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Peer Review Working Group® ”"Recommendations for Pathology Peer Review”
Toxicologic Pathology, 38:1118-1127, 2010&Y

» Pathology peer review is most commonly performed before a study is completed.

» The peer review pathologist (with appropriate training and experience) may work
for a contract research organization (CRO), the sponsor, or a third party.

 Detailed methods for the pathology peer review are not required in the study

protocol.
» The peer review pathologist generally is responsible for reviewing the relevant

pathology-related data and the draft narrative report prepared by the study
pathologist.

» The peer review pathologist may choose to consult with the study pathologist in
selecting the materials to be evaluated.

* Differences of opinion between the peer review pathologist and the study
pathologist may be resolved through consultation with other pathologists and/or
subject matter experts, or by convening a formal pathology working group (PWG).
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* In rodent toxicity studies, target organs from affected sexes should be examined
from all animals in the control group, all animals in the highest dose group lacking
the finding, and sufficient animals (50% or more) in affected groups to characterize
the finding.

* In non-rodent toxicity studies, target organs from affected sexes should be
reviewed in all control animals, all animals in affected dose groups, and all animals
in the highest dose group that lacks the finding.

* In recovery groups, all target organs should be examined in all control animals
and all treated animals in the dose groups and sexes in which the finding was
found at the end of the treatment period.

* In rodent toxicity studies, all protocol organs generally should be examined in at
least 30% of high-dose animals of each sex in the treatment phase.

* In non-rodent toxicity studies, all protocol organs should be examined in at least
half of the high-dose animals in the treatment phase (minimum of 2/sex).
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 All organs in at least 10% of rodents per sex in the high-dose animals (from 5
high-dose animals per sex in 6-month genetically alternative mouse
carcinogenicity studies ).

* All neoplasms in all animals.

 All target organs in all animals in all dose groups in which neoplastic treatment
related findings (pre-neoplastic hyperplastic lesion).

e Target organs with non-neoplastic, in all control animals, all animals of the
highest dose group lacking the finding. At least 30% of animals in affected
groups.
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Test Facility - Study Number:

Test Item:
Title of Study:
Histopathology Peer Review Work Sheet
Sex A: agree C: change
Group D: disagree D: delete
O :Other O :Other
Animal No. Organ  Original Findings of Study Pathologist Comments of Peer Review pathologist Comments Action
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Pathology Phase Report
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Pathology Phase Report
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Text Sample:

Kidneys: .

» Increase in incidence of brownish pigment in renal tubules was recorded in animals of
group 5 and females of group 4. These pigments were seen as granular brownish
pigment in cortical tubular epithelia.

Table Incidence / Mean Severity Grade of Selected Non-neoplastic Findings in Kidney .

'Finding - Group 1+ Group 2« Group 3 - Group 4+ Group 5+
ARcimon | ¢ 51M{ 51F-51 M| 51F|51 M| 51F.| 51M.| 51F-| 51M-| 51F. |
Mean Severity -

' Brownish pigment «
(#: both sexes) <

* Significant p<0.03, ** Significant p<0.01 (Fisher’s Exact).
# Significant p<0.01 (Armitage Trend Test).

/1.0419/1.24 3/1.0-{ 14/1.1{ 8/1.04 18/1.0{ 8/1.1+ |31%/1.0{25%%/1.0{40%%/1.2 h
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