-7 to A-12)
The following ranges are normal in the young albino rat in our
experience: 7
(a) HGB: 12 g% to 18.9 gZ
(b) HMCT: 33 % to 55 Z
. 3 3 3 3
(c) WBC: 5.0 x 10° cells/mm”~ to 25.0 x 10 cells/mm

") REC:. 6.0 x 10° cells/m® to 12.0 x 10° cells/mm"

At various times ome or another hematoiogical parameter was different
in a test group than in the corresponding control group. Again, we do
not consider these differences to be biologically important, because,
in our experience, ;11 these values are within the normal fanéé for
the Sprague-Dawley rat. High dose male rat #7295 at six months had
WBC of 25,200. Its bone marrow, however, was histologieally,normalj
High dose female rat. #7286 at four months had WBC of 25,400. By

six months, however, it reverted back to normal.

4.7 Urinalysis (Tables #4.7.1 to #4.7.6)

Low dose male rat #7227 had 2+ proteinuria at six months, , high dose




4.7 Urinalysis (Cont'd.)

ratu#7265¥had 1+ proteifiuria at twe onths - a € nths, high

- —dose rat #7275 had I+ proteinuria at two months and high dose rar

#7295 had 1+ proteinuria at six months. Low dose female rat #7232 -

had 1+ proteinuria at two months, and high dose rat #7288 had 1+ N

proteinuria at two months.

Low dose male rat #7227 had significant microgscopic hematuria at
four and six monihs, low dose male rat #7231 had mild microscopic: - -
hematuria at two and four months and high dose male rat #7265 also

had mild hematurfa at six months.

Histopathologically rat #7231 had a vesical calculus. The urinay,

system of the rest of the rats was normal.

4.8 Organ Weights and Organ-to-Body Weights Ratios (Tables #4.8.1 and
#4.8.2, Appendices A-13 to A~14)

Please note that these tables represent bod& weight and organ weight
data on ten animals per group only, as opposed to Tables #4.4.1 and

#4.4.2, which Tepresent data on twenty animals per group.

The mean weightsof the following organs were statistically less than

the control: 1low-dose liver, high dose heart, liver and kiggeys in-

‘the male and high dose heart and liver in the female.

The following organ-to~body weight ratios show significant decrease
wher compared to the corresponding controls: low dose liver and
high dose heart, liver and kidneys in the male; high dose heart and

liver in the female. These parallel the changes in the organ weights.
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4.9 Gross Pathology (Tables #4.9.1, #4.9.2 and Appe:dix 5-1 to B-12)

All rats underwent a complete gross necropsy. Tinw Iollowing terms
which appear in the Animal Inventory Tables and - ae Individual

Animal Data Records (I.A.D.Rs) are hereby defined:

1. COMPLETE HISTOPATHOLOGY - The animals underwent a coﬁplete gross
necropsy during which time abnormal gross findings may have been
noted~ The tissues listed in the I.A.D.Rs with the exception
of the middle ear and mammary gland (unless palpable) were
examined microscopically, during which examination-abnormal
findings may have been :oted.

NORMAL HISTOLOGY - The animals underwent a compleﬁe gross

necropsy during which time abnommal gross findings way have

been noted. The tissues listed in the I.A.D.Rs, again, with

the exception of the middle ear and mammary gland (unless

palpable), were exaﬁined microscopically, during which examina-
tion no abnormal findings were noted.

NORMAL MAJOR ORGAN HISTOLOGY - The animals underwent a complete
gross necropsy during wﬁich time an abnormal groés finding was
observed. The heart, lungs, livers and kidneys as well as any
lesion present were examined microscopically and found to be normal.
ANY SPECIFIC DIAGNOSIS - The animals underwent a complete gross
necropsy during which time abnormal gross findings may have been
observed. In addition, certain tissues were examined histologically.
For more specific information about these animals, the reader is
referred to the respective I1.A.D.Rs. V

NORMAL GROSS NECROPSY F;NDINGS - The animals underweut a complete

gross necropsy during which time no abnormal gross findings were




Most of the gross pathology in the male rats v

system and respiratory system while in the female ra

to the res’piratqry'—,fsystem., Certain animals in all groups

It will be noted that several mﬁle rats viilrhgver“pfgcipiﬁate in

bladder” under gross necropsy with or: without : '¢otfespénj¢;n:g micros= o
copic pathology in the bladder. Im reality thié precipitate is a

tapered, cylindricai, soft bodj”aﬁf: the”braéer 6f thér bladder. This
dissolves away during dehydration. If one removes this body and

sections it, under the microscopc it consists of an accumulation of

crystals; when stained, it appears as an eosinophilic, fenmestrated

body with ragged edges and containing sperm. This, most likely, is

the nidus for calculus formation with resulting cystitis, mucosal

hyperplasia of the bladder, hydronephrosis and pyelonephritis.

-
i

Microscopic Pathology

iy
\

Ten male and ten female rats from the control and high dose groups
underwent a complete histopathological examination as dictated by the

protocol. Animals which died or were sacrificed moribund had their

»

- major organs examined microscopically at first and if no pathology
was observed they underwent a complete histopathology. Rats with
positive findings had the affected tissue as well as their major
organs examined microscopically. All other rats had their major

orgars (heart, lungs, liver and kidney) examined microscopically.

The microscopic findings were related to the gross pathology observed,
being mostly limited to the urinary and respiratory systems. Certain

animals in all groups were affected more or less to the same degree.

No compound related pathology was observed.

i i
MR I N N R O .
‘ v
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POLY DADM: SIX MONTH FEEDING TO RATS
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CTABLE #4.1 (Lof2) oo oo e

DISTRIBUTION OF MALE AND FEMALE RATS RECEIVING D
- POLY DADM IN THEIR DIETS FOR 26 WEEKS . . . _°° = =

Rat Identification Numbers

Males . ... .. ... ... Females

7181 7182
7183 7184
7185 7186
7187 718¢
7189 7190
7191 7192
7193 7194
7195 ' 7196
7197 7198
7199 7200
7201 7202
7203 7204
7205 7206
7207 7208
7209 7210
7211 7212
7213 7214
7215 7216
7217 7218
7219 7220

7221 7222
7223 7224
7228 7226
7227 7228
7229 7230
7231 7232
7233 7234
7235 - 7236
7237 7238
7239 7240
7241 7242
7243 7244
7245 7246
7247 7248
7249 : 7250
7251 7252
7253 7254
7255 7256
7257 T 7258
7259 7260




TABLE #4.1 (2 of 2)

 DISTRIBUTION OF MALE AND FEMALE RATS RECEIVING -~ .
POLY DADM IN THEIR DIETS FOR 26 WEEKS

Dose .
Conc. Rat Identification Numbers
mg/kg/d Males Females

2,000 7261 7262
7263 7264
7265 7266
7267 7268
7269 7270
7271 7272
7273 7274
7275 7276
7277 7278
7279 7280
7281 7282
7283 7284
7285 7286
7287 7288
7289 7290
7291 7292
7293 7294
7295 7296
7297 7298
7299 7300




*'mi.':':' #4.2 '

IN THEIR DIETS FOR 26 WEEKS
(20 RATS/ SEX/ GROUP AT START)

SURVIVAL 0?' VHALE AND FE!‘[ALE RATS RECEIVING I’OLY DI«DK

“Vales — Femates

Dose Conc. (mg/kg/d) Dose Conc. gmg/kgr /d) :

o 1,000 2,000 0 1,000 2,000
20 20 20 20 20 20
20 20 20 20 20 20
20 20 20 20 20 20
20 20 20 20 20 20
20 19 20 20 20 20
20 19 20 20 20 20
20 19 20 20 20 20
20 19 20 20 20 20
20 19 20 20 20 20
20 19 19 20 20 . 20
20 18 19 20 20 20
20 18 19 20 20 20
20 18 19 20 20 20-
20 18 19 20 20 20
20 18 19 20 20 20
18 19 20 20 20
18 19 20 20 20
18 19 20 20 20
17 19 20 20 20
17 19 - - 20 e —
17 19 20 20 20
17 19 20 20 20
17 19 20 20 20
17 19 20 20 20
17 19 20 20 20
17 19 20 20 20

W 0 NN W N e

H B e e e
L. S ORI N




TABLE #4.3.2 (1 of 2)

MEAN FEED CONSUMPTION DATA FOR FEMALE RATS RECEIVING
POLY DADM IN THEIR DIETS FOR 26 WEEKS

GRAMS OF FEED/RAT/WEEK

Feed Consumption (g)
Dose Conc. (mg/kg/d) '

1,000 2,000

126 123
154 151
156* 147
167% 143
154% 150
157

160

154%

138

142

147

140

140

*Statistically significant from control at P£0.05.

_(Continued)




an '4-362,,(2 Of Z)

.MEAN FEED CONSUMPTION DATA FOR FEHALE RATS RECEIVING
POLY DADM IN- THEIR DIETS FOR 26 WEEKS - Sl
GRAMS OF - FEED/RI&T/WEEK T I T I T T I

Feed Consumption k

|
|
i
|
I .
I
1
'
!
E |
!
i




 oaBLE #4.3.1 Qof2) | R

MEAN FEED CONSUMPTION DATA FOR MALE RATS RECEIVING
POLY DADM IN THEIR DIETS FOR 26 WEEKS

GRAMS OF FEED/RAT/WEEK

Feed Consumption
Dose Conc. (mg/kg/d)
1,000

137
171
176
185
195
197
195
193
181
176

197

*Statistically significant from control at P£0.05.

(Continued)




TABLE #4.3.3 (1 of 2)  ‘

SUMMARY OF FEED EFFICIENCY DATA FOR MALE AND FEMALE RATS o
RECEIVING POLY DADM IN THEIR DIETS FOR STX MONTHS

(GRAMS OF BODY WEIGHT GAIN/GRAMS OF FEED/WEEK)

Males Females

Dose Conc.gmg/kg/d) Dose Conc. (mg/kg/d)
] 0

0 1,000 2,000 1,000 2;000

0.35 0.30  0.26 0.28 0.26 0.26
0.31 0.29  0.25 0.19 0.19 0.18
0.27 0.26  0.24 0.17 0.17 0.16
0.23 0.15  0.20 0.10 0.11 0.15
0.22 0.23  0.13 0.12 0.10 0.06
0.18 0.18  0.15 0.09 0.06 0.06
0.09 0.1 0.10  0.10 0.08
0.09 0.06 . 0.01  -0.01 0.19
0.07 0.01 0.06 0.04 0.01
0.12 0.07 . 6.05 8,02 0.07
0.10 0.13 . 0.05 0.05
0.08 0.07 .04 0.05 0.04
0.06 0.03 0.06  0.05 -
0.05 0.09 —0.03 0.02
0.05 ~0- . 0.08 0.03
0.11 . 0.04 -0-
-0.04 ~0.07

0.08 . 0.04

(Continued)




TABLE #4.3.3 (2 of 2)

SUMMARY OF FEED EFFICIENCY DATA FOR MALE AND FEMALE RATS
RECEIVING POLY DADM IN THEIR DIETS FOR SIX MONTHS.

- (GRAMS OF BODY ~WETGHT —GAIN/GRAMS OF FEED/WEEK) ..

Week Males Females

on Dose Conc.(mg/kg/d) Dose Conc.(mg/kg/d)
Test o] 1,000 2,000 0 - 1,000 2,000

19 - 0.08 0.01  =0.04 0.01 0.11 0.01
20 0-0 0.07 0.03 0.05 0.01 0.01
21 0.01 -0.03 0.01 0.01 0.01
22 0.01  -0.02 -0.07 -0.01 -0.02
23 0.03  -0.01 0.08 0.04 0.05
24 0.06  0.04 0.06 0.04 0.05
25 0.03  0.03 0.10 -0.01 -0.01

26 -0.01 0.07 0.02 0.06 0.04




MEAN BODY WEIGHT DA‘I‘A FOR mn,r. RATS REczme P
POLY DADM IN THIER DIETS FOR 26 WEEKS

Week - ——————Bodv _Weignts (g)
Dose Concentration §mg/kg/d)

on .
Test 1,000

61
79

Quarantine
0

1

2

368*

Continued

*Statistically significant from comtrol at P£0.05.




TABLE # 4.4.1 (2 of 2)

MEAN BODY WEIGHT DATA FOR MALE RATS RECEIVING
"7 7'POLY DADM IN THEIR DIETS FOR 26 WEEKS -~~~ 77

"Body Weights (g)

Dose Concentration (mg/kg/d)
1,000 . 2,000

361%
384*
400%
398%
407%
400*
406+
400%
397+

395+
403*
409*

422%




. TABLE #4.4.:

MEAN BODY WEIGHT DATA FOR FEMALE RATS RECEIVING
" POLY DADM IN THIER DIETS FOR 26 WEEKS. — .-~

Week
on
Test

“Body weights (R)

Dose Concentration (mg/kg/d)

1,000 . 2,000

Quarantine
0

1

1
12

13

. 59 ... 58

75

ans
r¥3-4

229

236 :

243

258 251

*Statistically significant from ¢ontrol at'P50.05.:

(Continued)




TABLE #4.4.2 <Ziof”2;7””

MEAN BODY WEIGHT DATA FOR FEMALE RATS RECEIVING
POLY DADM IN THIER DIETS FOR 26 WEEKS

Body Weights (g)
Dose Concentration (mg/kg/d)
1,000 2,000

246 247
257 252%
262 252
253 247%
248% 252%
263 254%

264 255%

266 256%

264 . 253*
270 26}*
276 268%*
274% 267%

282%* 272%




TABLE #4.5

MEAN CLINICAL CHEMISTRY DATA FOR MALE AND FEMALE RATS - -
RECEIVING POLY DADM FOR SIX MONTHS

Dose Duration
Conc. of test BUN SGOT SGPT GGTP i
mg/kg/d  (Months) \ 7 . mg% (1.Uu./L.) (1.U./L.) (1.U./L.)

0 6 ' 14.7 135 35
1,000 , 13.3 139 30
2,000 ‘ 11.4 159 46

0 ‘ 16.2 92 33
1,000 18.8 135 30
2,000 27.2% 185% 62*

*Statistically signifcant from control at P£0.05.




(TABLE #4.6

MEAN HEMATOLOGIC VALUES FOR RATS RECEIVING
POLY DADM IN THEIR DIET FOR 26 WEEKS

Dose Month
Conc. on RBC HGB . JEMCT. - WBC, WBC Differential Count (Z)

mg/kg/d  Test x103/mm®  goX (). x103tm Poly. Lymph. Mono. Eos.

0 2 8.91 15.1 46.7 17.4 83 16 1
1,000 9.08 15.7 47.6 17.8 82 17 1l
2,000 9.76¢¢ 16.7* 51.1* 16.4 81 18

0 : 8.81 46.1 84
1,000 9.14* . 47.8% . 83
2,000 9.5 . 49.8* 78

0 ' . 81
1,000 . . 76
2,000 . .9 . 73

0
1,000
2,000

0
1.000
2,000

0
1,000
2,000

‘Statistically significant from control at P£0.05.
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- APPEXDIR-

© HEMATOLOGIC VALUES

RECEIVING __POLY DADM

, | |- oFrerenTIAL wec count i
ANIMAL - - HGB - I|HEMATO: - —
: m. % CRIT ' 1o S
NUMBER 9 | Povy. LMPH. - | MONO. | EOS..

17187 , 15.7 | 48.0 | 15.6 { 12 | 8 | 1 -

7193 15.4 | 47.5 13 85

7209 . 15.6 | 48.0 . 25 Y~

7215 .49 | 14.3 | 44.5 15 82

7219 14.8 14 86

|
*N . NORMAL
D - DECREASED
1 . INCREASED




RECEIVING_ TCLY DAD™ * TWO MONTHS

’ | DIFFERENTIAL WBC COUNT (%)
ANIMAL HEMATO- !

UMBE (MPH. | MONG. | EOS.

i
i

7186 . 50.0 : 19. 86
|
7188 49.5 | 20. 83

d

7194 48.5 5 85

46.5 . 84

50.5 . 81

*N - NORMAL
D - DECREASED
t - INCREASED




~ HEMATOLOGIC VAL

" REcEVING. POLY DADM

ANIMAL RBC | HGB  THEMATO-1.- i R e e e e T
NUMBER | x 106 | -om. % CRIT

poLy. |- mew. | mowo. | Ers. |

B

787 [8.87 |15.0 [46.5 167 | 14 | 83 J2 |2 | |

7193 8.71 | 15.0 11 | 82
7269 18.98 | 15.2 12,6 |15 .| 85 -

7215 8.77 | 14.9 . 16 82

7219 8.72 | 15.7 ] 13 | 86

*N - NORMAL
D - DECREASED
! - INCREASED




POLY DADM - FOUR MONTHS

RECEIVING

DIFFERENTIAL WE } b
ANIMAL HEMATO. L WBC COUNT {%)

NUMBER- CCRIT | 2103 | yioxe
| - LMPH-- |-MONO.-| EOS. | MORPH. . L.

7186 . 46.5 i 6 ] 1

7188 . 47.
7194 . 48.

7206 . . 48.

7210 . . 46.

*N - NORMAL
D - DECREASED
| - INCREASED




" HEMATOLOGIC VALUES FOR

RECEIVING. POLY DADM — ~ gop__ SIXMONTHS =

Sl bl e e DIFFERENTIAL WBC COUNT IR e
ANIMAL | RBC | HGB |[HEMATO.| WBC kit i , :

“NUMBER | % 106 | om-% | ~CRIT—|—x103 | —— ——— 1 TREC]
UMBER | » 106 e 1 poLy. | imew. | mono. | EOS. | MORPH.

d

7187 . 15.8 | 49.5 | 15.7 87 | 12

7193 46.5 | 18.1 | 83 13

7209 47.0 | 13.6..1 69 | 26

7215 . 46.5 | 18.5 83 16

7219 . 47.5 1 16.9 82 12

°N - NORMAL
D - DECREASED
I - INCREASED




SIX _MONTHS

DIFFERENTIAL W

DIET ANIMAL 1AL WBC COUNT (%)
CONC. | NUMBER | . L % 3

me /ke/id ’ ) LMPH.— 1 MOND. L. ¢

RBC/
MORPH -~ -

0| 7186 , .2 14

7188 ) 18

7194 X . 15

7206 . . X . 14

13

*N - NORMAL
D - DECREASED
1 - INCREASED
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TEST SUBSTANCE: Poly DADM
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\
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TEST SPECIES: © RAT

ROUTE OF ADMINISTRATION:
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INDIVIDUAL ANIMAL DATA RECORDS




sEcies_____ Rt sex _ Male

' DATE ml;mrsn_; January 5, 1977

TERM. B0DY wEiGHT ___ 523 —grams DIED (3 sacriFiceD gy "ﬁiﬁﬁ'?ﬁlﬁ! %

ORGAN GROSS | Micro. REMARKS = =
Generaj 1) T -
Skin Normal | Normai
Eyes
Ears
| Yongue Norms
Mam. Glands i
| Skeletal Muscle

Marrow - . The prostatic section Teveals a whitgen emc

There are no tumors observed,

The right kidney sccag to have & dilated pe

The bladder ig distended with Precipitated N

The sections of the right k.idpgy rgvgi1~, mod
hydronephrasis. K

Tha section from the Prostate reveals a fev -
full of surulent exudate, ®

DIAGNOSES: 4. HYDRONEPHROSTS, UNILATERAL, b
: B. PROSTATITIS ~CUTE, MILD

Sm. Intestine
Lg. Intestine
Bladder
1Prostate -
Uterus
Gonads
Pituil'aty
Brain

Spinal Cord
Per. Nerve

C —— |
October 7, 1977 'v\{')(/’lj v/ <, \- LfLG‘I i,"L([
DATE v ] PAT?I:OGIS?I '

PRL Form g (Rev. 111y




'CONTRACT No, : 7656

TEST COMPOUND Foly nany
DOSE LEVEL SPONSOR American Cysnamid cm“"fw

DATE INITIATED____ Januvary S, 1977 - AUTOPSY DATE __July 7, 1977

TERM. BODY WEIGHT 364 _ grams DIED [ SACRIFICED K] pavS To Fare__183

ORGAN GROSS MICRO. REMARKS
General (1)

Skin Normal There are no tumorg observed.
Eyes
Ears The pulmonary sections reveal a milg degree of
Tongue Peribronchial round cell exudate.
Mam. Glands .
Skel=tal Muscle
Bone &Marrow
Salivary Glands
Thor

AL DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MILD

Thyroids
Parathyvroids
Trachea
Esophagus
Aorts
Thymus
Lungs

Heart
Liver

 Kidneys
Adrenals

Spleen
DORIKRH XX
Pancreas
Stamach
Sm. Intestine
Lg. Intestine
Biadder
Prostate
Ulerus
Gonads
Pituitary
Brain

Spinsl Cord
Per. Negve

W x

] - — - -
October 10, 1977 f gM(D(//fA,L/. g ( (447411, M“9, = "('("

DATE mrnowcljf

PRE Form s01 (Rev. 112787




posereveL____ 0 mefke/d
DATE INITiATED___ January S, 1977 - -

TERM. BODY WEIGHT ____585  grams _DIED [] SACRIFICED KJ DAVS TOF47 -

ORGAN  “["GRoOsS | micro. | = Coamaks

General 1)
Skin Normal
Eyes
Ears

Tongue
Mam. Glands

:ide.::mk y The renal sections reveal a mild diiatic
?d‘:ﬁ——:;:'—;’z - pelvis of both kidneys. :

- .

Thor
Lymph
Nodes ™"

| Thyroids
hyroids - 7
;:::“);m DIAGNOSES: ‘A. RESPIRATORY DISEASE, CHR

Esophagus . B. HYDRONEPHROSIS, BILATERAI
Aorts
Thymus
 Luags

Hecrt

 Liver
Kidneys
Adrenals

. { Spleen
USRI X
Pancreas
Sm. Intestine
Lg. Intestine
Bladder
Prostate
Uterus -
Gonads
Pituitary
Brain
Spinal Cord
Per. Nerve

There are no tumors observed.

The pulmonary sections Teveal a uld,dq '
peribronchial round cell infiltracion,

7") e RV
October 10, 1977 \/\A.g(/‘/{m/ . “ig -‘””L},'\A‘

DATE PATHOLOGIST / v

PRL Form @81 (Rev. 11-13)




ANIMAL NO.

CONTRACT NO.

Rat Male

SPECIES SEX

TEST COMPOUND Poly DADM

DOSE LEVEL _____ 0 mglkg/d

 sPONsOR . Auerican Cyanamid Company

DATE INITIATED January 5, 1977

AUTOPSY DATE __July 7, 1977

TERM. BODY WEIGHT 525 grams

DIED (] SACRIFICED E] DAYSTOFATE__183

ORGAN GROSS MICRO.

REMARKS

General (1)
Skin Normal | Normal
Eyes & ‘
Ears
Tongue Normal |
Msm. Glands )
Skeletal Muscle
Eone &Marrow
| Salivary Glands

Taor
Lymph
Nodes ™*

Thyroids
Parathyroids
Trachea
Esophagus
Aorta
Thymus
Lungs
| Heart
Liver
| Kidneys
Adrenals
Spleen
Psncreas
Stomach
Sm. Intestine
Lg. Intestine
Bladder
Prostate
Uterus
Gonads
Pituitary
Brain
Spinal Cord
Per. Nerve

There are no tumors observed.
The bladder contains precipitated protein.

The sections of the bladder reveal a beginning
calculus.

DIAGNOSIS: CALCULUS OF BLADDER

October 25, 1977

WM

{
DATE ~

PRI, Forin el (Rev, 11-73)

I

Nosd O Cladon m2 CA LV
zul & N ,

nmon.oclszy




 SEX
voserevee_ 0 mfiwd herimCWCampsay

" DATEINITIATED_____January S, 1977 - VAUTOPSY DATE July 7' 1977

TERM. BODY WEIGHT 38 gram _ DIED [] SACRIFICED 2] DA\'{SIOH?‘-——-—...:;Q;8,3'4?*1::

ORGAN Gross | micro, | ' REMA.RKS

Genersi (1)
Skin Norma.
Eyes

Ears

Tongue

Mam. Glands.

:::l:';l;::’:f The prostatic sections reveal a moderate number of
PT—T the prostatic glands to.be filled with purulent

Salivary Glands date.

Thoe
l.ymph
Nodes ™

Thyroids
Parathyroide«
Trachea
Esophagus
Aorta
Thymus
Lungs

Heart

Liver

Kidneys
Adrensls

Pancreas
Stomach
Sm. Intestine
L3. Intestine
Bladder
Prostate
fiterus
Gonads
Pituitary
Brain

Spina! Cord
Per. Nerve

There are no tumors observed.

The pulmonary seziiors reveal a moderate munt
of peribronchial round cell infiltrate. -

DIAGNOSES: A. RESPIRATORY DISEASE, CHRONIC,
MODERATE
B. PROSTATITIS, ACUTE, MODERATE

/“

October 10, 1977 VV\C(/a«/ ( ( lmﬂtﬁfk '1'\ ) LA Co

DATE urnou.ocf

PRI FPorm ¢ a; (Rev, 11-73)




ANIMAL NO.

CONTRACT NO.

SPECIES

TEST COMPOUND

DOSE LEVEL

0

ag/kg/d

American Cyanamid Company

DATE INITIATED

TERM. BODY WEIGHT

Janvary 5, 1977 -

SPONSOR _

AUTOPSY DATE _July 7, 1977

551

. grams

DIED [J SACRIFICED K] DAYS TO FATE 183

ORGAN

GROSS

MICRO.

REMARKS

Genersl

(1)

Skin

Normal

Normal

(1) There are no tumors observed.

Eyes

!

Ears

(2). The pulmouary sections reveal a moderate amount

Tongue

Normal

of peribronchial round cell infiltrate.

| Mam. Glands

Skeletai Muscle

Normal

Bone &Marrow

Sslivary Giands

Lymph Thor

DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MODERATE

Nodes ™

Thyroids

.

Parathyroids

Traches

Esophagus

Aorta

Thymus

Lungs

 Heort

Liver

Kidneys

Adrenals

Spleen

' PGERRAERX

Pamnvanae
v el ey

Stomach

Sm. Intestine

Lg. Intestine

Bladder

Prostate

Uterus

Gonads

Pituitary

Brain

Spinat Cord

Per. Nerve

October 10, 1977

C 2wl ad 2

DATE

FRL Form el (Rev, 1i-1%)

v T 7 ] [4
PATHOLOG)ST Y

Y
6(;\/\ g (f{lfb\/’ é :




DOSE LEVEL 0 "/"‘/*

© DATEINMATED___Janusry 5, 1977 - AUTOPSY DATE ___July 7, 1977

 SPECIES

TERM. BODY WEIGHT 519 grams omn:, SAcnmcm mm rours = B

ORGAN GROSS | Micro.  REMARKS
General (1)

Ski Normal | Normal o ' :
E : Il There are no tumors observed.

Es , -
.ro: The cross section of the prostatic urethra shows
m‘"::hn 3 precipitated protein, , I
i:'t':;:::": The pulmonary sections reveal 4 mild degree of
-=one & ferr peribronchial round cell infiltrate.

Salivary Glands

Thor
l.ymph
Nodes M

[ Thyroids __
Parathyroids
Trachea
Esoplu!m
Aorts
Thymus
Lungs
| Heart
 Liver
Kidneys
Adrenals
Spleen

DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MILD

Pancress
Stomach
Sm. Intestine
Lg. Intestine
Bladder

" | Prosiate
Uterus
Gonads
Pituitary
Brain

Spinal Cord
Per. Nerve

oot Clonclsad & Gagora] i) £4 0

DATE PATHOLOGIST

PRE Porm @i (Rev, t1-18)




ANIMAL No.

CONTRACT NoO, 7656

TEST COMPOUND Foly DaDM

SPECIES Rat
DOSE LEVEL ___ 0 =a/kg/d

_SPONsoR ___American Cysnamid Cowpany

DATE INITIATED January S, 1977

AUTOPSY DATE _July 7, 1977

TERM. BODY WEIGHT 534  grams

DIED {J SACRIFICED DAYSTO FATE__181

ORGAN GROSS MICRO.

REMARKS

General (1)
Skin Normal
Eyes

Ears

Tongue

Mam. Glands.
Skeletal Muscle
Bone &Marrow
Salivary Glands
Thor
M

Lymph
Nodes

Thyroids
Parathyroids

Trachea
Esophagus
Aorta
Thymus
Lunps
Hesrt
Liver

Kidneys
Adrenais
Spleen
b e 1
Pancreas
Stomach
Sm. Intestine
Lg. Intestine
Rladder
Prostste
Uterus
Gonads
Pituitary
Brain
Spinal Cord
Per. Nerve

There are no tumors observed.
The pulmonary sections reveal the presence of a

moderate amcunt of peribronchial round cell
infiltrate.

DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MODERATE

Qctober 10, 1977 /

DATE

PRL Form ge) (Rev, bi-7¢)

1 i1A
\org

At $ (om0 £A Ci
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ANIMAL NO.

SPECIES _

DOSE LEVEL .

" DATE INITIATED 3‘“‘17 5, 1977 . xmorw mm; :

TERM. BODY WEIGHT __ 551 grams 7 DIED >0 ucuncsna DAYS TO FATE 183

ORGAN GRoSs | micro. | ' ﬂ“,“"m o
1)

‘ There are no tumors observed.

Normal The pulmonary sections reveal s Uderate deg'ue ol
peribronchial round cell :I.n.filttlu.

| Mam. Glands
Skeletal Muscle
Bone &Marrow
Salivary Glands
Lymph
Nodes
| Thyroids
Parathyroids
Traches
Esophagus
Aorta

DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MODERATE

Sm. Intestine

Lg. Intestine
Bladder

- rm;(m" T
Uterus
Gonads
Pituitary
Brain
Spinsl Cord
Per. Nerve

' )
October 25, 1977 s LS & [AA,M /\A‘ '\’1- A (._I

DATE o urmynr.ls?

PRI Form 20l (Revw. 11-73)




Hcom'ucr 'uo 7636

qu

SEX TESY COMPOUND Poly DADM

DOSE LEVEL ___ 0 =s/kg/d SPONSOR . __American CY‘Wd Cmpany

DATE INITiATED____ January S, 1977 - AUTOPSY paTE _July 7, 1977

TERM. BODY WEIGHT 553 _ grams DIED [J SACRIFICED §] DAYS To FATE__183

ORGAN GRCSS MICRO. REMARKS

General (1)
Skin orma ]

Eves
Ears There are no tumors observed.

Tongue

The bladder ig found - te have pPrecipitated

Mam. Glands
Skeletal Muscle protein.

Bone &Marrow
Salivary Ghnds

Lymph u
Nodes

Parathyroids
Trachea
Esophagus
Aorta
Thymus
Lungs
Hesrt
 Liver
Kidneys
Adrenals
Spleen
EXDGITEK
Pancreas
Siomach
Sen. Intestine
Lg. Intestine
Bladder
Prostate
terus
Gonads
Pituitary
.Buin

Spinal Cord
Per. Nerve

FIhyroids __ ' DIAGNOSIS: NORMAL MATOR ORGAN HISTOLOGY

V)

. Lo . . .
I e ey 4t e - vy

October 10, 1977 am S 6. ¢ (,wmn/ M., )_

DATE g ' . Mrnm‘.?hlsr [

PRI Porm ¢ 81 {Rev, 11.789)




ANINAL NO. __

. SPECIES

—DOSE LEVEL

DATE INITIATED Januaxy S, 1977 - AU‘I‘OPSY DATE July 7 1977

TERM. BODY WEIGHT 521 grams = = pep(y ucxmc:n- 'DAYS TO FATE.. 133

ORGAN GROSS | MICRO. : , 7 !F",‘,‘!‘,’,,, T B

(1)
Normal

There are no tumors obscrved.’f.

There appears to be a large stone in the bladder.

The pulmonary sections reveal the presence of a

Skeletal Muscle large amount of peribronchial round cell infiltrate
Bone &Marrow '

| Salivary Glands The bladder sections reveal a beginning calculus.
Thoe

DIAGNOSES: A. RESPIRATORY DISEASE, CHORNIC, SEVERRE
B. CALCULUS OF BLADDER

Pancreas
Stomach

Sm. Intestine
Lg. Intestine
Bladder
Prostate
Uterus
Gonads
-Pi-t;ituy
Brain

Spinsl Cord
Per. Nerve

ye .
October 10, 1977 (wm g'[,ﬂj;,.:/ {.° [”;//m,\ . ?

DATE o PATHOL,

PRL Poiws g8l (Rev. 11-78)
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ANIMAL NO. 7203 CONTRACT NO.
C SPECIES Rat sex __ Male TEST COMPOUND _ Poly DADM
DOSE LEVEL 0 mg/kg/d SPONSOR American Cyanamid Coupany
DATE INITIATED____ January S, 1977  AUTOPSY DATE —_July 7, 1977
TERM. BODY WEIGHT 468 grams DIED (] SACRIFICED E] DAYS TO FATE___183 :
CRGAN GROSS MICRO. REMARKS
General (1)
Skin Normal
zy" (1) There are no tumors observed.
Ars
 Tongue (2) The bladder appears to contain precipitated protein
Mam. Glands
Skeletal Muscle (3) The pulmonary sections reveal the presence of a
Bone &Marrow mild degree of peribronchial round cell infiltrate.

Salivary Gllnds

(4) The bladder sections reveal the beg:l.nning formation
Mes of a calculus.

Lymph
Nodes

Thyroids
Parathyroids
Traches
Esophagus :

~ Aorts DIAGNOSES: A. RESPIRATORY DISEASE, CHRONIC, MILD
‘ Thmus B. CALCULUS FORMATION (BLADDER)

Lungs 3)-
Heart Normal .
_l=iver ) )
Kidneys
Adrenals
Spleen
OAXIR M AEL
Pancreas
Stomach
Sm. Intestine
Lg. Intestine
Bladder (2) (&)
Prostate Normal
Uterus
Gonads
Pituitary
S¢ain
Spinal Cord
Per. Nerve

-
October 10, 1977 ; 1_\/“ ,L‘/L,J é ,( ,’\4 . C’A‘ L

DATE nmon(,)c IST

PRI, Form el (Rev, 11-78)



srecms _

DATE INITIATED. ___January 1977 - -
TERM. 8ODY WEIGHT _ 526 grams

ORGAN GROss | micno,
(1)
Normal

(1) There are no lunors observed,

DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MILD

Pancress

_1Stomach :
Sm. Intestine
Lg. Intestine

Spinal Cord
Per. Nerve

October 10, 1977 i AL (3\4 i/
DATE i

PRI Form w01 (Rev, 1te18)

=124~




ANIMALNO. ___ 7207 7 CONTRACT NO. _ 7656

SPECIES sex __ Male TEST COMPOUND ___ Poly DADM

DOSE LEVEL ____ 0 mg/kg/d SPONSOR __ American Qymd Conpany

DATE INITIATED_____January 5, 1977 — AUTOPSY DATE July 7, 1977

e i i . o

TERM. BODY WEIGHT 456 _ grams DIED (] SACRIFICED £J DAYS To FATE_183

ORGAN GROSS | MICRO. ' REMARKS
General (1)
Skin Normal )
Eyes There are no tumors observed.
Ears
Tongue The pulmonary sections reveal the presence of g .
Mam. Glands marked degree of peribronchial round cell infiltrat.
Skeletal Muscle
Bone &Marrow

Salivary Gllnds

Lymph
Nodes ™

DIAGNOSIS: RESPIRATORY DISEASE, ‘CHRONIC, SEVERE
Thyroids ’ :

Parathyroids
Traches
Esophagis
/.orta
Thymus
Lungs
Heart
Liver

Kidneys
Adrenals
Spleen
XMbdee
| Pancress
Stomach

Sm. Intestine
Lg. Intestine
Bladder
Prostate
Uterus

Gonads
Pituitary

Brain

Spinal Cord
Per. Nerve

]
October 10, 1977 ( inns? L//W { Vé’//‘LL

DATE u‘mmg;m

PRI Porm g (Rev, 11-73)




~ ANIMAL NO..

Male

T DOSE ;'I;EVEI; —

'e:ndtsldff;iwm’"'

DATE INITIATED

TERM. BODY WEIGHT

January S, 1977

AUTOPSY IMTE

557

grams

N Jnly 7. 1977 B

. DIED [] SACRIFICED §] bns'ro

ORGAN

GROSS

MICRO.

REMARKS = -

Genenl

)

Skin

Normal

Eyes

Normal

Esrs

Tongue

Normal

Mam. Glands.

Skeletal Muscle

Normal

[ Bone &Marrow

Salivary Glands

Lymph

Nodes

| Thyroids

Parathyroids

Trachea

Esophagus

Aorta

Adrenals

) Spleen

Pancreas

Stomach

Sm. Intestine

Lg. Intestine

Bladder

Prostate

Uterus

Gonads

Pituitary

Brain

Spinal Cord

Per. Nerve

There are no tumors observed.

The bladder on cross section shows p:ecipitatcd
protein.

The tracheal sections reveal the subnnrosa to de
focally infiltrated with rounc cells.

_ The pulmonary sections reveal the presence of s

moderate amount of peribronchial round -cells.

The pituitary section reveals a cyst filled with

a proteinaceous precipitate and RBC's.

DIAGNOSES: ' A. RESPIRATORY DISEASE, CHRONIC,
MODERATE

3. CYST OF PITUITARY GLAND

October 10, 1977

DATE

PRI Form 261 (Rev. 11-10)

. !
PATHOLOGI!




CONTRACT NoO,

SPECIES . TEST COMPOUND Foly Dady

DOSE LEVEL ___ 0 - SPONSOR ___ American c""“mid CWP-BY

DATE INITIATED _____January S, 1977 - . 7AUTOPSY DATE July 7 1977

TERM. BODY WEIGHT 499 _ grams DIED [ SACRIFICED B] pavs 1o FATE_183

ORGAN ! GROSS MICRO. - : REMARKS

Genersl J I ¢Y)
Skin 'Normal
Eyes
Earz
Tongue .
[Mam. Glands.__ DIAGNOSIS: NORMAL MAJOR ORGAN HISTOLOGY
Skeietal Muscle
Bone &Marrow
Salivary Glands

(1) There are 00 tumors observed,

Lymph
Nodes ™

| Thyroids
Parsthyroids
Trachea
Esophagus
Aorts
Thymus
Lungs

Heart
Liver
Kidneys
Adrenals
Spleen

K T

Pancress
Stamash
Sm. intestine
Lg. Intestine
Bladder
Prostate
Uterug
Gonads
Pituitary
Brain

Spinal Cord
Per. Nerve

) (/
October 25, 1977 wa IW e g Lf{,é’//‘pg M. :7
T T oATE “ PATHOLOGI JT >

.

PRI ¥orm s i (Rev, 11-73)




ANIMAL NO.

SPECIES

Yy mhelt

her:lcan Cyanamid Company

 DOSE LEVEL

DATE INITIATED

[ R L :77 J y 5 71 -

TERM. BODY WEIGHT ‘

" January S, 1977 -

DIED [ SACRIFICED EJ DAYS TO FATE. 183

515 grams

ORGAN GROSS MICRO.

roaarss

()

Normal

General
Skin
Eyes
Ears
Tongue
Mam. Glands
_Skeleu! Muscle
Bone &Manow
| Salivary Glands
Thor

Lymph
Nodes Mes

Normal

[ Norpal

Normal

Normal

Thyroids
Parathyroids
Trachea
Esophagus
Aorts
Thymus

Lungs

Heart .
Liver
Kidneys
Adrenals

| Spleen
CRIENEHX
Pancreas
Stomach
Sm. Intestine
Lg. Intestine
] Bladder
Prosiate
Uterus
Gonads
Pituitary
Brain

Spinal Cord
Pet. Nerve

There are no tumors -observed.

Cross section of the jeft lung reveals vhitisin foci
surrounded by yellow zoan.
the apicsi lobe

.. The cross section of the right kidney reveals
whitish small granules.

The pulmonary sections
be moderately dilated,
exudate and gurrounded by moderate round
infiltrate. :

.The renal sections reveal foci of

D]'.AGNOSES :

The lesion is found ia
af the left lung.

reveal the bronchioles to
£illed with a purulent
cell

calcification.

A. BRONCHIECTASIS, MODERATE
B. NEPHROCALCINOSIS, UNILATERAL, MILD

October 25, 1977

- (m,—gg' MO _A-Co

DATE

PRI, Porm @01 (Rev, 1118}

£L AvS \N ;

umon.ocii}n




*

ANIMAL No. 7215 . CONTRACT No. 7636

SPECIES sex __ Male TEST COMPOUND Poly DADM

pOSE LEVEL - 0. wg/kg/a_ — SPONSOR . American Cyanamid Cempany

DATE INITIATED January 5, 1977 AUTOPSY DATE _July 7, 1977

TERM. 50DY WEIGHT 561 grams ' DIED (] SACRIFICED E] DAYSTO FATe_ 183

ORGAN GROSS MICRO. REMARKS
General 1)

:"i“ Norm_a_;__N_O__r%al__‘ (1) There are no tumors observed.
yes .
Ears X T (2) The pelvis of the right kidmey appears slightly
Tongue orma dilated measuring 5 mm. x 10 mm.

Mam. Glands _

Skeletal Muscle Normal 1(3) The renal sections reveal a few foci of calcifica-

Bone &Marrow tion as well as one mildly dilated pelvis.
Szlivary Glands )

Thor
'ﬁﬂ'&h Mes DIAGNOSES: A. NEPHROCALCINSOIS, BILATERAL, MILD

B. HYDRONEPHROSIS, UNILATERAL, MILD

Thyroids

Parathyroids

Traches
Esophagus
Aoris

Thymus
Lungs

Heart

Liver

Kidneys

Adrenals
Spieen

PARBRAIEXXX

Pancreas

Stomach

Sm. Intestine

' Lg. Intestine
Bladder

Prostate

Uterus

Gonads

Pituitary

Brain

Spinal Cord

Per. Nerve

s (7l - =
October 25, 1977 Iy ,(][4./(,0'} ,(' - l%’(’lu.m-t)»’, [~ ‘q‘;g__’

.

DATE u'r:u/?ol.oclsf

PRI Form s et (Rev. 1.4}




R T R T

SPECIES —_sex Ml rcomrounp__ Foly patk

DOSE LEVEL _0 . mg/kg/d ___ sroNsom __ Amer ia“’-““"‘ﬁc@‘ﬂ B

DATEINITIATED__ January 5, 1977 " surtorsy DATE July 7. 1077

TERM. BODY WEIGHT 537 _grums DIED [J SACRIFICED ] DAYSTOFATE_183 . =

ORGAN GROSS | MICRO. o " REMARKS

General (1)
Skin Normal There are no tumors observed.
Eyes
Ears The pelvis of both right and left kidneys seems to
Tongue be dilated and to contain simall hard granules. .
Mam. Glands. . o g
Skeletal Muscle The pulmonary sections reveal a moderate degree of
Bone &Marrow : peribronchial round cell infiltrates.

 Salivary Glands

The renal sections reveal both pelvices to be
mildly dilated and to contain small calculd.

Parathyroids ’

Traches DIAGNOSES: A.. RESPIRATORY DISEASE, CHRONIC,
Esophagus MODERATE

Aorta B. CALCULI OF KIDNEYS

Thymus * 1. HYDRONEPHROSIS, BILATERAL, MILD

Lungs
Heart

| Liver
Kidneys
Adrenals
Spleen
DORXBRNZ X
Stomach
Sm. Intestine
Lg. Intestine
Bladdes
Prostate
Uterus
Gonads
Pituitary
Brain
Spinal Cord
Per. Nerve

v

, r—— N - -
October 25, 1977 m\/\-\ OL( (ol & A C"‘L'{’ NN : \r.\ Ly
A4

DATE ‘PATHOI.OGIS_T}
N

PRI, Form @8l (Rev. 11-78)




ANIMAL NO. COMTRACT NO.

SPECIES sex _ Male TEST COMPOUND _ Poly DADM

DOSE LEVEL 0__ms/kg/d SPONSOR ___4meTican Cysnamid Company

DATE INITIATED Janvary 5, 1977 ——  AUTOPSY DATE __ July 7, 1977

-

TERM. EODY WEIGHT 571 _grams DIED ] SACRIFICED E] DAYSTO FATE___183

.

ORGAN CROSS MICRO. REMARKS

General (1)

:ki" Normal lemal There are no tumors observed.
[ ]

Ears The pulmonary sections reveal a nild degree of

Tongue Normal peribronchial round cell infiltrates.
Mam. Giands ,

Skeletal Muscle Normal
Bone &Marrow

Salivary Glands

Thor
h
lﬁ?::. Mes DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MILD

Thyroids
Parathyroids
Traches
Esophagus
Aorta
Thymus
Lungs -
Hesrt
Liver

Kidnzvs
Adrenals

Stomach
Sm. Intesiine
Lg. Intestine
Bladder
Prostate -
Uterus
Gonads
Pituitary
Brain

Spinal Cord
Per. Nerve

' . N ﬁ
K - ‘.
October 25, 1977 fL\@L«M (. < (A (34/1/54 "V\'O-; =4 &
» o IST '

PATHOL
/

DATE

PRI Form ga) (Rev, 11-7%)




DATENMATED__ Jemuary S, 1977 - AUTOPSY DATE Julv 7, 1977 7
TERM. BODY WEIGHT ___~ 423 grams ————  DIED 3 sacminicED & DAYSTO FATEL_1R

ORGAN GROSS | MicRo. : REMARKS
Genersj (1) T ———— e

Skin Normal
Eves
Ears ' o
Tongue The pulmonary sections raveal g moderate degre -
Man. Giands of peribronchial round cell infiltration,

Skeletal Muscie .

Bone &Marrow
Salivary Glands

Thor
Lymph .. DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MODEI -

Thyroids

Parathyroids
Traches
Esophagus
Acrta
Thymus
Lungs
Heart
Liver
Kidneys
Adrenals
Spleen

There are no tumors observed.

Pancress
[ Stomach
Sm. Intestine
Lg. Intestine
Bladder
Prostate
Utsrus
Gonads
Pituitary
Brain

Spinal Cord
Per. Nerve

DATE

r.\mox.ot;)hr

October 25, 1977 ( zmdﬁml CC g M. £ A
N 0_) v 4

PRL Foem @01 (Rev. 11-73)




ANIMAL NO. CONTRACT No. __ 7656

SPECIES Rat SEX TEST COMPOUND Poly DADM

DOSE LEVEL 1,000 mg/kg/d ' SPONSOR _American. Cyanamid Company

DATE INITIATED __Jauuary 5, 1977 AUTOPSY pATE __ February 5, 1977

TERM. BODY WEIGHT 90 grams DIED ] SACRIFICED [ DAYS To FaTe__34_ ¢

ORGAN | CGRosS MICRO. REMARKS

General 1

:kin Normal | Normal There are no tumors obgerved.
- T

Fars The spleen appears enlarged.

Tongue '

Mam. Glands The pulmonary sections reveal a moderate amount

Skeletal Muscle of peribreoachial round cell infiltrates.

Bone &Marrow 7

Salivary Glands
Thor
M

Lymph
Nodes
Thyroids DIAGNOSIS: RESPIRATOXY DISEASE, CHRONIC, MODERATE
Psrathyroids

Traches
Esophagus
Aorts
Thymaus
| Lungs
Heart
| Liver

 Kidneys

Adrenals

Spleen

Puncreas

Stomach

Em. Intestine

Lg. Intectine
Bladder

Prostate

Uterus

Gonads

Pituitary

Brain

Spinal Cord

Per. Nerve

Sem. vesicles

Cotoler 25, 1977
DATE

PRI, Form #el (iev, 11:78)




ANIMAL NO.

SPECIES __ et Csex _ Male g

poseLeveL_ o000 wm/keld 0 sowsom 2T

January 5, 1977 AUTOPSY D are _ March 16, 1977

DATE INITIATED

TERM. 30DY WEIGHT _ 230 grams DIED [] SACRIFICED mysmﬁn 70 ()

ORGAN GROSS | MICRO. ' T maRks
Generzl 1

Skin N‘é'r'?n_al’
Eyes
Ears The sections through both middle ears reveal

;a:,“:;hﬂd, the right middle ear to contain s moderate
A amount of purulent exudate. :

There are Do tUJOTS CDSEIVeS.

Skeletal Muscie

-:—:f'—e-—&mc'-;g:’ The sections through the cerebellum reveal a
Salivary e subcortical area of suppuration and necrosis.

Lymph
Nodes M**

Thyroids
Parathyroids

Trachea
Esophagus
Aorta
Thynius
Lungs
Liver

- | Kidneys
Adrenals
Spleen
DORNORIES
T Pancreas
Stomach
_SJn. Intestine
Ls. Aht_e_s'l ne
Bladdr_
Prosia e
Uterus
Gonads
Pituitary
Brain

Spinal Cord Normal

Per. Nerve j—
Sem. vesicles Norpal |

DIAGNOSIS :A.OTITTS, MEDIA, UNILATERAL, ACUTE, MODERATE
1. ABSCESS OF CEREBELLUM, ACULE

October 25, 1977 C s GL/-(,V\/ ( C (/\%'/m_i)’_r"]..)'

DATE PA'I'IIO% 1Sy

PRI Form #81 (Rev. 11-78)




ANIMAL No. ” — - CONTRACT No. __ 7636

SPECIES Mele TEST COMPOUND Foly Daow o

1,000 mg/kg/d 7 SPONSA- American Cyanan:&dﬁqgapgnx S

DOSE LEVEL

——

DATE INITIATED___ January 5, 1977 —  AUTOPSY DATE ___July 7, 1977

TERM. BODY WEIGHT 359 _grams DIED [] SACKIFICED E] pavs TO FATE_183 __ -

ORGAN GROSS MICRO. - REMARKS

Genersi (1)
Skin Normal There are no tumors obszerve.;.
Eyes
Ears The bladder &ppears to coatain Precipitated proteir
Tongue
Mem. Glands. The pulmonary secticus reveal the pPresence of
Skeletai Muscle wild peribronchia]l round cell infiltrate,

Bone &Msrrow

Salivary Glands

Lymph Thor
No;iea Mes

Thvroids :
Parathvroids DIAGNOSIS: RESPIRATORY DISEASE, CIRONZIC, MILD
Trachea
Esopiagus
‘Aorty
Thymus
Lungs
Hesrt
Liver

Eomddlil

Kidneys
Adrenasls

Spleen

Pancress
Stomach
Sm. Intestine
Lg. Intestine
Bladder
Prostate

Ut rus
Gonads
Pituitary
Brain

Spinal Cord
Per, Nerve

/
DATE

October 25, 1977 fgw,;//y ¢/ j ( &Ldp,q,J M.

1 ¥
urymcis‘r

PRL Form #at (Rev. 1)




SPECIES.

DOSE LEVEL

~~DATE INITIA'!'ED

TERM. BODY WEIGHT _

.’mmu'y Se 1?77”"" :

AUTOPSY DATE _JnIL July 7, 1977

531 _jrans

piED O SACRIFICED El DAYS T0 un.__l_sé.__.

ORGAN

GROSS

MICRO.

HEIIAIKS

E_enenl

1)

Skin

Eyes

Normal .
o

Ears

 Tongue
Mam. Gla:ds

Skeletal Muscie

Bone &Marrow

Salivary Glands

Thor
Lymph _ |

Nodes

Thyroids

Parsthyroids

Trachea

Esophagus

Aorta

Thymus

Lungs

Heart

Liver

Kidneys

Adrenals

. 1 Spleen

Pancreas

[ Stomach

Sm. intestine

Lg. Intestine

Bladder

Prostate .

Uterus

Gonads

Pituitary

Brain

Spinal Cord

Per. Nerve

There are no tumors observed.

be smaller in size, hatdt: o
and paler in color.

The left lung appears to
in texture

The ki@ney (lefr) appears to have a slighcly
_dilated pelvis.

The tenal sections reverl one

of the pclvices to be
slightly dilated. .

_DIAGNOSIS: HYDRONEPHROSIS, UNILATERAL, MILD

October 25, 1977

(P

DATE

. Form gt (Rev. 11-1%)

/mAG e/ J MU‘L@ . 0 FA.C

PATHOLOGIST
v






CANIMALNO._____ 7233 RS counxcr No. .

oseecies_____ BSY gy m‘ tmcourom
" DOSE LEVEL 1, 000 tghs/d SPONSOR _ hcricu m

DATE INI‘I'IA'I'ED January S, 1977 7 . AUTOPSY pn'g ,"“,

TERM. BODY WEIGHT 51“ 8“" DIED (] SACRIFICED EJ mwston i

ORGAN GROSS | MicRo. | o T

General 1)
Skin Normal

Eyes (1) There are no tumors obui’ved.
Esrs '

| Tongue (2) The bladder is found to Lave Precipitat
| Mam. Glands. .

' Skeletal Muscle
Bone &Marrow

| Salivary Glands

Lym oh T Ther
Nodes ™

Thyroids
Parathyroids
Trachea
Esophagus
Aorts
Thymus
 Lungs
" | Heart
 Liver
Xidneys
Adrenals -
Snlacs

DIAGNOSIS: NORMAL MAJOR ORGAN- HISTOLOG -

Pancress
Stomach

Sm. Intestine
- lgs Intestine -
Bladder
Prostate
Uterus
Gonad;
Pituitary
Brain

Spinal Cord
Per. Nerve

C October 25, 1977 C(.‘V\u('(dw &.

DATE nﬂiowclv

FRL Yorm #ot (Rev, 11.7%)




ANIMAL NO.

CONTRACT NO.

SPECIES Rat

TEST COMPOUND _Poly DAD

DOSE LEVEL________ 1,000 mg/kg/d

- SPONSOR .. American Cyanamid ¢ -

DATE INITIATED January 5, 1977

. L/
TERM. BODY WEIGHT 434 grams

AUTOPSY DATE July 7, 1977

DIED [[] SACRIFICED K] DAYS TO FA"

ORGAN GROSS MICRO.

REMARKS

"General (1)
Skin Normal
Eyes

Ears

Tongue

Mam. Glands
Skeletal Muscle
. Bone &Marrow
Salivary Glands

Thor
Lymphk —
Nodes M

Thyioids
Parsthyroids
Trachea
Esophagus
Aorta
Thymus

Lungs

Heart
Liver
| Kidneys
Adrenals
. | Spieen

Pancreas
Stomsach
Sm. Intestine
Lg. Intestine
Bladder
Prostate
Uterus
Gorads
Pituitary
Brain

Spinal Cord
Per. Nerve

There are no tumors observed.

Both lungs show on their surface small
foci which are irregular and flattened.

The pulmonary sections reveal the prese
moderate number of foci of intra~bronch
exudate as well as peribroachial round
infiltrate.

* DIAGNOSIS: BRONCHOPNEUMONIA, ACUTE, MOI

N

DPATE

) N ( : i Vi A A
October 25, 1977 KW£LVLW g,. - M(/‘M(} -’1 *)

PRI, Foum et (Rev. 11-78)
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ANIMAL NO. - : : ' - CONTRACT NO. e 7655 o

C _SPECIES .. At  _  ep T e  TESTCOMPOUND . Foly DADM .

DOSE LEVEL ___ " sPonsor __ American Cyanauid cmany ‘

DATE INITIATED ___ January 5, 1997 =~ ' ayropsy paTe _July 7, 1977 =

TERM. BODY WEIGHT _ 520 grame DIED [] SACRIFICED K] DAYSTO FATg 183

ORGAN GROSS MICRO. REMARKS

General [¢9)
Skin Normal There are no tumors observed.
Eyes g

Ears

[ Tongue
Mam. Glands
Skeletal Muscle

Bone &Marrow
Salivary Glands * DIAGNOSIS: NOML MAJCR ORGAN HiSTOLOGY )

Lymph

Nodes M**

Thyroids
Parathyroids
Traches
Esophagus
Aorts
Thymus
- |Lungs

Heart
| Liver
 Kidneys

" Adrensis
| Spieen

Pancreas
Stomach
{Sm. Intestine
Lg. Intestine
Bladder
Prostate -
Uterus
Gonads
Pituitary
Brain

Spinal Cord
Per. Nerve

October 25, 1977 GW\ [,(«/ ¢ UM /"l ") ~4. ¢ ~\)‘ *
DATE ’A‘r“ol'ocs J , .




- CONTRACT No. 7656

Male

TEST COMPOUND Poly DADM

DOSE LEVEL

1,000  mg/kg/d

SPONSOR American Cysnamigd Company

DATE INITIATED

TERM. RODY WEIGHT

January 5, 1977

AUTOPSY DATE __July 7, 1977

454

grams

DIED [ SACRIFICED EJ DAYSTO FATe 183

ORGAN

GROSS

MICRG.

REMARKS

Genersl

1)

Skin

Eyes

Normal

Eass

Tongue

Mam. Glands

Skeletal Muscle

Bone &Marrow

Salivary Glands

Thor

Lymph Mes

Nodes

Thyroids

Parathyroids

Trachea

Esophagus

Aorta

Thymus

Lunps

Hesrt

Liver

Kidneys

Adrenals

Spieen

DORTMRHAEEY

Pancreas

Stomach

Sm. Intestine

Lg. Intestine

Blsdder

Prostate

Uierus

Gonsds

Pituitary

Brain

Spinal Cord

Per, Necve

There are no tumors observed,

The pulmonary sections reveal a few foci of mild
intra~bronchial and intra-alveolar purulent exudate
as well as a few foci of mild peribronchial round
cell infiltrate. :

The renal sections reveal one of the pelvices to be
slightly dilated.

"DIAGNGSES: A. BRCNCHOPNEUMONIA, ACUTE, MILD

B. HYDRONEPHRCSIS, UNILATERAL, MILD

October 25, 1977

— )
i,— X /k C ’\ -
T A)

DATE

PRE Form ot (Rev., i1-755

e R 1
é( ’VLC?.(S/LA. i 7(-{~' il M0

PATHf)t?GIST v




ANIMAL NOL o 2o . CONTRACT NO, e

SPECIES Rat ' Male rs:s'r'cféﬁr'buuﬁz“f _loly DADY -

 DOSE LEVEL

(1,000 msfks/d ____  sronsom _Asericas Cysnaaid Cowpany

DATE INITIATED __Jamuary 'S, 1977 © autorsypate . JuY 7. 1977

TERM. BODY WEIGHT 456 _grams = DIED [] SACRIFICED E] DAYSTOFATE 183

ORGAN GROSS MICRO. REMARKS
Genarsi (1)

 Skin _______ ] (Normal
Eyes
Ears

There are no TumOxs observed.

The lobe of the right lung (apical, diaphragmatic
Tongue and cardiac) exhibit yellowish hard elevated fcci
Mon:. Glands distributed over the 1uu§ gurface and extended
sme'm Mm'le into the interior of the’ lung. The bronchial trees
Sone &Marrow of the same lung seems to be thickened.

 Saiivary Glands The pulmonary sections reveal the bronchi to be
Lymph :‘: severely dilated and filled with a messive puruleat
Nodes exudate. )

| Thyroids
Parathvroids
Traches
Ezophagus
Aorta
Thymus
Lungs
Hesrt _
Liver
Kidneys
Adrenals
Spleen

_DIAGNCSIS: BRONCHIECTASIS, SEVERE

Stomach
Sm. Intestine
Lg. Intestine
Bladder-
Prosiate
Uterus
Gonads
Pituitary
Brain

Spinasl Cord
Per. Nerve

October 25, 1977
DATE

PRI, Poem @0 (Rev, 11-78)




CONTRACT NO. ol T9I0

Male TEST COMPOUND Poly DADM

DOSE LEVEL ____ 1,000 mg/kg/d " sponsopr . American Cyanamid Company

DATE INITIATED . Joouary 5, 1977 ° - AUTOPSY DATE — July 7, 1977

TERM. BODY WEIGHT _ 308 __ grams DIED [J SACRIFICED & DAYS TO FATE

ORGAN GROSS MICRO. REMARKS

Genersi (1)

Skin Normal There are no tumors observed.

Evza

Eore The bladder i1s found to have precipitated protein.

Tongue

Mam. Glands The sections of the bladder reveal a beginning
calculus. :

Skeletsl Muscle
Bone &Marrow
Salivary Glands

Lymph :h:
Nodes DIAGNOSIS: CALCULUS OF BLADDER
Thyroids ’
Parathyroids
Teaschez
Esophsgus
Aorta
Thymus
Lungs

| Heart
Liver

Kidneys
Adrenals
| Spleen

Pancreas
Stomack
Sm. Intestine
L3. Intestine
Bladder
Prostate
Uterus
Gonads
Pituitary
Brain

Spinsl Cord
Per. iNerve

October 25, 1977 (AM(J(A/Z,(.J ,U //'w&’/f‘bt7 M.

DATE ] n"m&iocxsﬂ

PRL Furm gl (Kev. 11-75)




SPECIES _sex . Male Pclym

pose LEveL 10000 Wd — ,,,srousog , mﬁm Cyanma Coapag,

DATE INITIATED . Jenuary 3, 1977 . AUTOPSY DATE . Julz 7. ﬁunw

TERM. BODY WEIGHT 490 sgrams DIED (] SACRIFICED &] DAYSTO FaTe_183

ORGAN GROSS | MICRO. S . REMARKS -
Genersi (1) _
Skin Normal |Normal .
Eyes i (1) There are no tumors observed.
Ears
Tongue Normal
Mam. Glands
Skeletal Muscle Normal
Bene &Marrow

Sllivnxchﬂds DIAGNOSIS: NORMAL HISTOLGGY

I.ylnph
Nodes

Thyroids
Parathyroids
Traches
Esophagus
Aorta
Thymus
Lungs
Heart
 Liver

| Kidneys
Adrenals
| Spleen
POSONERANIEX
Pancreas
Stomach
Sm. intestine
Lg. Intestine
Bladder
Prostate
Uterus
Gonads
Pituitary
Brain

Spinal Cord
Per. Nerve

October 25, 1977 Cw\u\,(éw l C. (/us?p .53, M.

DATE I‘ATHOLOGW

PRI Form el (Rev, 12-70)




ANIMAL NO. ! CONTRACT No.

SPECIES sex ___ tale TEST COMPOUND Foly paoy

DOSE LEVEL _~__ 1,000 mz/ kg/d SPONSOR __... ‘Perim Cysnamid Company

DATE INITIATED ____Januvary S, 1977 AUTOPSY DATE _ July 7, 1977

TERM. BODY WEIGHT ____ 526 grams DIED [] SACRIFICED 3 pavs 10 FATE

ORGAN r GROSS MICRO. REMARKS

General (1)

Skin Normal
Eyes
Ears The pelvis of the kidneys appearsdilated.
Tongue
Msr. Glands. The peivis of both kidneys appears mildly dilated.
Skeletal Muscle
Ecne &Marrow
Salivary Glands

Thor
Lymph
Nodes

There are no tumors observed.

DIAGNOSIS: HYDRONEPHROSIS, RITATERAL, MYLD

Thyroids
Parathyraids
Traches
Esophagus
Aorts
Thymus
Lungs

Heart

Liver
 Kidneys
Adrenals
Spleen
POHR ST
 Pancreas
Elomach
Sm. Intestine
Lg. Intestine
Bladder
Prostate
Uterug
Gonads
Pituitary
Brzin

Spinal Cord
Per. Nagve

vl . 9:-. 2 t
October 25, 1977 f '\(_/L' ,,u g (,L/( L%k § 1'\ - (

DATE PATHOLOG! 5!‘ R

PRL Forn ®o (Rev. §1-7%)
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ANIMAL NO. _ 729 e CONTRACTMO.______ 7686

Rat - Male o ‘12t cowpounp ___ Poly m e

o

SPECIES : — ————
“poseLeveL__ 1000 wmgfkg/d o —mericin Cysnmid Company

., SEX

DATE INITIATED January S, 1977 . AUTOPSY DATE __ July ?f; 1977 -

TERM. S0DY weiGHT _____ %37 _ grams DIED (] SACRIFICED §J DAYS ToFaTE__183

ORGAN GROSS MICRG. s -REMARKS -

Genenl (1)
Skin Normal
Eves

Ears

Tongue

Mam. Glands
Skeletal Muscle
Bone &Marrow

There are no tumors observed.

There appear to be several white pin-head sized
nodules covering the lung.

The pulmonary sections reveal a few foci of atld
4 .intra-bronchial purulent exudate as well as & fow
| Selivary Glands foci of mild peribronchial round cell infiltrace.

Parathyroids
Trachea
Esophagus
Aorts
Thymus
Lungs
Heart
Liver
Kidneys
Adrenals
.|Spleen |
[CHRRIINX
Pancreas
Stomach
Sm. Intestine
1 Lg. Intestine
Bladder
Prostate
Uterus
Gonads
Pituitary
Brain
Spinal Cord
Per. Nerve

DIAGNOSIS: BRONCHOPNEUMONIA, ACUTE, MILD

October 25, 1977
DATE

PRIL Vierm @o (Rev, 1)




ANIMAL NO, : CONTRACT NO. 7656

SPECIZS Rat TEST COMPOUND ___ Poly Dapy
POSELEVEL____ 1,000 mg/kg/a SPONSOR _American Cysnamig Company
DATE INITIATED___January 5, 1977 AUTOFSY DATE __July 7, 1977

TERM. BODY WEIGHT 431 grams DIED [ SACRIFICED (f pays 10 FATE__ 182

OR AN GROSS MICRO. REMARKS

General (1)
Skin No 1
Eyes

Ears

Tongue
Mam. Glands

Skeletal Muscle The renal sections reveal the right kidney vity 4

Bone &Marrow mildly dilated pelvis containing a mijd purulene

| Salivary Glands exudate.
Thor
M

There are no tumors observed.

The pelvis of the right kidney ig dilated, Bessuring
Somx 7 v,

Lymph
Nodes

Thyroids
Parathyroids

Traches DIAGNOSIS:: PYELQNBPHRITIS, ACUTE, MILD
Zsophagus
Aorts
Thymus

Lungs

Heart
| Liver
| Kidneys
Adrenals

Spleen
WY R wryy
v AR EAMNT L),

Pancreas
Stomach
Sm. Intestine
Lg. Intestine
Bladder
Prostate
Uterus
Gonads
Pituitary

Spinas. Cord
Pe.. Nerve

) ‘) . Cod /‘0
October 16, 1977 f 4//‘\"\0{’{111.1! ()( //, 425/‘1« "‘,4,‘)‘ 7 !, .-'\.( Y

A

DATE PATH})LOGIS'\I‘ '
L

A
PRL Form #ei (R, 11.28) -147-




ANIMAL No ' 28 comgc-r No. — 7656

SPECIES _ : : Male ~  TEST COMPOUND _ 1’01! ka
DOSE LEVEL 1,000 ng/kg/d o srousdx' A!lericnn Cyanma,co-p.n,

DATEiNmATED__ January 5, 1977 are __July 7, 1977

TERM.BODY weiGHT 33 8TAMS ppp 1 sacRIFICED (3 DAYSTOFATE. 183

ORGAN GROSS | MICRO. REMARKS

General (1)
Skin Normal
Eyes (1) There are po tumors observed.
Ears
Tongue (2) The :pulmonary sections reveal s moderate degru
Mam. Glands of peri-bronchial round cell infilrace.

Skeletal Muscle

Bone &Marrow

Salivary Glands

Lymph ;h: i
Nodes DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MODERATE

Thyroids
Parsthyroidls

Traches
Escphagus
Aorta
Thymus
Lungs
 Heart
| Liver
Kidneys
Adrenals
Spicen
Galibladder

Stomach
Sm. Intestine
Lg. Intestine
Bladder

1 Prostate
Uterus
Gonads
Pituitary
Brain
Spinal Cord
Per, Nerve

-

October 16, 1977 ( vvaf@uJ £ M!M ',‘b..?.i E AL

DATE " r.\mou&lsr D

PRL Yoem #81 (Rev. 11-75)




ANIMAL NO. , CONTRACT NO.

SPECSES Rat spx _ Male TEST compounD ___ Fo1y DADM

DOSE LEVEL e 1,000 mg/kg/d ,spousggrAﬂﬂf?Qfﬁlgyananid Cowpany
January 5, 1977 July 7, 1977

DATE INITIATED AUTOPSY DATE

TERM. 3ODY WEIGHT 500 grams DIED [J SACRIFICED 33 DAYS TO FATE 183

“——————

ORGAN GROSS MICRO. REMARKS

Genersl (1)
Skin Normal
Eyes

Esrs

Tongue

Mam. Glands
Skeletal Muscie
| Bone &Matrow

Salivary Glands DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MODERATE

L ph Thor
ym
Nodes Mes

(1} There are no tumors observed.

(2) The pulmonary section: reveal a moderste peri-
bronchial round cell infiltrate.

Thyroids
| Parath wroids
Traches
Esophagus
Aorts
Thymus
Lungs
Hesrt
Liver
| Kidneys
Adrenals
‘Splzen

Pancreas
Stomach
Sm. Intestine
Lg. Intestine
Bladder
Prostate
Uterus
Gonads
Pituitary
Brain

Spinal Ceed
Pet. Nerve

1 ? . - . 4
October 16, 1977 (,LMQL(/M/ ’L L (/VQZ/'V\) M. Al

DATE euuou@bm

PRI, Fore #st (Rev, 11-78)




1257

Sex _Male ey COMPOUND ___~02y DADH P"lm
' posE LEVEL . '1,’000'53'/‘&[&/;7 ‘ sronsor AnericanCyﬂﬂdme LR

DATE INTIATED ___January 5, 1977 ' AuTOPSY DATE 301y 7, 1977

' - S 183
TERM. BODY WEIGHT 541 grams ~ DIED [] SACRIFICED [§ DAYSTOFATE. Lo

- ORGAN GROSS MICRO. REMARKS

[General (1)
 Skin Normal

| Eyes
Ears

There are no tumors observed.

The cecum appears to bde enlarged, megsuring
| Tongus 6x2.5x2cm. -

 Mam. Glands , :
| Skeletal Muscie The pulmonary sections reveal a mild degree of

| Bone &Marrow peri~bronchial round cell infiltrate.
Salivary Glands

The large intestine is dilated.

DIAGNOSIS: A. RESPIRATORY DISEASE, CHRONIC, MILD
B. MEGACOLON

Stomach
Sm. Intestine
Lg. Iniestine
Bladder
Prostaie
Uterus
Gonads
Pituitary
Brain

Spinal Cord
Per. Nerve

. o~
October 16, 1977 &Aa‘(d‘/m} Li (£

DATE PATHO&

PRI Form #51 (Rev. 11.73)




ANIMAL NO. _ . CONTRACT NO.

SPECIES SEX TEST COMPOUND Foly Dabm

DOSE LEVEL 71-000 i ml kg/d _ _SPONSOR American Cl'ﬁmnidfﬂ(:mpmy——r—rr——f—

DATE INITIATED Jaauary 5, i977 - AUTOPSY paTe May 18, 1977

TERM. BODY WEIGHT 300 grams DIZD (§ SACRIFICED [J DAYSTOFaTe 10}

ORGAN GROSS MICRO. REMARKS

General (1)
Skin Normal

Eyes .) There are no tumcrs observed.
Ears ’

Tongue The lungs appesr to display severe congestion.
Mam. Giands .
Skeletal Muscle The intestines contain a watery, mustard yellow
Bone &Marrow liquid.

' Saiivary Glands

Lymph The pulmonary sections reveal moderate cougestion.

Nodes M=

The sections from the bladder reveal a beginning

Thyroids calculusa.
Psrzthyroids

Traches
Esnpliagus
Aorta

Thymus DIAGNOSES: A. CONGESTION, PULMONARY, . HODEEAT!
| Lungs 3. CALCULUS OF BLADDER

| Heart
Liver
Kidneys
Adrenals
Spleen
XAHNNZARE
Pancreas
Stomach
Sm. Intestine
Lg. Intestine
Bladder
Prostste
Uterus
Gonads
Pituitary
Brain
Spinal Cord
Per. Nerve

C v
October 25, 1977 1 /\M U(,({M} ( ~ [ A A _r‘1 0 F ‘*
DATE . PATHOLOGIST

PRI Furm #01 (Rev, 1)-14)




" ANIMAL N0 ——

voseiever DOOM/REC  gongon . dme can Cyananid Corpany -

DATE INITIATED ____January 5, 1977 ; . AUTOPSY DATE __July 7, 1977

TERM. BODY WEIGHT ____ 333 grams “DIED [J SACRIFICED B DAYS To PATE. . 183

ORGAN GROSS MICRO. REMARKS 7

General , (1)
Skin (1) There are no tumors observed.
Eyes
Ears (2) The pulmonary sec:ions reveal a few focl with
{ Tongue a mild peribronchial round cell infiltrace.

Mam. Glands

Skeletal Muscie
| Bone &Marrow

| Salivary Glands
Thor
Lymoh pee . DIAGNGSIS: RESPYRATORY DISEASE, CHRONIC, MILD

Thyroidz
Parathyrcids
Traches
Esophagns
Aorts
Thymus
Lunps
" 1 Heart
 Liver

Kidneys
Adrenals

. 1 Spleen

1 IR0
Pancreas
Stomach
Sm. Intestine
Lg. intestine
_ | Bladder
Prostste
Uterus
Gonads
Pituitary
Brain

Spinal Cord
Per. Nerve

\ - T v .
October 24, 1977 _(v\,\ QLNM,’ ( L3l "Y/k M)t "L( 1
DATE o PATHOLOGIST

PR Yorm g ot (Rev. HE Y]




ANIMAL NO. : o CONTRACT NO. —

SPECIES Rat ) TEST COMPOUND ______ F°1y DADM

DOSE LEVEL ___ 25000 ug/kg/d spoNsor American Cyanamid Company

DATE INITIATED _J8nvary 55 1977~ -~ -~ syrosy DATE July 7, 1977 - — —— —- ——

TERM. BODY WEIGHT 456 grams DIED [] SACRIFICED (&] DAYSTO FATE__ 183

ORGAN GROSS MICRO. REMARKS
General {1 .
Skin ‘Normal o CLIN. HX: This rat has been keeping his head tilted to
Eyes 1 the right for the last four months. He
Ests rotates in a clockwise direction when
Tongue Normal held by the tail.

Mam, Glands
Skelstal Muscie (1) There are no tumors observed.

Bone & Marrow :
Salivary Glands (2) The sections of both middle ears reveal a moderate
= - amount cof purulent exudate in the right middle ear.

Thor
Lymph
Nodes M*

Thyroids
Parathyroids .
Trschea DIAGNQ§18: OTITIS, MEDIA, UNILATERAL, MODERATE
Esophagus
Aotta
Thymus
Lungs
Heart
| Liver
 Kidneys
Adrenals
Spieen
CHMNYHEDEK
Panereae
Stomach
Sm. Intestine
Lg. intestine
Biadder
Prostate
Uterus
Gonads
Pituitary
B:ain

Spinal Cord
Per. Nerve

~\
o~ b
Qctober 31, 1977 ( SAA ,}‘L\/{‘?mj (_ = I/G /A
v -~ ~ t

g

DATE - rnum@:m

FRIL Form et (Rev. 11-76)




SPECIES

DOSE LEVEL - 2,000 rg/kg/d .. srmson

"~ DATE INTIATED____January $; 3977 = jyrorsy u'ra 7 f"'l’ 75 *977" _

TERM. BODY WEIGHT _438 grams DIED [J SACRIFICED @ DAYS To FATE

ORGAN Gross | micro. |  REMARKS
General (1)
Skin Normal | Norwal - : T ——
Eyes I (1) There are no tumors observed.

Eary
Normal (2) The puimonary sections reveal a moderate degres
;::“;lmd’ of perﬂ\ronchial round cell infiltration.

Skeletal Muscle Normal
| Bone &Marrow
| Salivary Glnnds

l..ymph
Nodes ™ DIAGNOSIS: RESFIRATORY DISEASE, CHRONIC, MODERATE

Thyroids
Parathyroids

Trachea
Esophagus
Aorta
Thymus
Lungs
 Heart
.iver

ndneys
Adrenals
Spleen
GRIINAZS
| Pancreas
Stomach
Sm. Intestine
Lg. Intestine
Bladder
| Prostate
Uterus
Gonads
Pituitary
Brain
Spinal Cord
Per. Nerve

October 24, 1977
DATE

PRI Form &0 {Rev, 11-12)




ANIMAL NO.

7656

Male

SPECIES SEX

CONTRACT NO.

TEST COMPOUND Foly DADM

DOSE LEVEL 2, 000 wz/kg{d

American Cysnamid Company

DATE INITIATED Janvary 5, 1877

SPONSOR

AUTOPSY paTE July 7, 1977 ;

TERM. BODY WEIGHT 276 grams

DIED [TJ SACRIFICED [ DAYSTOFATE 153

ORGAN GROSS MICRO.

REMARKS

[&8)
Normal

Genersl

Skin

Eyes

Ears

Tongue

,_M_!f“' Glands .
Skeletal Muscle
Bone &Marrow
Salivary Glands

Thor
l&yol:ph Mes

(13

| Thyroids
Parathyroids
Traches
Esophagus
Aorta
Thymus
Lungs

Heart

Liver

Kidn:2ys
Adrem!s

Splem

Pancreas
Stomach

Sm. Intestine
Lg. Intestine
Bladder
_!’_Eostue

Uterus
Gonads
Pituitary
Berain

$pinal Cord
Per. Nerve

DIAGNUSES:

There are no tumors observed.
There appears to be a dark spot on the heart.
The bladder appears to countain a calculus.

The external wall of the right ventricle reveals
sub-epicardial cavernous capillaries.

The bladder sections reveal the preseuce of a
beginning calculus.

CONGENITAL MALFORMATION OF CARDIAC
VESSELS
CALCULUS OF BLADDER

A.

B’

October 24, 1977

. - {2 { L

—
.
' (

DATE

PRI Fors el (Rev, 1.7

wmomcm




SPECIES : ' [ Male "rzsrcomouun — ’°17 Mﬂ! R

DOSE LEVEL

~ DATE INITIATED____January §; 1977 — - AUTOPSY DATE JuIy 7 1577

TERM. BODY WEIGHT _ 450  grams DIED [J SACRIFICED [ pAYSroFaTe. 183 -

ORGAN ' GROSS MICRO. REMARKS

Genersl 1)
Skin , Normal (2)
Eya Noml
Ears .
Tongue Yormal The skin sections reveal an infected sebaceous
Mam. Glands cyst.

Skelets] Muscle Normal
Bone &Marrow ) The tracheal sections revzal the submucosa to be
Salivary Glands moderately thickened and infiltrated with round
cells.

There are no tumors observed.

Thor
Lymph
Nodes Mes

The pulmonary sections raveal a moderate degred

Thyroids : of peribronchial rvound cell infiltration.
Parathyroids - ] ‘ )

Tirches
Esophajus
Aorta

Thymus £ 1 DIAGNOSES: A. RESP1RATORY DISEASE, CHRONIC, MODERATE
{Lungs B. SEBACEOUS CYST, INFECTED

Heart
| Liver
Kidneys
Adrenals

| Spleen
RHHXRDINY
| Pancreas
Stomsch
Sm. Intestine
Lg. Intestine
Bladder
Prosiate -

Uterus
Gonzds

Pituitary
Brsain
Spinal Cord
Per. Neérve

.
October 24, 1977 /4,“! (,\/,W, § ( O M2 EAC
DATE rnuo:.o&’st E

PRI Form #00 (Rev. 11-7%)




CONTRACT NO. ___ 7656 -

SEX Male TEST COMPCUND Poly DADM

DCSE LEVEL __ 2,000 mg/kg/d SPONSOR American Cyanamid Company

DATE INITIATED__ January S, 1977 —  Autopsy pate _July 7, 1977

82
TERW. BODY WEIGHT. 3 grams DIED 7] SACRIFICED ] DaysTo FATE__283

ORGAN GROsS REMARKS

Genesal (1)
Skin o :
Eyes There are no tumors observed.
Eare
Tongue The surface of both lungs shows numeroug smali
Mam. Glands superficial whitish foci.

Skeleta! Muscic :

Bone &Marrow The pulumonary sections reveal a mild pery-
Salivary Glands bronchial round cell infiltrate,

L N Thor
ymp
Nodes M®

Thyroids
Parathyroids
Trachea DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC. MILD
Esophagus : '

Aorta
Thymus
Lungs
Hesrt
Liver

Kidneys
Adrenais

Spieen

Pancreas
Stomach
Sm. Intestine
Lg. Intestine )
Bladder
Prostate
Uterus
Gonads
Pituitary
Brain

Spinal Cord
Per. Nerve

DATE

October 24, 1977 Q‘,\g{,ﬂw/ ( //(:,(J//M.Z D

x )
PATHOLOGIST
/

PRI ¥orm w9t (Rev. 11-75)




-~ SPECIES o sx  Male rssrconmunn . Poly pamy 7
DOSE LEVEL ___ 2"090, nf‘,,k',/d, — —— __SPONSOR. "“-:“ﬂﬂt:yamcaam,f

. A

PATE INTIATED__ Jauvary 5, 1977 - L irossyoar _July 7, 1977

]

. BODY WEIGHT __ )_gr: . DIED[] sA 18
TERM. BOD E D, cmﬂctna,nﬂsmnf; —_—

ORGAN Gross | S  REMARKS

Genersl [¢))
Skin Normal " There are no tumors observed, @@= @@

Eyes
Ears The tracheal sections reveal the Submucosa to be
Tongue mildly infiltrated with round cells.

Mar:. Glands
Skeletal Muscle
Bone &Marrow

Salivar :.:nds The pituitary gliand reveals the presence of a
Lymph cyst filled with frosted glass eosinophilic
Nodes precipitate. ' ‘
Thyroids ) ’

Parathyroids
Traches
Esophagus .
Aoria DIAGNOSES: A. RESPIRATORY DISEASE, CHRONIC, MILD
Thymus B. CYST OF PITUITARY GLAND

Lungs

Hesrt

Liver

Kidneys

Adrenals

.| Spleen -

CURRAINK

Pancreas

Stomach

[Sm. Intestine

Lg. Intestine

Bladder

Prostate

JUterns
Gonads

Pituitary

Brain

Spinzl Cord

Per. Nerve

The pulmonary sections reveal a mild Peribronchiy]
round cell infiltrate.

A

. .\? ~ )
October 24, 1977 ‘C(/\u\ C'\’LC\.\1 &L CLG i L "‘,1' "}'
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CONTRACT No.

Male

SEX TEST COMPOUND Poly Dapy

DOSE LEVEL ____ 2,000 mg/icg/d ~ SPONSOR Anerican Cyanamtq Company

DATE INITIATED January 5, 1977 ——  AUTOPSY DATE _July 7, 1977

: 423 grame .
ERM. BODY WEIGHT 8 DIE ,
T D [J SACRIFICED £ DAYS TO FATE 183

ORGAN GROSS MICRO. REMARKS

Geners} (1)
i Normal | Normal
:;: T There are no tumors observed.

Ears
Tongue Normal ?;:ism:face of both lungs reveals irregular grayted

Mam. Glands
Skeletal Muscle Normal
Bone &Marrow
[ Salivary Glands The pulmonary sections Teveal the presence of o
Lymph :" e mild peribronchial round cell infiltrate.

Nodes ™-*- -

B ey ey el ot

The cecum ig enlarged measuring 6 x 1.5 x 1.3 cm.

Thyroigs
Parathyroids
Traches
Esophagus > v

Aorts - DIAGNOSIS: RESPIRATORY DISEASE, CERONIC, MILD
Thymus
Lungs
Heart
Liver
Kidneys
Adrenals

. 1Spleen
GalXHHNaEY
Pancress
Sicmach
Sm. Intestine
Lg. Intestine
Bladder
Prostate
Uterus
Gonads
Pituitary
Brain

Spinal Cord
Per. Nerve

—

_October 24, 1977 .(/L.MG(,‘/‘;W ( C ML’V‘.?) 0 ol O

i

DATE ) - PATHOLOGhST

FRY, Form ot (Rev. 1578 )




seECies____ Rat o Male pere
pose LeveL_ 22000 mg/kg/d .

 DATEINITIATED__ January 5, 1977

DIED [ SACRIFICED (J DsYSToFaATe. 20 .

200 grams 1
o o 7, i

TERM. BODY WEIGHT

ORGAN GROSS | Micro. , T  REMARZS

Geners! {1.2)

Skin Normal ) : e
Eyes I There are uo tumors observed.

Eans : A dark red fluid can be 3queezed out of the
Tongue 11T Penis.
Mam. Glands

Skeletal Muscle : The lungs appear to be bright red in color.
| Bone &Matrow ' :

| Salivary_Glands , The prostatic sections reveal a few glands
Lymph Thor : with polymorphonuclear leukocytes.

Nodes M=

Thyroids
Parsthyroids

Trachea
Soophagy DIAGNOSIS: PROSTATITIS, ACUTE, MILD
Thymns

Lungs

Heart

| Liver

 Kidneys

Adrenals

Spleen

| RAT0ateK
Pancreas

Conmnual

Sm. Intestine

Lg. Intestine
Bladder

Prostate

Utetus —
Gonads

Pituitary

Brain

Spinsl Cord

Per. Negrve

Sem. vesiclies

o~ -
Octaobex 25, 1377 QMGLVJM,] }— bl //V(f'(’/]/;\ LM"? .

DATE nmon.@sr v
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ANIMAL NO. CONTRACT NO.

SPECIES : SEX Male TEST COMPOUND Foly nadM

DOSE LEVEL ________ 2,000 mg/kg/d SPONSOR . American Cyananid Company -

DATE INITIATED Jaauary 5, 1977 o AUTOPSY DATE July 7, 1977

TERM. BODY WEIGHT 459 grams DIED [] SACRIFICED ] DAYSTO FaTe, 183

ORGAN GROSS MICRO. REMARKS

General (1)
Skin Normal | Normal
Eyes Fy )} There are no tumors observed.
Ears
Tongue Normal ) The pulmonary sections reveal a mild peri-
Mam. Glands bronchial rcund cell infiltrate.

Skeletai Muscle Normal
Bone &Msrrow
Salivary Glands

L 5 Thor
ymp.
Nodes M®

Thyroids
Pzratiryroids DIAGNOSES: A. RESPIRATGRY DISEASE, CHRONIC, MILD

Trachea ] B. CYST OF PITUITARY GLAND

Esophagus
Aorts
Thysreag
Lungs
 Heart
Lives
 Kidneys
Adrenals
Spleen
RANRARST
Pancress
Stomach
Sm. Intestine
L 3. Intesiine
Bladder
Prostate
Uterus
Conads
Pituitazy
Brawn

Spinal Cord
Per. Nerve

The pituitary sections revesl a small cyst
filled with a basophilic, proteiraceous
precipitate.

—October 24, 1977 /W{/\’V/w ,( /L(};/‘DL "4 O EA"\ (

DATE nmoa.oc:} W/
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ANMALNO. 7281 SR - CONTR ‘ﬂm T 7686
bossueve, 2,00 mfgra ’ﬂmum _American Gyluua c,,,,.,,,

DATE INITIATED Jlmﬂfy 5- 1977 —  AUTOPSY DATE July 7, 1977

TERM. BODY WEIGHT -—— 427 grams - Lo £ SAcRIFICED l lm'sfc urz—-......___

ORGAN GROSS MICRO. B REMARKS

‘General (1)
Skin Normal | Normal
Eyes I

Ears [
Tongue Normal (2) The pulmonary sections reveal the Presence
Mam. Giands of a milg peribronchial round cell infilzrate.
Skeletal Muscle Normal :

Bone &Marrow

| Salivary Glands

Lymoh | " ——

(1) There are nc tumors observed.

DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MILD

[ Thyoids
Parsthyroids
Traches
Esophagus
Acrta
Thymus
Lungs

Hes:t
Liver
Kidneys
Adrenals

. { Spleen

1 Gatibiuitvr
Pancreas
Stomsch
Sm. Iniestine
Lg. Intestine

Pituitary
Brain
Spinal Cord
Per. Nerve

October 24, 1977 CLm 6'(4!’»., { Gy ; Mo FgcC

DATE PATHOI. IST

PRL Vorm w01 (Rev, }1-73) ~162




ANIMAL NO. 7283 CONTRACT NO. 7656

C SPECIES e sex _ Male TEST COMPOUND Poly DabM

DOSE LEVEL _.__ 29‘300 "8/k8/d __  sronsor ___American Cyanamig Company |

DATE INITIATED Jinuaty s. 1977

AUTOPSY DATE July 7, 1977

TERM. BODY WEIGHT 413  grams

Dikp [J SACRIFICED (& DAYS TO FATE 183
-“ .

ORGAN GROSS MICRO. |- REMARKS
Genersl (1)
Skin Normal
Eyes
Ears

Tongue (2) The pulmonary sections reveal the pPresence of
Msm. Glands

!
X - moderate peribronchial round cell infiltarate.
Skeletal Muscie ’
Borie &Marrow -
Sllivulﬁhnds )
Lymph ‘
Nodes ™ ]
e — DIAGNROSIS: RESPIRATORY DISEASE, CHRONIC, MODERATY
vroids

(1) There are no tumors observed.

Parsthyroids
Trachea
Esophagus
L) Aorta
Thymus

Lungs )
Heart Notmal
Liver N
Kidneys o
Adrenais :
Spieer
QAR
Pancreas
Stomach
Sm. Intestine
Lg. Intestine
 Bladder
Prostate
Uterus
Gonads
Pituitary
Brain

Spinal Cord
Per. Nepve

b

- Cctober 24, 1377 _/Cw\g(,«{gd S &(44 r\q ) gl

DATE nmowﬂsr o

PRE Perm g8l (Rev. 11-Th)




ANIMAL NO.

sopcies___ Mt sex 2%
~2;000 ~mg/kgfd -

o ‘“}M“;-lfmff “January S5; 1977 T AUTORSVE

DOSE LEVEL

TFRM. )DY WEIGHT 445 grams DIED (] SACRIFICED (1 DAYS TO FATE 183

ORGAN Gross | micro. ~ REMARKS

renersl (1)
Skin — | Normal
Eyes

Ears

Tongue

Mam. Glands.
Skeletal Muscie

% ' The pulmonary sections reveal a moderate intra-
—5-'——!-1_-;;-—* bronchial purulent exudate as well as a moderate
Lymph , peribronchial round cell infiltrate.

Necdes

There are no tumors observed.

The bladder appears to contain a calculus.

Thyroids The bladder contains a beginning calculps. L
Parathyrecids
Trachea
Esovhagus
Aorta
Thymus

: :;::“ » DIAGNOSES: A. BRONCHOPNEUMONIA, ACUTE, MODERATE
_ B. CALCULUS -OF BLADDER

[Live:
1 Kidneys
Adrenals
Spleen

Stomach
Sm. Intestine
Lg. Intestine
Bladder
Prosfate ™
Uterus
Gonads
Pituitary
Brain

Spinal Cord
Per. Nerve

October 24, 1977 { :1:(2(/(61 C (1 ““1 g/u_L Nid!
DATE PATHO!.OF

PRI, Fiem @ ot (Rev. 11-78)




ANIMAL NO. CONTRACT NO: ' 7656
SPECIES TEST COMPOUND Poly DADM

DUSE LEVEL ‘ 2,000 mg/kg/d : _ SPONSOR ,Aner:lcgn cl'f“ﬂi d Cou:pany
o July 7, 1977

DATE INITIATED January 5, 1977 —  AUTOPSY DATE

TERM. BODY WEIGHT __ 395 grams DIED (] SACRIFICED ] DAYS To Farg_ 183
“

ORGAN - GROSS MICRO. REMARKS

General (1)
Skin Normal
Eyes There are no tumors observed.
Esrs
Tongue There appears to be a mass in the bladder.
Mam. Glands
Skeletal Muscle The pulmonary sections reveal the presence of
Bone &Msrrow a few foci of mild peribronchial round cell

| Salivary Giands * -infilctrates.

Thor
lﬁﬁ;h ses . - The renal sections reveal cne pelvis to be
] mildly dilated.

[ Thyroids A
Parathyroids - The bladder contains a heginning calculus.
Traches ] ' :

Esophagus
Aorta
Thynus )
Lungs ' DIAGNOSES: A. RESFIRATORY DISEASE, CHRONIC, MILD 7
Heart . B. HYDRONEPHROSIS, UNILATERAL, MODERATE
Liver . . . €. CALCULUS OF BLALDER

 Kidneys '

Adrenals
Spleen
RPN
FETICTCAY
Stomach
Sm. Intestine
Lg. Intestine
Bladder
Prostate
Uterus
Gonads
Pituitary
'B-l’.lill

Spinal Cord
Per. Nerve

DATE

/\; — ' . — A
October 24, 1977 ;L.-’,MgLv(LJ () Y, ,(;,m.é MO r 3

n‘mmﬁxs‘r

. Form sei (Rev. 11:78)




DOSELEVEL___ 2,000 ®ms/kg/d . SPONsor __ Mmertcan Cynnmg c.,m,
 DATE INTIATED.___ Jamuary s, 1977 —  AUTOPSY DATE July 7, 1977

TERM. BODY WEIGHT : 3 m‘?,a 7?5@1;!;;9 B 7 D.ws ToraTE. f"'”;”fﬁ -

ORGAN GRrOSS | micRo, REMARKS

General (1) o
Skin Normal ] R,

"Eves (1) There are no tumors ebserved.
Ears -
Tongue (2) The bladder is found to have Precipitated protdu.~ §
Mam. Glands S
s.:,:.,. :..ck (3) The bladder contains a beginning calculus.
Bone &Marrow
Salivary Glands

Thor
l.ymph
Nodes ™

Thyroids " DIAGNOSIS : CALCULUS OF BLADDER
FParathyroids .

Pancreas
Seocmcct
Sm. Intestine
Lg. Intestine
Bladder
Prostate
Ulerus
Gonads
Pituitary
Brain

Spinal Cord
Per. Nerve

October 24, 1977 [\LV\O\’Y £ Q ( (Iﬂri’(-k [\11 WL I B (Q
DATE _ ) i umougm g

FRL Yorm 01 (Rev, 11.73)




ANIMAL NO.

CONTRACT NO.

Rat

SPECIES SEX

" TEST COMPOUND Foly niDM

" 2,000 ng/kg/d

DOSE LEVEL

DATE INITIATED

Janvary S, 1977

SPONSOR Awsricas Cyanamid Company

AUTOPSY DATE U1y 7, 1977

TERM. BODY WEIGHT 407

grams

DIED [C] SACRIFICED [X] DAYS TO FATE 183

ORGAN GROSS | MICRO.

REMARKS

"General

Skin

Eyes

Ears

Tongue

Mam. Glands.
Skeletsi Muscle
 Bone &Marrow
| Salivary Glands
Thor
Mes

B ¢Y)

Normal

Normal

Lymph
Nodes

| Thyroids
Parathyroids

Trachea
Esophagus
Aoria
Thymus
Lunpgs

| Heart
Liver
 Kidneys
Adrenals
Spleen
XAHEDXIEX
rancress
Stomach

Sm. Intestine
Lg. Intestine
Bladder
Prostaie
Uterus
Gonads
Pituitary
Brain

Spinal Cord
Per. Nerve

(9

~~

]

(1) There are no tumors observed.

(2) The pulmonary sections reveal a few foci of
mild peribronciial round cell ianfiltrates.

.

DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MiLD

October 24, 1977

DATE

PRE. Form & 61 (Rev. 11-13)
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ANIMAL NO.

SPECIES

DOSE LEVEL -

AUTOPSY paTE JU1Y 7 1977

DATE INIMATED

TERM. BODY WEIGHT _ 461 e DIED[] SACRIFICED fJ pavstorare 183 .

ORGAN GROSS | MICRO. ' ’ REMARKS

General (1)
Skin Normal
Eyes : There are no tumors obsecrved.

Es.s * ’ ]
LTnmlue The surface of both lurgs shows yellowish-white -
Mam. Glands spots (small) that extend tc the interior of the

Skeletal Muscie lungs. The bronchial tree appears to be
Sone &Marrow thickened.

Salivary Glands
Lymph ::'
Nodes s The pulmonary sections reveai the presence of
Thyroids a few foci of mild intrabronchiai puruient
Parathvroids - exudate as well as several foci of moderate
Traches peribronchial reund cell infiltrate.

Esophagus
Aorts
Thymus
Lungs ) : . :
Heart ' | DLAGNOSIS: BRONCHOPNEUMONTA, ACUTE, MODERATE
| Liver . - .

" LKidneys
Adrenals

. | Splven

| GRS
Pancreas
Stomach

Sm. Intestine
Lg. Intestine
 Bladder
Prostate
Uterus

Gonads
Pituitary

Brain

Spinal Cord
Per. Nerve

The cecum appears to be enlarged.

October 24, 1977 @MOL/&J S_ m@ ”M:')o ;‘ MO

DATE rnum.o,str

PRL Form #ei (Rer. 1-7)




ANIMAL No,

SPECIES sex __ Male

DOSE LEVEL 2,000 =g/kg/d

DATE INITIATED Jaauary 5, 1977

TERM. BODY WEIGHT 446  gramg

CONTRACT No, 7656
Foly Dapx

e ———

SPONSOR Aﬂ&rican,(:y&wd""c:iuﬁin}

TEST COMPOUND —

AUTOPSY DATE _July 7, 1977

DIED [ SACRIFICED ] pays TO FATE 183

ORGAN GROSS MICRO.

REMARKS

Generai (1)
Skin NOrmal
Eyes

Esrs

Tanague

Mam. Glands.
Skeletal Muscie
Bone &Marrow
Salivary Glands

Nodes

 Thyraids
Ptnthyro{ds
Trachea
Esophagus
Aorty
Thymus
Lungs
Heart
Liver
Kidneys
Adrenaly
 Spleen

GG ERREN

Panceac

Stomach

| Sm. Enlesline‘
_Lg‘ intestine
| Bladder
?fosi:;e
| Uteras
Gonads
Pituitar,
Brain
 Spinal Cord

!
|
!
|
}
Per. Nerve ‘

ganan S

-

Lymph 72" DIAGNOSIS ;

(1) There are ne tumors observed,

NORMAL HISTOLOGY

™M)

October 24, 1977
DATE

PRE Form m e (Rew 1193y
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ANIMAL NO, — , CONTRACT No. __

SPECIES Rae - g X - emale , "'53"’0"""’"9 )

posELEveL__ Owms/kg/a sronson __Americen Cyansatd com

DATE INITIATED_____ January S, 1977 , AUTOPSY DATE _July 8, 1977

TERM. BODY WEIGHT 254 grams DIED (] SACRIFICED §] pays TO FaTE

ORGAN GROSS MICRO.

Geneqal (1)
Skin Normal

Eyes
Ears (2) and has been keep
Tongue left for gver four monthg,

Mam. Gisnds
Skeletal Muscle
Bone &Marrow

-SMH',%& The sections from both ears Teveal the lef: 8{ddle
lﬁm;h " €ar to be full of a massive purulent exudate. '
Thyroids The pulmonary Sections reveal] a mild degtu' of
Parathyroids peribronchial round cell infiltrates.

Traches
Esophagus

Aorta

Thymus
Lungs DIAGNOSES: A. OTITIS, MEDIA, ACUTE, SEVERE

Heart B. RESPIRATORY DISEASE, CHRONIC, MILD
Liver
Kidneys
Adrenals
Spleen
Pancreas
Stomach
Sm. Intestine
Lg. Intestine
Bladder
Prostate
Uterus
| Gonads
| Pituitary
.&lin

| Spinal Cord
 Per. Nerve

There cre no tumors obgerved.

-

. A } - ‘4 »
i ¥ r ) -
October 24, 1977 (;Ai GLY Ly K { u.;;‘“"bi; M- . : -
DATE PATHOLOGSY -~
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ANIMAL NO. CONTRACT NO.

SPECIES __ sgx _ Female TEST COMPOUND Poly DADM

——

DOSE LEVEL ____ 9 mg/kg/d © SPONSOR . American Cyanamid Cowpany |

————

DATE INITIATED ____Jaguarv 5, 1977 ) AUTOPSY DATE July 8, 1977

TERM. BODY WEIGHT 313 Erans DIED [TJ SACRIFiCED ] DAYS TO FATE_ 134
%

ORGAN GROSS MICRO. REMARKS

General )
Skin Normal |{Normal

E?’” l There are nc tumors ohserved.
cars
Tongue Normal The pulmonary sections reveal a mild degree of

Mare, Glands peribronchial round cell infiltration.
Skeletal Muscle Normal

Bone &Marrow
Salivary Glandx

Lymph Thor DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MILD
M . .

Nodes

Thyroids
Parathyroids
Trachea
Esophagus
Aorts
Thymus
Lungs

[ Heart
Liver
Kidneys
Adrengls
.1 Splesn

Pancress
Stomach
Sm. Intestine
Lg. Intestine
Biadder
Psostate
Uterus
Gonads
Pituitary
Brain

Spinal Cord
Per. Nerve

f - =
an N PR - ’ - v e
Ocyober 25, 1907 L AAA VT (4 S s (A £ ;ﬁlt), il (o
DATE ] PATHOLOGIST -~




~ ANIMAL No.

SPECIES

DOSE LEVEL

 DATE mmusn%7

TER*. BODY WEIGHT __ - 269 —

GRoOsS MICRO. 7

(1)
% (1) There are RO tumorg observed,
| Mam. Glands

Skeletal Muscie DIAGNOSIS: Nogay BISToLoGY
 Bone & Marrow ,

Snlm’ Glands

Lymph ::'
Nodes

Thyroids
mnlhyroid:—
Traches
Esophsgus
Aorts
Thymus
I.ImE
Heart
[ Liver

Kidneys
Adrenals
Spleen

O

Y ————. ||

Pancreas

| Stomach
| Sm. Intestine
Lg. Intestine
Bladder

| Prostate
Uterus
Gonads
Pituitary
Brain

| Spinal Cord
Per. Nerve

ey ——

—

Cctober 25, 1977

DaATE

PR Forwm L AT TN ey




ANIMAL No. CONTRACT NO. : 7656
Female

TEST COMPCUND Poly DADM

SPECIES SEX
' ¢ mg/kg/d spoxsor __ American " Cyanuud Company

N

LOSE LEVEL

DATE INITIATED ____JDUATY 5, 1977 AuTOPSY pate . _JU1Y 7, 1977

TERM. S0DY WEIGHT 247 grams DIED [] SACRIFICED ] DAYS TO Fate_ 183

ORCAN GROSS MICRO. REMARKS

Genenal [6))
Skin Yormal |Normali (1) There are no tumors observed.

Eyes ‘L
Ears
Tongue Normal

Mam. Glands
Skeletal Muscie Normal
Bone &Marrow
Salivary Glands

DIAGNOSIS: NORMAL HIS'I'OLOGY

Lymph
Nodes Mo
Thyroids
Parathyroids
Trachea
Esophagus
Aorta
Thymus
Lungs
Heart
Liver
Kidnevs
Adrenals
Spleen

Panceass
Stomach
Sm. !ntestine
Lg. Intestine
| Bladder
Prostate
Uterus
Gonads
Pituitary
Brain

Spinal Cord
Per. Nerve

3 . I'4 3 A -
October 25, 1977  { ,;;Mg%!,{mi S adonny i %?} o
DATE ~ ratHOLOGEST

L R




TERM. BODY WEIGHT — 351 _ _grams

~ AUTOPSY DATE - July 8, 1977 —_—
DIED [ SACRIFICED (¥ DAYS 10 Fote

ORGAN

GROSS -

MICRO.

General

{1)

Skin

No

Ears

Yongue

Mam. Glands |

Skeletal Muscie

Bone &Marrow

Salivary Glands

Thor
Lymph Mos

Nodes

Thyroids

Parathyroids

Teaches

Ezophagus

Aorta

Thymus

Lungs

Heart

Lived
Kidneys

Adrenals

Spleen

p e nT A

Pancreas

§lemach

Em. Intestine

Lg. Intestine

Bladder

Prostate

JUterus

Gonads

Pituitary

Brain

Spinal Cord

Per. Nerve

(1) There are no tumors observed.

(2} The puimonary
mild degree of

sections reveal the presencs of ‘,V 28
peribronchial Tound cell unx:mn

DIAGNOSIS: RESPIRATORY DISEASE, CERONIC, MILD

TR

A ,{' i

TE

October 10, 1977 ﬁ\d J(,{Ls&’ &
DA . )

PRL Vowm 8 Iflen [ 381 3
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TEST COMFOUND

DOSE LEVEL ____ 0 _=mz/kg/d ____  sPONSOR Americsn Cyanamid Company _

- AUTGPSY DATE . July 8, 1977 -

DATE INITIATED = Jannary S,-1927- - o - -

TERM. BODY WEIGHT ___ 312  orams DIED [J SACRIFICED {3 DAYSTOFATE__184

ORGAN GROSS MICRO. REIMARKS

General (1) )

Skin Normal (1) There are nc tumors observed.
Eyes
Ears (2) The pulmonary sections reveal a moderate
Tongu: number of peribronchial round call infiltrates,
Mam. Glands bronchial dilation and a few intra-bronchial
Skeletal Muscle segumented cells.

 Bone &Marrow
Salivary Glands

Thor
Lymph -
No-es

Thyroids
Pzrathyroids
Traches
Esophagus
Aoria
Thymus
Lungs

Heart

Liver
Kidneys
Adrenals

| Spleen
mng(
Pancress
Stomach
Sm. Intestine
Lg. Infestine
Bladder
Prostate
Uterus
Gonads
Fituitary
Brain

Spinal Cord
Fer. Nerve

DIAGNOSIS: BRONCHIECTASIS, MILD

‘ o —~ :
October 106, 1977 L (}L( G > leGe e, vy [
DATE ‘ PATHOLOGIST J o ’
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. N0

seecres_____Bat iéx’"

 _DATE INITIATED . J‘mﬂ S 1977 —_— AU’!’WSY DATE Jlll] 7. 1977

TERM. BODY WEIGHT 3&!"" ' DIED [J SACRIFICED (¥ n&vsrorm

ORGAN -GROSS | MICRO. | - -~ LT U REMARKS

Geners! )
Skin Normal |Normal )

‘Eyes — 1 (1) There are no tumors cbserved. .
Ears
Tongue Normal
Msm. Glands
Skeletal Muscle
| Bone &Marrow
Salivary Glands

DIAGNOSIS: NORMAL HISTOLOGY

Thor
Lymph
Nodes M

Thy;oids
Parathyroids
Traches
Esophagus
Aorts
Thymus
Lungs
 Heart
_l..iver
Kidneys
Adrenals
Spleen
CAIEEREK
Pancreas

Sm. Intestine
Lg. Intestine
Bisdder
Prostate

| Uterus
Gonads
Pituitary
'Rrain

Spinal Cord
Per. Nerve

rd ' o
Octcber 25, 1977 i P, o ~ Ayl

BATYE PATHOLD

PRI Feowus 5t tllew 5




ANIMAL NO. _ — CONTRACT NO. 7656 _

C SPECIES _ Rat sex _ Female TEST COMPOUND Poly DADM o

’ DOSE LEVEL 0 wmg/kg/d SPONSOR ___ Americaa gx, anamid Cg_:nz ny

DATE INITIATED —_Januaxy S, 3977 ~  ~  auropsy pate . July 8, 1977

TERM. BODY WEIGHT 300 —SLdRS DIED ] SACRIFICED {3 DAYS TO FATE 184 -

N ——————

ORGAN GROSS MICRO. ] REMARKS

General {1)
Skin Normal [Normal (1)
Eyes A

Eurs — (2) The pulronary bronchi seems to be indurated and
Tongue 2 thickened.
Mam. Glands .

Skeleial Muscie Normal (3) The stomach is enlarged. -
Bone &Marrow
Sﬂhnw'chnds (4) The tracheal sections reveal the submucosa to be
L moderately infilirated with round cells.

Lymet

There are no tumors observed.

(4 The pulmonary sections reveal a few foel of
moderate peribronchial rouand cell infiltratica.

Thyroids_

Parsthysoids
Trachea (4
Esophagus Normal
Aorts
Thymus 4

Lungs (2) (4) LDIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MODERATE
| Heart Norgal | o
Liver

[ Kidneys
Adrenals
Spleen
ORI K
Pancreas 4
Stomach (3)
Sm. Intestine Normal
Lg. Intestine )
Bladder
Prostate
Uterus
Gonads
Pituitary
Brain

| Spinal Cord
Per. Nerve ®_ 4

b

¥

/,-\ ! o -
- October 25, 1977 ‘Mg{/;wf DY OV Vel / ﬂ‘;; -

DATE ] nmow?sr —-

PR Fowss @52 (8o £5-Fyy




DOSELEVEL.. 0 mg/kg/d — sronsox ____dmerican |

AvrorsyDATE a1y 8, 1977

© DATEINITIATED ___January S, 1977
TERM.BODYWEIGHT _____255 SXams DIED [] SACRIFICED (3 DAYSTOFATE._ 184 -

ORGAN Gross | Micro. o REMARKS

General (1)
Skin Norma}l S o
Eyes (1) There are no tumors observed.
Ears .
Tongue , (2) The pulmonary sections reveal s moderate degree
Mam. Glands of peribronchial round cell infiltrates. ,

Skeletal Muscle
| Bone ZMarrow

| Salivary Glands
Lymph :‘: .
Nodzs DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MODERATE
Thyroids
Parathyroids
Trachea
Esophagus
Aotta
Thymus
Lungs

| Heart
| Liver

| Kidneys
Adrenals

[ Spleen
DO
Pancreas
Stomach

Sm. Intestine
Lj. Intestine
Bladder
Prostate
Uterus

Gonads
 Pituitary
Brain

Spinai Cord
Per. Nerve

TRL Vorm @at yllen 11-78)




ANITE AL ntr

1202

SPECIES

Rar

SEX

Yeuzle

DOSE LEVEL

0 =g/kg/d

TEST COMPOUND,

SPONSOR Americar Cyanamid Coxpany

DATE INITIATED

January S, 1977

AUTOPSY DATE . July 8,1977 . #

TEKM. BODY WEIGHT 381 _grams DIED [] SACRIFICED [ DAYSTO FATE.___1R4
ORGAN GROSS | MICRO REMARKS

General (1)

Sk Noimal .

Eyes (1) There are no tumors observed.

 Eurs

Tov, rue

Mam. Glands

Skeletal Muscie

Bone &Marrow

Salivary Glands

L h ‘Thor
ymp.
Nodes M*

Thyroids

Parsthyroids

DIAGNCSIS:

Traches

Esophagus

Aorts

Thymus

Lungs

(<)

Heart

Normal

Liver

Kidneys

Adrenals

Spieen

Dtihasdt

Pancreas

Stomarh

Sm. Intestine

Lg. intestine

Bladder

Drostate

Uterus

Gonads

Pituitary

Brain

Spinal Cord

Per. Nerve

(2) The pulmonary sections reveal a moderate number
of peribronchial lymphocytes and histiocytes.
as vell as a few intrabronchial segmented celis.

BRONCHOPNEUNMONIA, ACUTE, MILD

October 10, 1977

PRI Form el (Hev. 175

DATE

\ NG ;
Ew.r\(._(/."uﬁ k " (e 1%) . M

x - )

i nruon.o::’sr




ANIMAL NO.,

toly m

DOSE LEVEL 0 m/w/d —  SPONSOR — a4 ’

SPECIES

T January S. 1677

 DATE INITIATED  AUTOPSY DATE “July 8, 1977

TERM. BODY WEIGHT 327 grams

DIED [] SACRIFICED [ DAYS fo'rArt.,_l_.“__.._'_

ORGAN GROSS MICRO. REMARKS

General (1)
Skin Normal
::: (1) There are no tumors observed.
Tongue (2) Both lung surfaces appear tc have numerous
Mam. Glands : irregular yellowish small patches that more or
Skeletal Muscle less coalesce to form larger areas.

Bone &Marrow
Salivary Glands The pulmonary sections reveal the presence of a
Lymph Thor noderate number of peribronchial round cell

Nodes infiltrates as well as a few intrabronchial seg-.
mented. cells.

| Thyroids
Parsthyroids
Trachea
Esophagus -
Aorta DIAGNOSIS: BRONCHOPNEUMONIA, ACUTE, MILD
Thymus .

Lungs

| Heart

Liver

- | Kidneys
Adrenals
Spleen
Galiblagder

¥ INCITES
Stomach

Sm. Intestine
Lg. Intestine
Bladder
“[Prosiate
Uterus
Gonads
Pituitary
Brain

Spinsi Cord
Per. Nerve

October 10, r wu,\/( (v K (1

DATE PATHOI.OG S'I'

FRI Form # 81 (Rev, 11-18)
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, 768
ANIMAL NO. 7206 CONTRACT NO. 36
Rat Female : foly DADM
SPECIES SEX TEST COMPOUND 7
0 mg/kg/d _ American Cysnamid Company .. .
DOSE LEVEL _ S SPONSOR

DATE INITIATED

TERM. PODY WEICHT

January 5, 1977

298 grams

AUTOPSY DATE July 7, 1977

DIED [J SACRIFICED (3 DAYSTOFATE_183

ORGAN

GROSS

MiICKO. !

REMARKS

General

(1)

3kin

Nermal

Eyes

Normal

.

Ears

Tongue

Normal

Mam. Glands .

Skeleta: Muscle

Normal

Bone &Manow

Salivary Ghnds

Lymph
Nodes

Thyroids

Parathyroids

Traches

Esophagus

Aorts

Thymus

Lungs

Hesrt

Liver

Kidneys

Adrenals

Spieen

Pancreas

Stomsch

Sm. Intestine

L3z. Intestine

Bladder

Prostate

Uterus

Gonads

Pituitary

Brain

Spinal Cord

Per. Nerve

(1) There are no tumori observed.

DIAGNOSIS: NORMAL HISTOLOGY

October 25, 1977

(wm(,WJ \ I/uw/‘m M- r& ¢\’

DATE

PRL Form #e1 (Rev, i1-76)

u 1

rnnowp)sr
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ANIMAL RO

SPETIES

" DOSELEVEL _—— :
January S5, 1977

DATE INITIATED

2 e DIED[J SACRIFICED EJ DAYS TOFATE_184 _

TERM. BODY WEIGHT

ORGAN GROSS | MiCRoO. 7 , ~ REMARKS

General 1)
Skin ormal | Normal
Eyes 4 -
Ears ' There are no tumors observed.
Tongue
Mam. Glands
Skeletal Muscie
| Bone &Marrow
| Salivery Glands

Thor
',;’g;;" Mes DIAGNOSIS: NORMAL HISTOLOGY

Thyroids
Parathyroids
Traches
Escphagus
Aorta
Thymus

Lungs
 Heart
 Liver

Kidirys
Adrenals

Pancreas
Stomach
Sm. Intestine
Lg. Intestine
Bladder
Prostate
Uterus
Gonads
Pituitary
Brsin

Spinal Cord
Per. Nerve

October 25, 1977 (X.\A uLfébJ g—- - (A& Z/L'L_[ . 2, E 4 (. '

DATE PATHOLOG

PR, Form #el (Rex. (1-18)




i:oirri,\(:r No. ‘T-W T
Poly DADM

TEST COMPOUND
Anerican Cyanamid Cotipany

DOSE LEVEL ' SPONSOR.

DATE INITIATED Jeauary 5, 1977 - AuToPSY DATE July 7, 1977

309 grans

TERM. BODY WEIGHT

DIED [J SACRIFICED 8] DAYS To FATe____ 183

ORGAN GROSS MICRO. REMARKS
Generai W1i)
Skin orma ) .
Eyes There are no tumors observed.
Ears ]
Tongue The pulmonary gectionc ;eveal the presence of
Mam. Glands a moderate number of peribronchial foci of round
Skeletal Muscie cell infiltrat.s. :

1 Bone &Marrow -

Selivary Glands
Thor
M

Lymph
Nodes

Thyroids DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MODERATE
Parathyroids :

Trachea
Esophagus
Aorta
Thymus
Lungs
Heart
Liver
Kidneys
Adrenals
Spleen

Pancress
Stomach
Sm. Intestine
Lg. Intestine
Bladder
Prostate
Uterus
Gonads
Pituitary
Brain

Spinal Cord
Per. Nerve

DATE

October 25, 1977 Q\A r’?l///u/' /S . './.T/;@‘(AAJJ M

uruon.ogsr '

PRL Form @91 (Rev. 1175}




o -clhld

— SR EINIATED == _ January 5, 1977 - - mbﬁtt ﬂ{g y ~

TERM. BODY WEIGHT 287 grems DIED r_] m:lmcan £ mvs TO FATE 13‘

ORGAN cross | micro. | S mgm

(1)
ormal

(1) There ‘“,m t\-on Vobum;l‘. '

(2) The pulmonary sections reveal the presence of a.
mild degree of peribronchial round cells.

DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MILD

[Stomah
Sm. Ltestine
Lg. Intestine
Bladder
Uterus
Gonads
Pituitary
Brain
Spinal Cord
Per. Nerve

October 10, 1977
DATE

PRI Form #e1 (Rev. 11-1%)




ANIMAL NO. 7718 T T CONTRACT NO, o

' Poly DADM
SPECIES SEX TEST COMPOUND

0 d American Cyanamid Compan
DOSE LEVEL ulk&/ SPONSOR y pany

January S, 1977 -

- AuTOPSY DATE July 8, 1977

DATE INITIATED

TERM. BODY WEIGHT 254 grams

DIED [] SACRIFICED ] DAYSTOFATE_184

ORGAN GROSS MICRO. REMARKS

Genera! (1)
Skin Normal
Eves (1) There are no tumors observed.
Ears

Tongue (2) The pulmonary sections reveal the presence of a
Msm. Glands mild degree of peribronchial round cells.

Skeletal Muscle
Bome &Marrow
Saliv:r! Glands '

lﬁ’:;g: DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MILD

Thyroids
Parathvroids

Trachea
Esophsgus
Aorts
Thymus
Lungs

‘| Heart
Liver
Kidneys
Adrenals
) Spieen

Dumavans
* e o

Stomach
Sm. intestine
Lg. intestine
Bladder
Prostate
Uterus
Gonads
Pituitary
Brain

Spinal Cord
Per. Nerve

October 10, 1977 OMCCL{ Lw 4/4'/1,1[) M., = .,-\ C

DATE ; rnuon.osnst

PRI, Forn #2681 (Rev, 11-75)




~ANIMAL NO.

0 _mg/xg/d .
January 5, 1977

SPECIES

~~DOSE LEVEL

- AUTOPSY DATE i'}L_Q977 7
Dllsb D ncmlczp B DAY! TO un

DATE INITIATED

TERM. BODY WEIGHT __ 369 grams

ORGAN

GROSS

MICRO.

~ REMARKS

General

(1)

Skin

Normal

Eyes

Ears

| Yongue

Mam. Glands
Skeletsl Muscle

[ Bone &Marrow
Salivary Glands

Thor
Lymph
Nodes M%

(1) There are no tumors nbscived.

CIAGNOSIS: NORMAL MAJOR ORGAN HISTGLOGY

Thyroids
Parathyroids
Trachea
Esophagus
Aorta
Thymus

Lungs-

Sm. Intestine
Lg. Intestine
| Bladder
Prostate
Uterus
Gonads
Pituitary

Brain

| Spinal Cord
Per. Nerve

October 10, 1977
DATE

\' :
QMoL//WS gon] MO EA-C
PATHbI.OG)ST 9 :

"R Form war (Rev, 11478)




ANIMAL NO.

7218

SPECIES

Fenale

SEX

DOSE LEVEL

0 mg/kg/d

__SPONSOR_

DATE INITIATED

TERM. BODY WEIGHT

January 5, 1977

309 grams

CONTRACT No. 7636

Poly DADM

TEST COMPOUND

American Cyanemid Company

AUTOPSY pATE . July 8, 1977

DIED [] SACRIFICED &] DAYS TO FAT_ 184

ORGAN

GROSS

MICRO.

REMARKS

Genersl

(1)

Skin

Normal

Eyes

Normal

4

Ears

Tongue

Normal

Mam. Glands .

Skeletsl Muscle

Normal

Bone &Marrow

Salivary Glands

Thor
Lymph

Nodes M

Thyroids
Parathyroids

Traches

Esophagus

Aorta

Thymus

Lungs

Hesrt

Liver

Kidneys

Adrenals

Spleen

| SRR

Pancreas

Stomach

Sm. Intestine

Lg. Intestine

Bladder

Prostate

Uterus

Gonads

Pituitary

Brain

Spinal Cord

Per. Nerve

(1) There are no tumors observed.

-

DIAGNOSIS: NORMAL HISTOLOGY

October 25, 1977

l/\MLL/(Lx, &» LLC} ; M. "’L\(\

DATE

PRL Form el (Rev, 11-15)

PATHOLOGIS L)t




ANIMAL NO, _ 7220

SPECIES . — ) SEX .

0 mglkgld
DOSE LEVEL __ ws/ks/ mum

DATE INITIATED S S0uary 3, 1977 AUTOPSY DATE .__x__..__Jul 8, 1977
293 grams i

TERM. BODY WEIGHT " DIED [J SACRIFICED [ - mws T0 FATE-

ORGAN GROSS | MiCRO. - . REMARKS -

General (1)
Skin Normal.
Eyes (1) There are no tumors observed.
Ears . L L B .
Tongue (2) The pulmonary sections revesal the presence of a
Mam. Glands mild degree of peribronchial round cell infiltrateq.
Skeletal Muscie 1 8
| Bone &Marrow

Salivary Glands

Lymph
Nodes

| Thysoids i
Parathyroids - - DIAGNOSIS: RESPIRATORY DISEASE,. CHRONIC, MILD

Traches
Esophagus
Aorta
Thymus
Lungs
| Heart
Liver
Kidneys
Adrenals
N iis-‘ﬁim o

Stomach
Sm. Intestine
Lg. Intestine- -
Bladder
Prostate
Uterus
Gonads
Pituitary
Brain

Spinal Cord
Per. Nerve

October 10, 1977 n/v\o(r({}v S

DATE PATHOI..

PRI, Form g o) (Rev. 1ie%)




Poly DADM '

Rat Faaale
- SEX TEST COMPOUND
1,000, mg/xgl/d American Cyanamid Compan
> A k‘, _SPONSOR 7 i
January 5, 1977 AUTOPSY DATE U1y 8, 1977

299 grass

DIED (] SACRIFICED ] DAYSTOFATE_184

MICRO.

REMARKS

Adrenals
Spleen

AT LW ALY

Pancreas
Stomach
Sm. Intstine
Lg. Intestine
Bladder
Prostate
Uterus
Gonads
Pituitary
Brain

Spinal Cord
Per. Nerve

]
ANIMAL NO.
7 SPECIES
DOSE LEVEL —
DATE INITIATED
TERM. BODY WEIGHT
ORGAN GROSS
General (1)
Skin Normal
Eyes
Ears
Tongue
Mam. Glands
Skeletal Muscle
Bone &Marrow
| Salivary Glands
Thor
Lymph
Nodes M
Thyroids
Parathyroids
: Trachea
Esophagus
~ Aorts
’ Thymus N
Lungs 2
Heart o
Liver
Kidneys .

(1) There are nc tumors .observed.

(2) The pulmonary sections reveal a mild peribronchial
round cell infiltrate. '

DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MILD

-

October 25, 1977

» . ? )
g/ . (v-f_qj?[’/iu\-j M2

DATE

PRI Form ol (Rev. 11-78)

Cindtona?

PATHOLOGIST

-192-




ANIMAL NO. 1224

’CONTIACT ﬂO

SPECIES_________ sEx

‘I'BSTCO!IFOUND

T Towmeare
DOSE LEVEL

SPONSOR

DATE INITIATED Jaouary 3, 1977

27 grems
TERM. BODY WEIGHT

~American (.yauud Colpuuy

J“l’ ‘3, 19,7,7

AUTOPSY DATE .

DIED [J SACRIFICED a DAYS TO urz-&‘.__._

ORGAY GROSS MICRO.

Generl 1)
Skin Norma?
Eyes (2
Ears

Tongue

Mam. Glands .
Skeletal Muscle
| Bone &Marrow

Salivary Glands

Thor
Lymph
Nodes M*

" KEMARKS

There are no tumors observad.

The cornea or lens shows a whitish spot.

The stomach seems to be enlarged.

The cecum seems to be enlarged.

The uterus seems ‘to be enlarged.

Thyr_ds The sections of the colon reveal it to be
Parathyrcids . dilated.

Trachea

Esophagus

Aorta

- | Thymus
Lunps

Liver DIAGNOSES: A. HYPEPFLASIA, CYSTIC,OF ENDOMETRIUM

 Kidneys B. MEGACOLON, CONGENITAL

The uterine sections reveal the endomex.rim to
be cystic and hyperplutic.

Adrenals

| CHIIRDIGK
Pancreas
S:omach
Sm. Intestine
'Lg. Entestine
Bladder
Prostate
Uterus
Gonads
Pituitary
Brain

| Sninsi Cord
Per. Nerve

(\V\O\/u- k

October 25, 1977 :

((le\f;&] '(‘V\-O\.‘E"\'-('l

DATE uruon.ocljr

-193-

PRL Fiem @ ot (Rev. 11-1%)




ANIMAL NO. _ — 72726

Rat " Temale

c SPECIES i SEX

1,000 =g/kg/d
DOSE LEYEL

DATE INITIATED _

TERM. BODY WEIGHT 263 grams

Poly DADM
TEST COMPOUND

American Cyanamid Company

SPONSOK

AUTOPSY paTE July 8, 1977

DIED [] SACRIFICED (] DAYS TO FATE___ 184

ORGAN GROSS MICRO.

REMARKS

General (1)
Skin Normal

Ears

Tongue

Mam. Glands
Skeletal Muscle
| Bone &Msirow
Salivary Glands

Lympk Thor
Nodes ™"

| Thyroids
Parathiyroids
Traches
Esophagus
Aorts
0 Thymus
Lungs Norral
| Heart
Liver
Kidneys
Adrenels
.| Spieen
DORNEMN A
Pancreas
Stomach
Sm. Intestine
Lg. Intestine
Bladder
Prostate
Uterus
Gonads
Pituitary
Brain
Spinal Cord
Per. Nerve

I

Eyes (1) ' There are no tumors observed.

DIAGNOSIS: NORMAL MAJOR ORGAN  HISTOLOGY

’ October 25, 1977 (f//i«v\o\/{.{,@ S ' (,»(,Cl x| L"’

M-, FC

DATE

PRL Form 2ol (Rev. 11-1%)

A Y
PATHOLO&IC T s




ANIMaL NO.

Rat " Pemale

SPECIES i —
' /xg/d

. DOSE LEVEL

DATE INTTIATED Jenuary S, 1977 AUTOPSY DATE JulY 1, 1977

247 grams

- DIED [} - SACRIFICED (3 DAYSTOFATE-L83 -

TERM. BODY WEIGHT

ORGAN GROSS | MICRQ. | .  REMARKS

Genenl (1)
Skin ormal
Eves

Ears

Tongue

Msm. Glands
Skeletal Muscle
[Bone &Marrow
 Salivary Glands

There are no tumors observed.

Both lungs show irregular whitish yellow foci
on their surface. - . s :

The pulmonary seétions reveai a few foci of mild
peribronchial round cell infiltrates.

Lymph
Nodes

Thyroids :

Fecihyrond  DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MILD
‘Traches )
Esophsgus
Aorts
Thymus
Lungs
Heart
Liver
Kidneys
Adrenals
..1Spleen

Pancreas
Stomach
Sm. Intestine
| Lg. Intestine_ ...} . _
Biadder
Prostate
Uterus
Gonads
Pituitary
Brain
Spinal Cord
Per. Nerve

—
October 25, 1977 " rmaoWow g L (hQen
DATC L Z T PATHOLQGIST

PRI, Form #81 (Rev, 11-7h)




, 7656
ANIMAL NO. . CONTRACT NO.

Rat Female Poly DADM
SPECIES SEY TEST COMPOUND

1,000 mg/kg/d _ A4merican Cyanamid Company .~
e SPONSOR

DOSE LEVEL

DATE INITIATED January 5, 1977 " AUTOPSY DATE . July 8, 1977

288 grams ‘ ) y
TERM. BODY WEIGHT & DIED [J SACRIFICED DAYS TO rns_l_;'_“__

ORGAN GROSS MICRO. REMARKS

General (1)
Skin Normal
Eyes (1) There are no tumors observed.
Cars
Tongue (2) The pulmonary sections reveal a few foci or
Mam. Glands. mild peribdronchial round cell infiltrates.
Skeietal Muscle
Bone &Marrow
Salivary Glands

L h Thor
ymp!
Nodes Mes

DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MILD

Thyroids
Parathyroids
Traches
Esophagus
Aorts
Thymus
Lungs
Heart
Liver

| Kidneys
Adrenzls
Spleen

= —————
Pancreas
Stomach

Sm. intestine
Lg. Intestine
Biadder
Prostate
Uterus
Gonads
Pituitary
Brain

Spinal o )
Per. Nzrve

—

, | | ‘ R o
October 25, 1977 OAAOL//;'\/i >’ ¢ /" n’}/ﬂ/%‘ M. .(7 ¥ L. QC '

v
DATE PATHOL(‘)leT

PRI Form gt oi (Rev. i1-79)




ANIMAL NO. 1332 ;,comkcrno

SPECIES — (o “'rmcomouun iRy
. 1,000 Jxgld— --Anerican Cyansmid-
DoSE u:vu. : e n/; _ ,sroNson 7:, Gy Go.p;ny”

DATE INITIATED ____ S 30UaTY 5. 1977  AUTOPSY DATE ..MU
292 grams

TERM. BODY WEIGHT

B DIED [] SACR!HCEDE DAYSTO'FATE_,.','; 2Ry

ORGAN GROSS | MiCRO. REMARKS

General (1)

Skin Normal
Eyes There are no tumors observed.
Esns
| Tongue i The cecum appearsenlarged.
Mam. Glands

Skeletal Muscle
Bone &Marrow
| Salivary Glnnds

I.ymph
Nodes
‘Thyroids ‘DIAGNOSIS: NORMAL MAJOR ORGAN HISTOLOGY
Parathyroids : . ’

Trachee
Esophagus
Aorta
Thymus
Lungs
Heart
Liver
Kidneys
Adrenals

_| Spleen
JGREKIRN X3¢
Pancress
Stomach
Sm. Iniastine
Lg. intestine
| Biadder
Prostate
Uterus
Gonads
Pituitary
Brain

Spina! Cord
Per. Nerve

October 24, 1977 (A4 :d«{(su \ ’\(,Lqém% \, MO FAC

DATE PATHOLOGJT

PRI Form ot (Rev. 11-19)




ANIMAL NO. 7234

CONTRACT NO.

SPECIES SEX

Female

TEST COMPOUND

1,000 mg/kg/d

DOSE LEVEL

Awerican Cyanamid Ccwpany
SPONSOR .

: January 5,.1977
DATE INITIATED Ty 9

© AUTOPSY DATE _July 8, 1977

TERM. BODY WEIGHT

281 grams

DIED ] SACRIFICED i DAYS TO FATE 184

ORGAN GROSS MICRO.

REMARKS

1
FormaT

Genersl
Skin
Eyes
Esrs
Tongue
Mam. Glands
Skeletal Muscle
Bone &Msrrow
Salivary Glands
Thor
Mes

Lymph
Nodes

Thyroids
Parathyroids
Trachea
Esophagus
Aorta
Thymus
‘Lungs
Heart
Liver
 Kidneys
Adrenals
Spleen
DOCIHN X
Fancreas
Stomach
Sm. Intestine
Lg. Intestine
Bladder
Prostate
Uterus
Gonads
Pituitary
Brain

Spinal Cord
Per. Nerve

(3)

Normai .

Normal

(2)

Normal

1)
(2)
3)

There are no tumors obéerved.
The stomach seems to be enlarged.

The pulmonary sections reveal a few foci of
mild intrabronchial and intra-alveolar purulent
exudate, as well as a few foci of mild peri-
bronchial round cell infiltrates.

'DIAGNOSIS: BRONCHOPNEUMONIA, ACUTE, MILD

Qctober 25, 1977

CClugural Mmoo ga ™

DATE

PRL Form # ot (Rev, 11-75)

C( vx_o\,« L

-
nmon.oclg

-198-




" ANIMAL NO..

SPECIES ___ e AR
1,000 mghkgld mzm,,c,.wd cmu
posELeEvEL 5% R srouson " ath -,

January 5, 1977

' J\ily T,”1§7T’

DATE INITIATED AD‘I'OPSY DATE

senw. popy weiGHT 277 S¥™ _ piep(] SACRIFICED [ DAYSTOFATE_ 186

ORGAN cross | micro. | . " REMARKS

General (1)
Skin Normal
Eyes (i) There are no tumors observed.
Ears :
{ Tongue

Mam. Glands .
Skeletal Muscle
Bone &Marrow
| Salivary Glands

DIAGNOSIS: NORMAL MAJOR ORGAN HISTOLOGY

Lymph
Nodes

Thyroids
Parathyroids
Trachea
Esophagus
Aorta
Thymus
Lungs
 Heart
l.iver

| Kidneys
Adrenals
Spleen

Pancreas
Stomach
Sm. intestine
Lg. Intestine
| Bladder
Prostate
Uterus
Gonads
Pituitary
Brain

Spinai Cord
Per. Nerve

October 25, 1977 ( lm,glaﬂ( \ﬁdgm? f’l\) = l_(

DATE PATH OGIST

PRI Form sel (Rev, 11-7%)




ANIMAL No. 7238 CONTRACT NO. 7656

o SPECIES Rat sex _ Female TEST COMPOUND Poly DADM

. DOSE LEVEL 1,000 mg/kg/d spoNsor _American Cyanamid Company s
DATE INTIATED _T2nuaTY 3, 1977 : AUTOPSY DATE ___ July 8, 1977

TERM. BODY WEIGHT 295 grams DIED [] SACRIFICED (§ DAYSTOFATE_184

ORGAN GROSS | MiCRo. ' REMARKS

General (1)
Skin Normal X
Eyes (1) There are no tumors observed..
Ears

[Tongue
Mami. Glands
Skeletal Muscle DIAGNOSIS: NORMAL MAJOR ORGAN KISTOLOGY

Bone &Marrow

Salivary Glands
Thoz

Lymph
Nodes M*

Thyroids

Parathyroids

Trachea

Esophagus

Aorts

O Thymus

| Lungs Normal
Heart

Liver

Kidneys %
Adrenals

[~ ——

TENCICES
Stomach
Sm. Intestine
Lg. Intestine
Bladder
Prostate
Uterus
Gonasds
Pituitary
Brain

Spinal Cord
Per. Nerve

October 16, 1977 ( M,\OL((,@J ,& C mgmd MO & 4.Ca7

DATE ~ urnon.w;lsrv O

PRL Porm o1 (Rev, 11-73)




ANIMAL NO.
Rat

SPECIES _

_DOSE LEVEL sl 14 TN
January S, 1977

DATE INITIATED AUTOPSY DATE .

 July 8, 1977

TERM.BODYWEIGHT 327 grams __  DIED (] SACRIFICED (§ DAYSTOFATE__184

ORGAN GROSS MICRO. RE‘Am
General (1)
Skin Normal

::: (1) There are no tumors observed.

Tongue (2) The stomach appears enlarged measuring 4.5 x 2.5 x
Mam. Glands 1.5 cm. ] i : g
Skeletsl Muscle
Bone &Marrow
Salivary Glands
Lymph :"' DIAGNOSIS: NORMAL MAJOR ORGAN HIS10LGOY
Nodes "

Thyroids
Psrathyroids

Traches
Esophagus
Aorts
Thymus
Lungs
Heart
| Liver
 Kidneys
Adrenals
Spieen
Pancreas
Stomach
Sm. Intestine
Lg. Intestine
| Bladder
Prostate
Uterus
Gonads
Pituitary
Brain
Spinal Cord
Per. Nerve

¢ —October 16, 1977 242 ."1.\’).,\:'-’3\ C)
DATE PATHOLOG\ST ' e

PRI, Form s#81 (Rex, 11-75)




ANIMAL NO.

SPECIES sex  Female

CONTRACT NO.

DOSE LEVEL 1,000 mg/kg/d

'DATE INITIATED___January 5, 1977

~ AUTOPSY DATE _

TERM. BODY WEIGHT 251 grams

TEST COMPOUND ____ FOLY DADM

SPONSOR _American Cyranamirdr VCoinpany

CJuly 7,1977 o

DIED ] SACRIFICED (§ DAYSTOFATE__183

ORGAN GROSS MiCRO.

REMARKS

-

General )
Skin Normal

Ears

Tongue

Mam. Glands
Skeletal Muscle
Bone &Marrow
| Salivary Giands

Lymph
Nodes

Thyroids
Parathyroids
Trachea
Esophagus
Aortz
Thyinus
Lungs
[ Heart
[Liver
Kidneys
Adrenals
Spleen
GRUENNXSE
 Pencress
Stomach
Sm. Intestine
Lg. Intestine
Bisdder
Prostate
Uterus
Gonads
Pituitary
Brain

Spinal Cord
Per. Nerve

DIAGNOSIS:

Eyes (1) There are no tumors observed.

NOBMAL MAJOR ORGAN HISTOLGOY

October 16

PRI, Form sot (Rev. 11-79)

([/_\-JL{/’.AZ o, C-

DATE PATHOLOG




T YNl

ANIMAL NO. 1244

srecies__ Mt sex.
1,000 mg/kg/d . .. ...

_ Pes  ngrer

DOSE LEVEL . “SPONSOR - s

- DATE iﬁ;ﬁ;"’”"’.tiﬁﬁaty*&."1971' e *EITITW ',",m,;;;;,ff«,,.[@y;Eg 1977 S i

TERM. BODY WEIGHT 287 grams DIED [J SACRIFICED [ DAYSTOFATE. 184

ORGAN GROSS | MICRO. - REMARKS
General (1)
Skin Normal
Eyes
Ears
Tongue
Mam. Glands
Skeletal Muscle
Bone &Marrow

Lymph )
™
Nodes DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MILD

Thyroids
Parathyroids

Trachea
Esophagus
Aorta
Thymus

(1) There are no tumors observed.

(2) The pulmonary sections reveal the presence of a ni.lJ '
peribronchial round cell infilctrate. B O

Kidneys
Adrenals
Spleen

[ SR

Stomach
Sm. Intestine
Lg. Intestine
Bladder
{Prostate
Uterus
Gonads
Pituitsry
Brain

Spinal Cord
Per. Nerve

r

oesaver 16, 1971 [ sonallid & Clafand MO €A
v U [} ,

DATE !ATHOLOP)ST

PRL Form gt (Rev, 11-18) =203~




A:NTHAI NO. . 124 B R e~ St

SPECIES Rat sex __Female TEST COMPOUND Poly DADM

DOSE LEVEL ______ 1,000 mg/kg/d SPONSOR _American Cyanamid Company

January 5, 1977

DATE INITIATED - AUTOPSY DATE . July 8, 1977 _ . .

TERM. BODY WEIGHT 301 grams DIED [J SACRIFICED ] DAYSTO FaTE__ 184

ORGAN GROSS MICRO. REMARKS

General ' (1)
Skin Normal
Eyes

Ean (2) The Pulmonary sections reveal the presence

Tongue of a marked peribronchial round cell infiltrate.
Mam. Glands

Skeletal Muscie
Bone &Marrow

| Salivary Glands DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, SEVERE

Thor
Lymph
Nodes M

(1) There are no tumors observed.

Thyroids
Parathyroids
Trachea
Esophagus
Aorta
Thymus
Lungs

Heart

Liver
Kidneys .
Adrensis
Spleen
XXNBDIeY
Paznicreas
Stomach

‘| Sm. Intestine
Lg. Intestine
Bladder
Prostate
Uterus
Gonads
Pituitary
Brain

| Spinai Cord
Pe:, Nerve

October 16, 1977 OJ»\OL({.VJ \ (’LT\,VyVL) K14\ .(?,7 FACa

DATE PATHOLOGIST

PRi. Form g1 (Rev. 11-78)




DOSE LEVEL 1, °°° "8/"3’ d Vsrouson ""‘““ c"“““ c""""

_July 8, 1977

_DATE INITIATED -“‘“‘“’ 5, 1?7’,, ____ vTorsY DATE .

TERM. BODY WEIGHT 315 grams DIED [] SACRIFICED (§ mvsmu're.___' 18 -

ORGAN GROSS | MICRO. | L REMARKS. o i

General (1)
Skin Normal
Eyes
Ears

| Tongue
Mam. Glands
Skeletal Muscle

raone AManiow : DIAGNOSIS: NORMAL MAJOR ORGAN HISTOLOGY

Lymph
Nodes M*

Thyroids
Parathyroids
Traches
Esophagus
Aorta
Thymus
Lungs
| Heart
Liver

Kidneys
Adrenals
Soleen

(1) There are no tumors observed.

Sm ln(es!me
Lg. Intestine
Bladder
Prostate
Uterus - -
Gonads
Pituitary
Brain
Spinal Cord
Per. Nerve

October 16, 1977
DATE

PRL Form g8l (Rev. 11-7%)




ANIMAL NO

7250

CONTRACT NO. 7656

SPECIES Rat

SEX

Female TEST COMPOUND Poly DADM

DOSE LEVEL

1,000 mg/kg/d

Ame ;
SPONSOR rican Cyanamid Company

DATE INITIATED

January 5, 1977

AUTOPSY DATE . July 8, 1977

TERM. BODY WEIGHT

~ 268 grams

184

DIED [[] SACRIFICED [} DAYS TO FATE

N——————————

ORGAN GROSS

MICRO.

REMARKS

(1)

Generr!

Skin Normal

Eyes

Ears

Tongue

Mam. Glands

Skeletal Muscle

Bone &Marrow

Salivary Glands

h
Lymp Mes

Nodes

Thyroids

Parathyroids

Trachea

Esophagus

Aorta

Thymus

Lungs

(2)

Heart

Normal

Liver

Kidneys

Adrenals

Spleen

LANBRAIE

Pancreas

Stomsch

Sm. Intestine

Lg. Intestine

Biadder

Prostate

Uterus

Gonads

Pituitary

Brain

Spinal Cord

Per. Nerve

There are no tumors observed.

1)

(2) The pulmonary sectices reveal the presence of a
marked _peribronchial round cell infiltrate.

DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, SEVERE

October 16, 1977

DATE

PRI, ¥Fonn gel (Rev, 11-15)

Chnnolizd § Cpgenat M0 EALC

~ PATHOLOGIST o)

~206~-




~ ANIMAL NoO.
seecies____Rat —  TEST comr g S
DOSE LEVEL . . '1',000"ig1kild':f'irr>r— s mum mucm ,C'ylnllid Ge-pauy

" DATE INITIATED____ Jaunary 5, 1977 _ AUTOPSY DATE July 8, 1977

TERM. BODY WEIGHT 207 groms DIED (] SACRIFICED G DAYSTO FATE__ 8¢

ORGAN Gross | micro. - REMARKS

Genersl (1)
Skin ormal
Eyes (1) There are no tumors observed.
Ears

[ Tongue

Mam. Glands
Skeiets] Muscle
| Bone &Marrow
Saliv Glands

DIAGNOSIS: NORMAL MAJOR ORGAN HISTOLOGY
Lym |I .
Nod:- Mes

 Thyroids
Parathyroids

Traches
Esophagus
Aorta
Thymus
Lungs
Heart
[Liver
Kidneys
Adrensls
Spleen
SHRXHD
| Pancresae
Stomach
Sm. Intestine
Lg. Intestine
Bladder

1 Prostate
Uterus
Gonads
Pituitary
Brain
Spinz! Coed
Per. Nerve

October 16, 1277 [:(N\OL(,W S f";,,/,ﬂ!a .’V“ O ].4/*.( .|ﬂ.

DATE runoaoclsr W/

PRI Forin st (Rev. 1e70)




TERM. BODY WEIGHT . 291 grams DIED ] SACRIFICED [ DAYSTOFATE. 183 |

ORGAN GROSS MICRO. REMARKS

Genersal (1)
Skin No 1

% = —
ANIMAL NO. 7254 CONTRACT NO. 7636 ,
's SPECIES______ Rat sex ___Te®1® resr compounn Poly DADM ,
" DOSELEVEL . 1,000 mg/kg/d ——— - " SPONSOR American Cyanamid Company -~ ——
DATE INITIATED _Ja0u2ry 5, 1977 AUTOPSY DATE __ July 7, 1977
Eyes

Ears

(1) There are no tumors observed.

Tongue

Mam. Glands
Skeletal Muscle " DIAGNOSIS: NORMAL MAJOR ORGAN HISTOLOGY
Bone &Marrow
Salivary Glands

Lymphk

T
Nodes Mes

| Thyroids
Parathyroids
Trachea
Esophagus
Aorta
Thymus
Lungs Normal
Heart
Liver
Kidneys )
Adrenals
Spleen
XENBE
Pancreas
Stomsch
Sm. Intestine
Lg. Intestine ) S
Bladder
Prostate
Uterus
Gonads
Pituitary
Brain
Spinal Cord
Per. Nerve

C)

-~ October 16, 1977 @\M‘QQ{JM} /S, ( [ . /1/\.! ‘( M.2 AzA ¢ -

DATE u'mi'n.oa:sr

PRI Form #80 (Rev, 11-78) ~208-



* ANIMAL NO. .

SPECIES

_.9°0 J'.!BLSL__..._,,_smuson .
AUTO!’SY nmz _.m..& 1977

__DOSE LEVEL

DATE INITIATED January S, 1977

TERM. BODY WEIGHT .

310.grams ____ - piED [ SACRIFICED X DAYS TO FATE

ORGAN

GROSS

Geners|

)

REMARKS

Skin

Normal

Eyes

Ears

[Tongue

Mam. Glande

Skeletal Muscle

(1) Tteze are no tumors observed.
(S "‘*fzae;:g,smach is enlargcd; measuring 4 x 1.5 x 1" S.

[Bone &Marrow
Slliv_n_rx Glsnds

Lymph

Nodes M*

Thyroids

Parathyroids

Traches

Esophagus

Aorta

Thymus

purv. 3 oy ‘e and a zarked - peribronchial round
reilo datioe A

y CLAGNOSIS: BT 7EUMONTA, ACUTE, MODERATE

Lungs

Stomach

Sm. Intestine

Lg. Intestine

Bladder .- -

Prostate

Uterus

Gonads

Pituitary

Spinal Cord

Per. Nerve

October 16,1977

DATE

PRI Form @3l (Rev. 11-18)

_(GM_QLAN' S l/b'

PATHOLOG)ST

“ihe yu'ncuery 3ections reveal a mfld 1ntta~bronchh -




TONTRACT NO. ..

sgx _Female TEST COMPOUND ___ Poly DADM

DOSE LEVEL

1,000 mg/kg/d SPONSOR ___American Cyanaxmid Company

DATE INITIATED . January 5, 1977 .. . . .  AUTOPSY DATE - July 8, 1977

TERM. BODY WEIGHT 268 grams DIED [] SACRIFICED [J DAYSTOFATE__ 184

ORGAN GROSS MICRO, REMARKS

Genera! (1)
Skin Normal

Eyes

Ears (2) The pulmonary sections reveal the presence of
Tongue & @ild  peribronchial round cell infiltrate.
Mam. Glsnds
Skeletal Muscie
Bone &Marrow
Salivary Glands
Thot

PR mes DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MILD

(1) There are no tumors observed.

Thyroids
Parathyroids
Trachea
Esophagus
Aorts
Thymus
Lungs

Heart

Liver
Kidneys
Adrensls
Spleen

G Ml
Pancreas
Stomach
Sm. Intsstine
Lg. Intestine
Bladder
Prostate
Uterus
Gonads
Pituitary
Brain

Spinal Covd
Per. Nerve

October 16, 1977 /‘\A,\ U[ﬂu) g ((u Y/ MO = %_-( 1

DATE anyoch\T

PRI Fonn stat (Rev, 11+78)




DOSE LEVEL 1,000 me/kg/d _  spongom . Averican Cyanamid Company -
DATE INTTIATED __Jamuary S, 1977 AUTOP!YDATE July 8, 1977

" TERM. BODY WEIGHT 256 grams DIED (] SACRIFICED (§ DAYSTOFATE. 184

. Female

ORGAN | GROSS | micRo. | . REMARKS - .- B
Genersl _ 1) ' : i . )
Skin Normal
Ears The pulmonary sections reveal the presence of a
Tongue moderate peribronchial round cell infiltrate
Mam. Glands and a mild intra-bronchial purulent exudate.
| Skeletal Muscle , :

Bone &Marrow

Salivary Glands

Thor
L h )
Nodes Mo DIAGNOSIS: BRONCHOPNEUMONIA, ACUTE, MODERATE

There are no tumors observed.

Thyroids
Parathyroids

Trachea
Esophagus
Aorta
Thymus
Lungs
 Heart
Liver
Kidneys
Adreéenals
Spleen
CHRRRDOE
Pancreas
Stomach
| Qo Bmoaaszmn

Lg. Intestine
Bladder
Prostate
Uterus
FGonads
Pituitary
Brain

Spinal Cord
Per. Nerve

-

o 7 e 7 . ,
October 16, 1977 (Lo ,4(4/,,‘) lﬁ N aerty m L),/ E.q.Ca

DATE umé’ngsr )
{

PRI Form # o (Rev. 11-18)




ANIMAL NO. 7262 CONTRACT No. 7636

Poly DADM )
C SPECIES SEX TEST COMPOUND —
§ 2,00 /kg/d ‘ American Cyanamid C :
DOSE LEVEL ’ o,,, nskg W SPONSOR . cen ¥ oopeny
DATE INITIATED January 3, 1977 . AUTOPSY DATE . July 8, 1977

TERM. BODY WEIGHT 276  grams

DIED [T] SACRIFICED €] DAYS TO FATE —8

ORGAN GROSS MICRC.

General 1)
Skin Normal
Eyes (1) There are no tumors observed.
Ears :

Tongue

Mam. Glands
Skeletal Muscle
Bone &Marrow

Salivary Glards *

Tho:
R s DIAGNOSIS: NORMAL MAJOR ORGAN HISTOLOGY

Thyroids
Parathyroids
Traches
Esophagus
- Aorta

’ Thymus
Lungs Normal
Heart
Liver
 Kidneys
Adrenals
. | Spleen

DGR MM ¢
Pancreas
Stomach
Sm. Intestine
Lg. Intestine
Bladder
Prostate
Uterus
Gonads
Pituitary
Brain
Spinal Cord
Per. Nerve

REMARKS

October 25, 1977 ( ),V\Q\/{(u) g %’/’M ) , M ~.7

DATE umouzflsr 0’

PRI, Forn #01 (Rev. 11-75) -212=-




.

--— DOSE LEVEL

- ANIMAL NO. .

SPECIES

Rat

SEX...

- 2,000

DATE INITIATED

TERM. BODY WEIGHT

January S, 1977

AUTOPSY DATE July 8. 1977

261 grams

DIED (J SACRIFICED £] DAYS 10 FATE__ 184

ORGAN

GROSS .

MICRO.

KEMARKS

General

Skin

Normal

Eyes

Ears

Tongue

Mam. Glsnds.

Skeletal Muscle

| Bone &Marrow

Salivary Glands

Thor
Lymph Mes

Nodes

Thyroids

Parsthyroids

Trachea

Esophagus

Aorta

Thymus

Lungs
" | Heart
_Iint i

e ———————————

Kidneys

Adrenals

Spleen

Pancress

Stomach

Sm. Intestine

Lg. Intestine

‘[ Bladder

Prostste

{ Uterus

Gonads

Pituitary

Brain

Spinal Cord

Per. Nerve

The right lower lcte of the lung displays numerous| |
pinhead-:ized white nodules in eddition to & mass | -
measuring 5 x 5 x 4 mm. Upon .bisection, a thick,
xucous-like fluid flowed from the incision. -~ |

The pulmonary sections revezl the bronchi to be
dilated and filled with a purulent exudate. In
addition, there is a large parenchymal focus of
acute necrosis. .

DIAGNOSIS: BRONCHOPNEUMONIA, ACUTE, SEVERE

October 24, 1977

I~ ;
g - (a9 ‘NG MO

DATE

PRL Form g8t (Rev. 11-78)

0
CW ‘;‘Li’eu,'
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ANIMAL NO. 7266 " CONTRACT NO, 2636

(.. SPECIES Rat scx _ Female TESTCOMPOUND _______ Poly DADM =
' DOSE LEVEL 2,000 womg/kg/d ~__ sroNsor .. Americsn Cvapamid Company

N
 DATE INITIATED —_lanuary S, 1377 . AUTOPSY DATE _July 8, 1977 :
TERM.BODY WEIGHT ______263 _grams ___  DIED [] SACRIFICED £] DAYSTOFATE_ 184

ORGAN GROSS MICRO. REMARKS

General (1)
Skin Normal -
Eyes | (1) There are no tumors observed.
Eans '
Tongue

Meom. Glands
Skeietal Mascle
[ Bone &Marrow
| Sslivary Glands

DIAGNOSIS: NORMAL MAJOR ORGAN HISTOLOGY

Thor
Lymph
Nodes M*

Thyroids
Parathyroids
Trachea
Esophagus .
Ll Aorta
- Thymus
Lungs Normal
Heart
Liver
 Kidreys )
Adrenals
Splee_n__
Mm:{-ry . 3 = - LI A Sl
Pancreas
Stomach
Sm. Intestine
Lg. Intestine
Eladdes
Prostate
Uterus
Gonads
Pituitary
Brain
Spinal Cord
Per. Nerve

’ ‘ - . .
N October 24, 1977 CVV\ O(/v’{w' S - C (agenl M) 460
DATE . PATHOLOGIST | -

PRL Form el (Rev. 11-76)



ANIMAL NO..

SPECIES

. DOSE LEVEL ——

DATE INITIATED —__lanuary S, 1977 o oeeoee AUTOPSY DATE J", y 8, 1977

TERM. BODY WEIGHT

DIED [ SACRIFICED ( DAYS TO FATE_184_

ORGAN

GROSS

REMARKS

General

(1)

Skin

Eyes

Ears

Ton

Mam. Glands .

Skeletal Muscle

Bone &Marrow

Salivary Glands
| DATIVATY

Thor
Lymph Mes

Nodes

Thyroids

Parathyroids

Traches

Esophagus

Aorts

Thymus

Lungs

Stomach

Sm.. Intestine

Lg. Intestine

Bladder

Prostate

Uterus

Gonads

Pituitary

Spinal Cord

Per. Nerve

There are no tumors observed.

The lung surface shows white-yellowish irregular
foci; on cross sectioning the inrrapulmonary
bronchial trec appears to be thickened. :

The stomach appears to be enlarged.

The ute;:ine horns are enlarged with clear fluid
coming out on sectioning.

The pulmonary sections reveal a mild intra-bronchial} |
purulent exudate and peribronchial round cell :

infiltraze.

The uterine sections reveal the endometrium to be
cystic and hyperplastic.

DIAGNOSES: A. BRONCHOPNEUMONIA, ACUTE, MILD
B. CYSTIC HYPERPLASIA OF ENDGMETRIUM

October 24, 1977

DATE

PRI Form gat (Rev. 1§:78)




{
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) I3

ANIMAL NoO.

7270

SPECIES

Rat

CONTRACT NO.

DO7= LEVEL

'ssx ’ Female

TERM. BODY WEIGHT

2,000 mz/kg/d SPONSOR __

DATE INITIATED Lanuary S, 1977

TEST COMPOUND

AUTOPSY DATE . July 8, 1977

DIED (] SACRIFICED ] DAYSTO FATE_ 184

A ———————va,

ORGAN

GROSS

REMARKS

General

(1)

Skin

N

Eyes

Ears

There are no tumors cbserved.

Tongue

Mam. Glands

(2) The cecum appears to be enlarged.

Skelets! Muscie

Normal

| Bone &Marrow

(3) The Pulmonary sections reveal the Presence of a
mild intra-bronchial purulent exudate as well as

Salivary Giands

- @ moderate peribronchial round cell infiltrate.

Thor
Lymph
Nodes M

Thyroids

Parsthyroids

Trachea

DIAGNOSIS: BRONCHOPNFUMONIA, ACUTE, MILD

Esophagus

Aorta

Thymus

Lungs

(3

Heart

Liver

Normal

Kidneys

Adrensls

Spleen

[ —
¥ SUILICES

Stomach

Sm. Intestine

(2)

Lg. Intestine

Normal

 Bladder

Prostate

Uterus

Gonads

Pituitary

Brain

Spinal Cord

Per, Nerve

October 24, 1977

PRL Form se! (Rev, 11.70)

DATE

- lw L//, 'J

ik’ 0 gac i

PATHOLOGIST O




ANIMAL NO. .

SPECIES

nosz stex. _

TERM. BODY WEIGHT _______ 297 gry - _:msng SACRIFICED £ mmmam 1“

ORGAN GROSS REMARKS

Genersl 1) ] . e e L e e
Skin (1) There are no tumors observed.
Eyes .

Ears

| Tongue

Mam. Glands
Skeletal Muscle

Bone &M i
Sol::arz C:lr:::s DIAGNOSIS: NORMAL MAJOR ORGAN HISTOLOGY

Lymph
Nodes

Thyroids
Parathyroids

Teaches

Esophagus

Aaorts

. Thymus
Lungs

| Heart

Liver

1 Kidneys

Adrenals

Spleen

Thor
Mes

‘Pancreas
Stomach
Sm. Intestine
Lg. Intestine
-| Blsdder
Prostate
Uterus
Gonads
Pituitary
Brain

Spinal Cord
Per, Nerve

A .
Octob er 24, 1977 (/M r:w@J & Clnd . £z MO FAdly

DATE 7 runox.oﬁsr

PRL Form g et (Rev. 11-73)




ANIMAL NO.

e ; s

SPECIES Rat ‘SEX __Pemale TESTCOMPOUND ____ _Poly DADM =~~~
DOSE LEVEL 2,000 mg/egfd =~

DATE INITIATED ___January 5, 1977~ AuToPsy paTe __July 8, 1977

TERM. BODY WEIGHT

A3 gramg

SPONSOR W )

DIED [J SACRIFICED £ DAYS TO FATE_._ 184

ORGAN

GROSS

MICRO.

REMARKS

General

(1)

Skin

Notmal

Normal

Eyes

'

Ears

Tongue

Normal

Mam. Glands .

Skelets! Muscle

Bone &Marrow

Normal

Salivary Gilands

Thor
Lymph Mes

Nodes

Thyroids

Parathyroids

Traches

Esophagus

Aorta

Thymus

Lungs

X
(2)

Heart

Normal

Liver

| Kidneys

Adrenals

Spleen

Pancreas

Stomach

Sm. Intestine

Lg. Intestine

Bladder

Prostate

Uterus

Gonads

Pituitary

Brain

Spinal Coid

Per. Nerve

(1) There are no tumors observed.

(2) The pulmonary sections reveal a mild intra~
bronchial purulent exudate and a moderate peri-
bronchial round cell infiltrate.

DIAGNOSIS: BRONCHOPNEUMONIA, ACUTE, MILD

October 24, 1977

DATE

PRE Form #el (Rev, 11-78)

’<:i2nﬁfiffim\}

N el M2 FA G

- PATHOLOGIST
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© ANIMAL NO,__

SPECIES

 DOSE LEVEL

TERM. BODY WEIGHT _____ 285  orem — . DIED.[] SACRIFICED [} DAYS TO FATE 7

ORGAN GROSS . ‘ REMARKS

General (1) ] . - e e e ’
Skin Normal (1) There.are no tumors observed.
Eyes . ’ )
Ears (2) The stomach appears to be enlarged.
Mam. Glands s (3) The pulmonary sections reveal a mild intrs-
Skeleta! Muscle - bronchial purulent exudate as well as peri-
Bone &Marrow bronchial round cell infiltrate.

Salivary Glands

Thor
Lymph
Nodes M=

Thyroids
Parsthyroids - , DIAGNOSIS: BRONCHOPNEUMONIA, ACUTE, MILD
Trachea
Esophagus
Aorta
Thymus

Stomach
Sm. Intestine
Lg. Intestine
Bladder

"I Prostate .
Uterus
Gonads
Pituitary
Brain

Spinal Cord
Per. Nerve

October 24, 1977 QM(,L,/(M) { C LAx? ,/,»,,,-f" m..)’ E.A (f'

DATE ‘/ruuon.oclg Y

PRL Form 01 (Rewv. 11.7%)




ANIMAL NO. 7278

CONTRACT NO.

C SPECIES _Rat SEx _ Pemale TEST COMPOUND .Foly DA
( ' ~ DOSE LEVEL —2.000 =g/ke/d  SPONSOR . Amer: AR-Cyanamid-
- DATE INITIATED —_January S, 1922 " autorsy pate __July 8, 1977

TERM. BODY WEIGHT 274 orame DIED [] SACRIFICED [3 DAYS TO FATE

ORGAN GROSS MICRO.
General (1)
Skin Normal

Eyes (1) There are no tumors observed.
Ears
Tongne (2) The pulmonary sections reveal a

Mam. Glands . round cell infiltrate.
Skeletal Muscle

Bone &Marrow
Salivary Glands

Lymph Taor
Nodes ™*

REMARKS

DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MILD
Thyroids

Parathyroids
Trachea
Esophagus
f“ Aorts

: Thymus
Lungs (2)
Heart Normal |
Liver
Kidneys
Adrenals
Spleen
Caihtaridew
Pancreas
Stomach
Sm. Intestine
Lg. Intestine . . - o o R
Bladder ’ : .
Prostate
Uterus
Gonads
Pituitary
Brain
Spinal Cord
Per. Nerve

! AN — R
' October 24, 1977 M Oy 5 S (/\_,(7//&"\ M0 F AL
7

DATE PATHOL@IST ~

PREL Form #et (Rev. 11-7%) =220~




seECIES______ Rat |
I;ATEINITIATED-—unum._;SII____’ : 1977 T autorsy mﬁr July 8, 1977

TERM.BODYWEIGHT 286 grams DIED (] SACRIFICED €] DAYSTOFATE. 186

e —————

ORGAN GROSS . REMARKS

General (1)
Skin Normal
Eyes

Ears

Tongue

Mam. Glands
Skeletal Muscle
| Bone &Marrow

Salivary Glands

Thor -
Lymph g
Nodes M* DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, m i

Thyroids
Parathyroids -

Trachea .
Esophagus
Aorta
Thymus
Lungs
Heart _ -
Liver

- | Kidneys
Adrensis

. | Spleen
QRXDEIRNES
Stomach

Sm. Intestine
Lg. Intestine
Bladder

1 Prostate
 Uterus
Gonads
Pituitary
Brain

Spinal Cord
Per, Nerve

There are no tumors observed.

The pulmonary sections reveal a mild peri-
bronchial round cell infiltrate. ST

DATE

- A~ ‘
October 24, 1977 ( 4m .‘,»Lf'g&u‘ CoC et M0

PATHOLOG‘lj'I‘ »)
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Pancress
Sm. Intestine
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- Rag :;gx Plltlt

7 (\ sndss R

DOSE LEVEL 2, OWJ!L!II___._ ) o Cyanandd G
DATE 'N'T'ATED——-Inm-i—mﬂ : 1 i Aurorsvm'rs_lulls 922, -
TERM. BODY WEIGHT : . DIED (] SACNIFICED K] DaYs ',"b',’*"‘:,;,,,, 77;

ORGAN GROSS | MICRO. | ~ =~ -~ - REMARKS -

General 1)
| Skin Normal
Eyes

Ears

Tongue

Mam. Glands
Skeletal Muscie
Bone &Marrow

 Salivary Glands The pulmonary sections reveal a moderate peri-

L);::ph n: " . - bronchial round cell infiltrate.
Nodes

Thyroids
Parathyroids | | | ' 2
e PIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MODERATE
Aorta |
Thymus
Lungs
Heart
Liver

" | Kidneys
Adrenals

- | Spleen .

Pancreas
Stomach

[ Sm. Intestine
Lg. Intestine
Bladder
Prostate
Uterus - |
Gonads
Pituitary
Erain
Spinal Cord
Per. Nerve

1(1) There are no tumors obsei-v.d."

(2) The stomach appears to be enlarged.

(3) The mucosa of the trachea is moderately infntritiﬂ,,,
with round cells.

;
’

October 24, 1977 ﬁ\,tgl,q((iw' S / /UVV?AL M) L“ { 0

DATE o nmon.ocar

PRI Form #0) (Rev, 11-73)




ANIMAL NO. - CONTRACT NO. — . JES6.—

SPECIES. ' female TEST COMPOUND Poly DADM

DOSE LEVEL 2,000 mg/kg/d SPONSOR __American Cyanamid Company -
' ' July 8, 1977

DATE INITIATED ——__Japuary S,-1922 ____ _ AUTGPSY DATE
TERM.BODYWEIGHT 281 grame ____  DIED ] SACRIFICED {x] DAYS TO FATE

ORGAN GROSS MICRO. REMARKS
General (1)
Skin “Normal }
Eyes 7 There are no tumors observed.
Eare : .
Tongue On the pcsterior edge of the inferior lobe
Mam. Glands of the right lung there is a 3 mm. area which
Skeietal Muscle appears brenchiectatic.

Bone &Msarrow
Salivary Glands The pelvis of the left kidney appears slightly
Thor dilated on cross section.

Mes

184

Lymph
Nodes

The pulmonary secticns reveal the presence of
Thyroids 3 a few peribronchial round cell infiltrates.
Parathvroids
Traches The renal sections reveal one kidney to have
Esophagus . a mildly diiated pelvis.

Aorta '
Thymus
Lungs . ’ .
Heart Notwmal DIAGNOSES: A. RESPIRATORY DISEASE, CHRONIC, MILD
Liver B. HYYDRONEPHROSIS, UNILATERAL, MILD -
Kidneys '
Adrenals
Spleen
DGatihindsor
Pancreas
Stomach
Sm. Intestine
Lg. Intestine
Bladder
Prostate

7
’

Uterus
Gonads
Pituitary
Brain
Spinal Cord
Per. Nerve

October 24, 1977 (M\CL - (,Lu(.\t\ ‘ f\/‘.,") FA.( (-

DATE nruou:j: sT /

PRI Form et (Rev. 11-75)




Sseectes____Bat  sex _Pemale

DOSELEVEL__ 2,000 wgfeg/d g

'DATE INiTIATED.—__Janugry S, 1977

TERM. BODY WEIGHT

ORGAN GROSS X REMARKS
Genersl (1)

Ski ]
E: Hotmal (1) There are no tumors chserved.

Ean (2) The pulmonary sections raveal a mild peri-

-:—"ﬁ'!!:; — bronchial round cell infiitrate.

Skeletal Muscle
 Bone &Marrow

Salivary Glands

Thor
Lymph
Nodes M* DIAGNOSIS: RESPIRATORY DISEASE, CHRONIC, MII.D

| Thyroids
Parathyroids

Trachea
Esophagus
Aorta
Thymus
Lungs
Heart

Liver

Kidneys
Adrenals

Spieen

| GHIDROOR
| Pannsome
Stomach

Sm. Intestine
i Intestine
Bluider

1 Prostate

Uterus

Gonads
Pituitary

Brain

Spinal Cord
Per. Nerve

__October 24, 1977 (/)\N\QL( nt N e l/Z/L'. /‘1-.)! F.:’-\-C-‘ ’

DATE umo:.ogsr v

PRL Form g2t (Rev. 1-1%)




ANIMAL NO. CONTRACT NO.

SPECIES Rag SEX Fem!_]_-,e TEST COMPOUND _

DOSE LEVEL 2,000 !&ﬂss@___ SPONSOR . Ametican C
DATE INITIATED-——Jam.qr_S,_u.U_.—_ AuTOPSY DATE _July 8, 1977

TERM. BODY WEIGHT ____ DIED [ SACRIFICED ] DAYS TO FATE 184

ORGAN GROSS h , REMARKS

General 1
Skin O T
Eyes

Ears

Tongue

Mam. Glands
Skeleta! Muscle
Bone &idarrow

Salivary Glands

Lymph Ther
Nodes M

Thyroids
Parathyroids
Traches
Esophagus
Aorta
Thymus
Lungs
| Heart
Liver
Kidneys
Adrenals
| Spieen
GhiSRdders
Stomach
Sm. Intestine
Lg. Intestine
Bladder
Prostate
Uterus
Gonads
Pituitary
Brain
Spinal Cord
Per. Nerve

(1) There are no tumors observed.

DIAGNOSIS: NORMAL HISTOLOGY

October 24, 1977 '(«Mb(d/w S (fu’//‘mj M. 3 "/ A-C

DATE - ruuomg‘s)sr

PRi, Form s ei (Rev. 11-10)







CERTIFICATE OF AUTHENTICITY

THIS IS TO CERTIFY that the microimages appearing on this microfiche are accurate
and complete reproductions of the records of U.S. Environmental Protection Agency
documents as delivered in the regular course of business for m!croﬂlm‘l?.’)

Data produced [O - X C)d MM@M’@

{Month) (Pay) (Year) Camera Operator

Now York
(State)
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