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2. BABMHELE (CAD) BHFOER

Check one: 1)

___ Sponsor DOES wish to receive DRA feedback.

2) ___Sponsor DOES NOT wish to receive DRA feedback.

Directions to Sponsor: Complete the lefi-side column for prediction of rat tumor
oufcome, value to overall carcinogenicity assessment and human risk implications, and
categorical assignment/waiver request. The reviewing DRA will complete the ‘DRA
Concurrence’ cell after review of the CAD, and will complete the right-side column

aﬁer revzew of the 2yr rat carcmogemczty study report.

i \Zyr Rat Car(:lnogemcny Study -

Prediction by' Sponsor
(positive/negative; and target organs)
(consider “uncertain prediction” only for
Category 2)

Actual Outcome Accordmg to Sponsor
(positive/negative; and target organs)

Actaal Outcome According to DRA
(positive/negative; and target organs)

: rcmogen1c1ty assessment and human rlsk unphcatlons

Pro;ected Value

Actual Value

ZCategorlcal Assxgnment and Wawer Request

DRA Concurrence (YfN)

A.ctuai Category

Predicted Category by

Sponsor Predicted Category

Waiver requested (Y/N) Waiver supported (Y/N)  { Waiver supported (Y/N)
.

DRA : &S F. Waiver request :

QEMT v S ABERERD) SRS
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