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ABSTRACT

The Society of Tosticologic Pathology (STP has developed the followang recommendations for the use of pathology images in coMpIEAGE Wi
ime 21, Part 58 (Good Laboratory Practices [GLPD and Part 11 (Electronic Records/Signatures). These
recommendations include: (1) based on current technologies and practices, pathology images (printed, electronsc, or digital) used for data generation

the Code of Federal Regulations (CFR),

President of the Japanese Society of Toxicologic Patholgoy

Dear colleagues, I am really happy to tell you that we can re-publish the article of Tuomari, er al., *Society of
Toxicologic Pathology position paper on pathology image data: Compliance with 21 CFR Parts 58 and 117, that was
originally published in the Toxicologic Pathology volume 35, pages 450455, 2007, with a copyright 2007 by the
Society ol Toxicologic Pathology (STP). | have to emphasize that this re-publishing has been achieved by generous
understanding and cooperation of STP, and kind permission of Sage Publications, Inc., Thousand Oaks, CA, USA.
On behalf of the Board of Directors of the Japanese Society of Toxicologic Pathology (JSTP), I would like to
express my sincere gratitude to these parties.

Let me explain the story. In 2007, Dr. Rick Perry, then Chairperson of the STP Scientific and Regulatory Policy
Committee, requested JSTP's endorsement and support of the position paper. Although members of ISTP Board of
Directors at that time reviewed the draft and fully agreed with its content, this JSTP’s standpoint was not mentioned
in the document, due to some communication problems. The current Board members felt this situation really
regrettable, and thus we started action.

On this occasion, the Board hereat proclaims afresh that JISTP fully endorses and supports the content of the position
paper. Colleagues, please find the re-published position paper appearing in the next pages. It is the Board's
pleasure, if this our action will contribute well to your academic, industrial, regulatory and other activities in the
field of toxicologic pathology.

{e.g.. to make a diagnosis or for morphometne analysis) are raw data that must be authenticated and archived; (2) authentication of an image may be
done erther by initialing and dating a prnt of the image or by specifically annotating the electronsc image file in compliance with Fart 11 regulatiors,
(3) images used for raw data are subject to GLP procedures and controls in order to ensure data integnty including written Standard Operating
Procedures, testing/validation of equipment, training of personnel, ete, (4 validation andior performance qualification of imaging systems used to
support GLP studies must be documented and any exceptions to full validationiquali fication must be descnibed in the GLP Compliance Statement
fior the study, (5) images that are not used for data generation are illustrabive 1mages, are not raw data, and generally do not have 1o be archived, 6)
illustrative images should not be used o re-evaluate of supersede the pathologist's diagnosis.
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J Toxicol Pathel 2009; 22: 209-227

Report

Panel Discussion:

JSTP25 EfRiEE

(Transcript)

Regulatory Perspective for Pathology Data

In the 25th JSTP annual meeting at Hamamatsu on 28 January 2009
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JTP, 22,209-227,20089.
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Society of Toxicologic Pathology.)

-Japanese/English- was provided.
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The Japanese Society of Toxicologic Pathology (JSTP) held a symposium entitled “Panel Discussion: Regulatory
Perspective for Pathology Data™ on Jan 28, 2009 during the 25th JSTP annual meeting at Hamamatsu (Jan 27-28,
2009) (Meeting President: Dr. Sunao Manabe. Daiichi Sankyo Co.. Ltd.. Medicinal Safery Research Labs). The
purpose of the panel discussion was to clarify differences between USA. EU and Japan of 1) definition of
pathological data and 2) peer review process. and subsequently trigger their harmonization. by briefly introducing
the results of questionnaire survey conducted beforehand thanks to the cooperation of Japanese phanuaceutical
companies and contract research organizations. (This survey was conducted in cooperation with International
Federation of Societies of Toxicologic Pathologists Regulatory Interaction Committee (IFSTP/RIC) and Japanese

The panel discussion was co-chaired by Dr.Yuji Oislu (Astellas Pharma Inc.) and Dr. Kazutoshi Tamra (Bozo
Research Center). Panelists were Dr. Frédénc Schorsch (IFSTP/RIC. Bayer CropScience), Dr. Klaus Weber (Harlan
Laboratories. Inc.). Dr.Jerry Hardisty (Experimental Pathology Laboratories. Inc.) and Mr.Jun-ichi Kuranami (the
Japan Society of Quality Assurance, Kyowa Hakko Kirin). During the panel discussion. simultangous interprefation

This transcript of the panel discussion is published in the Journal of Toxicologic Pathology with the approval of

the 25" JSTP Meeting President and the board of directors of JSTP,
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ABSTRACT

meempee Thig article has been endorsed by the Society of Toxicologic Pathology, the
S2SE=S Furopean  Society of Toxicologic Pathology, the Japanese Society of

‘Toxicologic Pathology, the British Society of Toxicologic Pathologists, the
French Society of Toxicologic Pathology, the Italian Society of Toxicologic
and Experimental Pathology, the Society of Toxicologic Pathology—India,
the Korean Society of Toxicologic Pathology, the Latin American Society of
Toxicologic Pathology, and the American College of Veterinary Pathologists.
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Andrew Gray

GLP Operations Manager

Inspections and Standard Division

The Medicines and Healthcare Products Regulatory A gency
Market Towers

1 Nine Elms Lane

London SW8 SNQ

November 15, 2013
Commernts 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
OECD admsor"y' document “Draft OECD Guidance on the GLP Reqmrements for Peer Review of
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Mrs SANCRICCA, Julia

Laboratory Area Co-ordinator

OAA- Argentine Accreditation Body

Bartolomé Mitre N° 648, 1° piso, contrafrente.
(C1036AAL) Bs. As. Argentina

Tel: 54 1143 4935 25

E-mail: jsancri@mecon.qov.ar

AUSTRALIA

s CALDER, Louise

GLP Program Manager

National Association of Testing Authorities (NATA)
7 Leeds Street

2138 Rhodes

Australia

Tel: 61 2 9736 5222

Fax: 61 2 9743 5311

E-mail: louise.calder@naia.com.au
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Mr HOMNEL, Alexander

{Medical products)

Director Inspections Unit

Federal Cffice for Safety in Health Care -

Bundesamt fur Sicherheit im Gesundheitswasen

Schnirchgasse 9, A-1020 Vienna
Austria

> Risk management of
installations and
chemicals

> Safety of
manufactured
nanomaterials

38HVEH
faghag N
SENOY VYN
fhEE1-2A

¥ Agricultural
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» Climate change

¥ Consumption, innovation
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> Environment in emerging
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» Environmental country
reviews

» Environmental indicators,
modelling and outlooks
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JAPAN

Mr. NAGATA, Kazuhiro
(New Workplace Chemicals)
Industrial Safety and Health
Department

Ministry of Health,

Mr. HASEBE Kazuhisa
(Pharmaceuticals &
industrial chemicals
(health))

Director

Office of Chemical Safety
Ministry of Health, Labour
and Welfare

Mr. SATO, Katsuya
(Pesticides)

Agricultural Chemicals
Inspection Station

Food and Agricultural
Materials Inspection Center
Mr. KOMOTO, Mitsuaki
Director

Ministry of Economy, Trade
and Industry (METI)




@)) OECD

BETTER POLICIES FOR BETTER LIVES

OECD Home

About

OECD®) GLP-Working Group® £

Faollow us

Countries Topics Statistics

xE

HIF

Frdancdrs

Search

Newsroom

QECD Home » Environment Directorate » Chemical safely and biosafety » Testing of chemicals » National contact poinis of the Working Group on Good Laboratory Practice

Testing of chemicals

> Biodiversity, water and
natural resource
management

Chemical safety and
biosafety

> Testing of chemicals

> Assessment of
chemicals

> Risk management of
installations and
chemicals

> Safety of
manufactured
nanomaterials

¥ Agricultural
pesticides and
biocides

> Biosafety - BioTrack
» Climate change

¥ Consumption, innovation
and the environment

> Environment in emerging
and transition economies

» Environmental country
reviews

» Environmental indicators,
modelling and outlooks

A Crudiramonankal oeling foole

updated 037012014

ARGENTINA *

Mrs SANCRICCA,
Laboratory Area Cg
OAA- Argentine Ac
Bartolomé Mitre N
(C1036AAL) Bs. Ag
Tel: 541143483
E-mail: jsancri@me

AUSTRALIA
Ms CALDER, Louiss
GLP Program Man3g
National Associatiol
7 Leeds Street
2138 Rhodes
Australia

Tel: 61 2 9736 5222

ERILX6DNGLP: FrEEL TH4D
FNKZOECD-GLPCHH AN ? ?

OEER(EHA)
SEEH R (EFA)

¢tFYE (REAR. BEFA.REA)
O RE(EHAE)

®=FE(BKH)

SHMAEERE (BKE)

& SRR (BKE)

Fax: 61 2 9743 5311

E-mail: louise.calder@naia.com.au

AUSTRIA

Mr HOMNEL, Alexander

{Medical products)

Director Inspections Unit
Federal Cffice for Safety in Health Care -

Bundesamt fir Sicherheit im Gesundheitswesen
Schnirchgasse 9, A-1030 Vienna

Austria

National contact points of the Working Group on Good Laboratory
Practice

Print &, Tweet

i
s
WS] FICUN.-

JAPAN
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