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PREFACE 
The paper, "Peer Review in Toxicologic Pathology: Some Recommendations" was prepared at the direction 

of the Council of the Society of Toxicologic Pathologists. The Council wished to support the concept of the 
"Peer Review Process" and, at the same time, document the benefits, potential problems, and methods of 
problem resolution that are associated with it. The paper represents the efforts and reflects the experiences 
of a committee of toxicologic pathologists who, under the leadership of Dr. Curt Barthel, assembled and 
refined many early drafts before one was agreed upon; this draft was then released for further review and 
critique outside the Committee. The paper outlines a process that is both constructive and workable. It 
describes a procedure that assures everyone who must make a decision based upon the final report for a 
toxicology study that the changes described in the pathology report are accurate and fully document the 
lesions that were present. 

The Council wishes to express its appreciation to each individual who contributed hidher time, ideas, and 
experiences to the preparation of this paper. 

Hugh E. Black, D.V.M., Ph.D. 
Past-President, 
Society of Toxicologic Pathologists 

INTRODUCTION 

Since the inception of the Good Laboratory Prac- 
tice regulations, numeric toxicologic data produced 
in the course of consumer product, chemical, and 
pharmaceutical safety assessment have come under 
increased scrutiny. This scrutiny has generally taken 
the form of formal audits performed by individuals 
unconnected with the conduct of the study(ies) in 
question. Thus, the Quality Assurance Unit was 
born. As a result, many administrators have come 
to realize the need for documented accuracy in var- 
ious aspects of research. Because of the non-numeric 
nature of pathologic diagnoses, these data do not 
readily lend themselves to the same type of audit 
as numeric data. Also, concern over the possibility 
of bias (intentional or otherwise) in the practice of 
pathology has been occasionally voiced. Hence, to 
assure the accuracy of pathology data, many labo- 
ratories have instituted a process called "pathology 
peer review," in which the findings of the original 
pathologist are reviewed by a second pathologist. 
The following recommendations are an effort by the 
Society of Toxicologic Pathologists to offer a con- 
structive approach to the conduct of these reviews. 
It is not the intent of these recommendations to 
dictate how, or if, institutions should conduct peer 

reviews, but rather to suggest some principles of 
conduct should the peer review be performed. 

A "pathology peer review" should not be con- 
fused with "audit" since the confirmation of raw 
data (i.e., the tracking of microscopic diagnoses with 
gross findings, numbers ofanimals dead vs numbers 
examined, etc.) is within the purview of a quality 
assurance group. Nor should the peer review process 
be viewed as a modality for evaluating the com- 
petence of a pathologist. More specifically, these 
suggestions are given to guide administrators and 
organizations requesting such reviews, as well as the 
peer review pathologist. The ultimate goal of the 
process should be to assure the development of ac- 
curate pathology data which clearly and cogently 
support the scientific conclusions. 

In larger laboratories, where a number of pathol- 
ogists are available, experienced pathologists may 
be available internally for the peer review process, 
whereas in smaller laboratories, or because of time 
constraints, it may be necessary to engage an ex- 
perienced outside pathologist for this purpose. Re- 
gardless, it is especially important that the review 








