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bladder, the Scudy Oirector indicated that the papiilcmas, precancerous
iysplasia, and incegcive caccinomas described for tae control and hijn-dose
groups in the original final report snould be compared with the tera -
partly papillary-like nyperplasia, used to descrilte the fiadings in the
other three dose groups in the amended final repor: {2xaminations performed
by a2 different patho'sgist than the one who examined the control and-
nigh-dosz yroups).

The attached tables l1ist the urinacry bladder findings (Ifac males only).
Table A lists the findings for the control and high-dos=2 groups {({rom the
original final reporz), and Table B lists those Ioc the other .dose

levels (from the amendment)}.

The Registrant shoull be requested to submitc the uarinacry bladder findings
for the control and high~dose males using che terminology used for the
lower dose groups. A Jescription of the morphological :criceria used to
classify the lesions should also be submitted, along wich a comparison

of the original findiags.

No change in the classification of this study can Ze made ac this time
pending submission 3 these .data.
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TABLE A

Aninal 3 seinacy 3latder Tiading Week of Jissection
CNTROL MALES (1)
3 precancerous .dysplasia 132
3 nracancarous iysplasia 23
14 pracancerous =pichelial Jdyspiisia 103
13 carcinoma 123
23 systo-papillary tumoc. 113
29 precancarous <dysrlasii 23
2 precancerous dyspslasia 132
33 pracancerous -lysplasia 100
SJ pracangerous dysplasi 132
HIGH-O0 SE MaLI3 (V)
4 pr2cancerous :dysplasia 132
gapilloma
3 pracancerous Iysplas:a 122
2 srecancerous -iysplasia 132
15 pavement carcinosma 132
13 papilloma 177
1ncreased ecichelial Jdysplas:a
2 moderate epith=lial Jysplasia 104
22 noderace epithelial dysplasia 113
ulcus
23 moderate epithelial Jdysplasia 33
3 increased epithn=2lial idysplas:a 132
ulcus
32 precancerous Jdysplas:a 122
alecus
32 pracancarous Jlvspias:ia 122
ulcus
kLS squamous -2pichz2lial carcinctma 22
41 papilloma 13°
By orzcancarous iyssiasia 127
23 grecancercus 4t lasia 15
2 Sr2cancarnus i 1asia '3z
T4 precancarous ivsplisia 11l
32 oracancerous i iasz3 132
1lcus, avopacony
2z moderite epironeliiai dysolasia 132
alous
B a0derab:2 =picn=2lii. iyspilst: 33
T carcirag@a 27 57T wus «pLTr2lli 1<
Tz . aracanc2rous olisza 3
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TABLE B

008838

Anianal # Jreinary 3laddecr Findiag w“eekx Of Dissection
D W=-00SE MALES (LID)

12 mucosal hyperplasia 128
19 papillary mucosal hyperplasia 131
23 nemocrrhagic cystitis 130
14 maucosal hyperplasia 132
=43 mucosal nyparplasia 129
22 mucosal hyperplasia 21
29D

mcosal hyperplasia 122

D W-UOSE MALES (ILI)

1 inflammatory infiltration 123

3 hemorrhagic cysti-is 125
11 2ckasia 37
13 mucesal hyperplasia 106
34 mcosal hyperplasia 130
27 mucosal hyperplasia 131
<3 mucosal nyperplasia 130

MID-O0SE MALES (IV)

12 mucosal hyperplasia 128
22 hemocrrhagic cystitis 132
44 mucosal hyperslasia 120
43 aucosal nyperplasia 132
32 mucosal hyperplasia 132
23 papillary muccsal hyperplasia 132
33 Tucosal hypernlasia t31



