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BKTIE. [study pathologist (SP)DE4S « B F DA D f=pathology report]

The pathologist’s interim notes, therefore, which are subject to frequent
changes as the pathologist refines the diagnosis, are not raw data because
they do not contribute to study reconstruction. Accordingly, only the signed
and dated report of the pathologist comprises the raw data respecting the
histopathological evaluation of tissue specimens. (US Federal Register 1987)

BATIX., TSPOEL - BFTOA-F-MRBAKEIIAZELE-RET—4

In histopathology, it is appropriate that original findings defined as raw data are
finalized findings, but not initial findings.

In histopathology, raw data are finalized data based on the records for each
animal and organ/tissue.

It should be necessary for each facility to assign personnel responsible for the
finalization of findings. (GLP Handbook 2002, 2008, no official English version)
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PEER REVIEW MEMO

Study No: _ XXXXXXXX
Study Name: XXXXXXXX XXX XX XXX XX XXX XX XXX XX XXX

A microscopic peer review was performed as follows for this study:

1. Alltissues and diagnoses were reviewed from 10% of the animals of each
sex selected randomly from the control and high dose groups for the 12-
month interim sacrifice and the chronic portion of the study.

2. All diagnoses for the kidney and liver in male mice and kidney, liver, and
uterus in female mice were reviewed for all animals.

3. Neoplastic diagnoses were reviewed for all animals.

Following review of the microscopic findings reported by the study pathologist,
the results were discussed and appropriate terminology and diagnoses
mutually agreed on. Differences of opinion between the study and reviewing
pathologist were resolved with agreement on the final diagnoses. The tables
contained in the final report reflect the mutually agreed-on diagnoses.
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