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€ 19874 : 3 EPA (ENVIRONMENTAL PROTECTION AGENCY)

PEER RREVIEW NOTICE 87-10 (OCTOBER 9)

REE7LE 1 —DREMEEHER

“The Agency also recommends the use of an independent pathology peer review
system which would include the review of diagnoses of both normal and abnormal
tissues. If such a peer review provided the Agency with both the report of the
original pathologist as well as that of the reviewing pathologist along with a
consensus pathology report which resolved any differences of professional opinion
between the original pathologist and the independent reviewing pathologist then
this would greatly increase the Agency’s confidence in the pathology report portion
of the study.”

ﬂﬂz EREREPIMGIISETOETLEA—ZHELTHEY., CHICITEE-

BEOHHEBOZHOLEL—NEFENS ETLEA—IZEOT, SRIREDF
E&I/E:L ADFR. SHhE THAROEMNERDBELZRRRLIZHM—2
prEHlifE RN ABIIRESANE, HBROREZHNHREZICELTHRDE
PR R o F A7

EMEA (3R European Medicines Agency) CPMP/SWP/2877/00
NAUBRHEREBETOREE7LE 2 —EHEK20024%

6. REPORTING ON CARCINOGENICITY STUDIES
6.1 General principles

- -Peer-review of slides is required for all identified target organs and for
at least 10% of all tumours. A complete review of 10% of the animals in
each group should also be performed. If more than one pathologist is
involved more extensive peer review is needed to assure consistency. The
peer review should be documented in raw data and in the study report.
Board certification or equivalent should qualify pathologists.
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ACVP, STPEESIZ, EEMIZISTPAA BRI TS E
JTPEEICISTPEEREDEBRIOAV N HLICHIESH

- JTP, 21(4)262, 2008.

About “Society of Toxicologic Pathology Position Paper on Pathology Image
TP 35.450-455 2007 Data, Compliance with 21 CFR Parts 58 and 117
7 7 7 =

Masae Tatematsu

Regulatory Forum

President of the Japanese Society of Toxicologic Patholgey
- Dear colleagues, 1 am really happy to tell you that we can re-publish the article of Tuomari, ef al., “Society of
Ruodogy
Toxicolo thology position paper on pathology image Compliance with 21 CFR Parts 58 and 117, that was

originally published in the Toxico

Pathology volume 3 pes 450 455, 2007, with a copyright 2007 by the
Socicty of Toxicologic Pathology (STP). | have to emphasize that this re-publishing has been achieved by generous

understanding and cooperation of 5TP, and kind permission of Sage Publications, Inc., Thousand Oaks, CA, USA.

Society of Toxicologic Pathology Position Paper on Pathology In  On behalf of the Board of Directors of the Japanese Society of Toxicologic Pathology (ISTP), 1 would like 1o

Compllancc with 21 CFR Parts 58 and 11 express my sineere gratitude to these parties

DarreLL L. Tvosars' Rason K. KEMp,” Rast SELLERS,” Join T. YARRINGTON,* FRANE J, Let me explain the story. In 2007, Dr. Rick Perry, then Chairperson of the STP Scienufic and Regulatory Policy
Navir L. M. FOUILLET," NorL DyEpar, Rick: PERRY', AND PiLL LonG Commitiee, requested JSTP's endorsement and support of the position paper. Althoug

Directors at that time reviewed the dralt and fully agreed with its ¢

crs of JSTP Board of
. R . . tent, this JSTP's standpoint was not mentioned
Schering. Plough Research Instituse, Lafayette. NI 07545, USA stand s U TE TG
Merck Research Laboratories, West Point, PA 19456, USA in the document, due to some communication problems. The current Board members Felt this situation really
Albert Eimstein College of Medicine, Bronx, NY IM6], USA regretable, and thus we started action
“Vet Praths Services duc., Mason, OF 45040, [SA
*Piiver, Inc., Groton, CT 06340, U5A; SPhilip . Long. Vet Path Services, fnc., Mazon, OF 45080, 17
*Bracco Research SA, Gemeva, CH-1225, Switseriand On this occasion, the Board hereat proclaims afresh that JSTP Tully endorses and supports the content of the position
Gementech, Inc.. South San Francisce. CA 4050, USA paper. Colleagues, please find the re-published position paper appear [ ‘
“Wyeth Research. Chary, NY 12921, U5A
pleasure, if this our action will contribute well 1o your academic, industrial, I\..ul atory and other activities in the
field of toxicologic pathology

ISTPELTERBRKES
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NE LR
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Andrew Gray 2&:')“/ I‘éili%"‘i’}ﬁfiiﬁHP(-f/AEﬁ
GILP Operations Manager

Inspections and Standard Division

The Medicines and Healthcare Products Regulatory A gency
Market Towers

1 Nine ElIms Lane

London SWE8 SNQ

MNovermber 15, 201 3|
Commerts to “Draft OECD Guidance onthe GLP Requiremerts for Peer Review of Histopathology ™
Dear Mr. Gray,
The community of Toxicologic Pathologists has recently been informed of a new draft version of an

QECD advisory document “Draft OECD Guidance on the GLP Requirements for Peer Review of
Histopathologw.” Ibis our understanding that the OECD considers the current docurnent to be a near
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From: harada@iet.or.jp [mailto:harada@iet.or.jp]

Sent: Monday, April 07, 2014 1:45 PM Richard.sigman
To: Richard.sigman@oecd.org Principal Administrator for the OECD
Cc: Andrew.Gray@mhra.gsi.gov.uk; someya-hitoshi@pmda.go.jp; == **

Subject: Two OECD guidance documents regarding "Peer Review of Histopathology"
Dear Mr. Richard Sigman,

On behalf of International Federation of Societies of Toxicologic Pathologists (IFSTP), | am writing to ask
you how to handle the two OECD Guidance documents regarding “Peer Review of Histopathology” (see
attached a letter from us with 4 attachments in details). Since there seems to be differences in direction
between the existing OECD Guidance Document 116 and the draft OECD Guidance 2013 for Peer Review
of Histopathology, we would like to know how to handle them for pathology peer review. If you could
give us an appropriate direction, it would be greatly appreciated.The original letter from us will be also
sent to you by air- mail.

Thank you in advance for your consideration.

Sincerely,

Takanori Harada

President, IFSTP
41
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From: Gray, Andrew

Sent: Tuesday, April 22, 2014 5:37 PM

To: harada@iet.or.jp ; Richard.sigman@oecd.org
Cc: someya-hitoshi@pmda.go.jp; == -
Subject: RE: Two OECD guidance documents regarding “Peer Review of Histopathology"

Dear Dr Harada,

As the OECD GLP Working Group lead on the Pathology Peer review document | am responding to your
message of 7th April on behalf of Mr Sigman and the drafting group. Firstly thank you for your message
and the attached documents. The drafting group have received comments from a number of stakeholder
groups over the last few months, and as a result of these comments the paper Pathology Peer review
paper has been redrafted to take account of as many of the comments as possible. | believe the revised
draft will address the majority of the point is that you have raised.

The paper is currently being finalised and will be circulated to members of the working group for final
review prior to declassification in the next couple of months.

Once again | would like to thank you and you colleagues for taking an active interest in the evelopment
of this paper.

Kind regards
Andrew
Head UK GLPMA 42




201449 A :0ECD_GLP No.16ELTHAS VAFEIT

OECD SERIES ONPRINCIPLES OF GOOD LABORATORY PRACTICE AND COMPLIANCE
MONITORING
Number 16

Advisory Document of the Working Group on Good Laboratory Practice -
Guidance on the GLP Requirements for Peer Review of Histopathology

201449 A :0ECD_GLP No.16&ELTHAR VAFEIT

1. Background

1.3. The peer review process can lead to changes in the interpretation of the slides and the
reported results, and potentially the outcome and conclusions of the study. The purpose of
this document is to provide guidance to pathologists, test facility management, study
directors and quality assurance personnel on how the peer review of histopathology should
be planned, managed, documented and reported in order to meet GLP expectations and
requirements. This document is a complement to the guidance provided in section 3.6.3.7
of OECD Guidance Document 116, whose focus is on how histopathology peer review
should be conducted.
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