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ILAC has created a series of promotional materials to promote awareness and understanding of accreditation.
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As a public sector organisation, this site will help you learn about the
benefits of using accredited conformity assessment.

Standards, certification, accreditation, testing, inspection - conformity assessment - can be a great asset in the toolkit of the public
sector to meet policy objectives. To illustrate the value of conformity assessment. case studies from around the world in key policy

areas show how different tools help government officials and regulators deliver results. This is backed up with research confirming

this success and supporting information to delve deeper.

Each topic contains case studies - - -
of how government and - -
regulators hawve used accredited - - -
conformity assessment, plus

independent published --
research and supporting - - -

information.

Construction Crime & Security Economic development

Efficient delivery of Energy Environmental Food Safety &
public services Protection Agriculture
Health & Safety Healthcare Products & Services Trade
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EUROPEAN
ACCREDITATION

NAT - Hungarian Accreditation Board
Rézsa Ring

Tétényi ut 82

1119 Budapest

HUNGARY

Paris, 19 October 2015

Our Ref. : EA/2015/75/SECR/MB/LM
Subject: Notification of change — Termination of NAT activities

Dear Dr Ring

During its meeting held on 1-2 October 2015 in Berlin, the EA MLA Council (hereinafter: EA MAC)
considered the information related to NAT nctification of changes on the new act on national accreditation
(Act CXXIV of 2015) published on 13 July 2015. According to the act NAT would be terminated on 31
December 2015 and a new Hungarian accreditation body would be established.

The EA MAC noted that NAT will terminate its operations on 31 December 2015. In accordance with the
EA Atrticles of Association, Article 6, NAT EA membership status will be automatically terminated.

The EA MAC decided that by 1 January 2016, the EA MAC Secretariat will inform the EA and international
community as well as the EC and EFTA that

e asaresult of NAT membership being terminated, NAT MLA signatory status is cancelled;

e from 1%t January 2016, conformity assessment documents issued under NAT accreditation are no
longer covered by the EA MLA. EA MLA Signatories are not obliged to recognise certificates issued
under NAT accreditation.

In the meantime, NAT was planned to undergo EA peer evaluation in October 2015 according to the normal
cycle and process. Based on the development of accreditation in Hungary and considering that as a resuilt
of its termination NAT would not be able to complete the EA peer evaluation process, on the proposal of
the EA MAC Management Group a ballot was launched between 23 September 2015 and 6 October 2015
to the EA MAC members to decide on cancelling the EA peer evaluation of NAT. The result of the ballot
confirmed the cancellation of the peer evaluation of NAT.

However, should the EA Secretariat receive other information concerning the future of the accreditation
system in Hungary, the EA MAC would take the relevant actions, including with regards to information to
be given to EA, the international community as well the EC and EFTA.

With best regards

&y

Martine Blum
EA MAC Secretary
EA Secretariat, 75 avenue Parmentier
75544 Paris Cedex 11 France
Phone: 33 (0)1 40 21 24 62 - Fax: 33 (0)1 40 21 24 00 EFTA
E-mail: martine. blum@european-accreditation.org =
Website: www.european-accreditation.org With Support Viith: SLipport from

from EFTA the European Union

EA is an association registered in the Netherlands which declared the activities of its secretariat in Paris with the Prefecture of Police on
5/01/2010. SIRET N°52060640100039 — APE 9499z
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An update concerning preparation of pathology data for GLP preclinical studies
Prepared by:

ABRAHAM NYSKA, DVM,

Diplomate, European College of Veterinary pathology (Dipl. ECVP), Fellow IATP,

Expert in Toxicologic Pathology, Visiting Full Professor of Pathology

Sackler School of Medicine, Tel Aviv University, Haharuv 18, P.O.Box 184, Timrat, 36576

E mail: anyska@bezeqint.net; Website: http://www.nyska.net

During the process of regulatory drugs, biologics, chemicals or devices preclinical development, the
toxicologic pathologist has a pivotal role in the overall assessment of efficacy and safety, doing it by
histopathological evaluation of tissues, as required by the relevant Guidelines.

The purpose of the present short note is to share an update dealing with the current efforts done
collectively by international Societies of Toxicologic Pathology (STP), in collaboration with the Food and Drug
Administration (FDA).

Standardization of microscopic pathology nomenclature and diagnostic criteria, especially for rats
and mice, has been under discussion for many years by pathologists in the profession of toxicologic
pathology. In 2005, the American and European STP), along with Registry of Industrial Toxicology Animal-
data (RITA), established a collaborative process to review, update, and harmonize existing nomenclature
documents and databases. The result of these discussions was the establishment of an International
Harmonization of Nomenclature and Diagnostic Criteria for Lesions in Rats and Mice proposal (INHAND). The
INHAND nomenclature guides offer diagnostic criteria and guidelines for recording lesions observed in rodent
toxicity and carcinogenicity studies. The guides provide representative photomicrographs of morphologic
changes, information regarding pathogenesis, and key references. The guides are available in a public
domain, free to download. https://www.toxpath.org/inhand.asp

In addition to terminology for rodents, a new directive for separate committees to develop species-
specific terminology has been established for dog, monkey, rabbit, and minipig, and will be published soon.

From 2012, the Global Editorial Steering Committee (GEST) of the INHAND attended meetings with
the FDA Center for Drug Evaluation and Research (CDER), Clinical Data Interchange Standards Consortium
(CDISC), and the National Cancer Institute (NCI) Enterprise Vocabulary Services (EVS) to initiate integration of
INHAND terminology as the preferred terminology for Standard for Exchange of Nonclinical Data (SEND).
The GESC will serve as an advisory, in case of comments and requests for updates to the INHAND
terminology from the SEND Controlled Terminology (CT) committee as well as from the memberships of each
Society.

Ultimately, it is expected that this standardization of data submission will increase efficiency of the
review process.

References:

Keenan CM, Goodman DG (2014).Regulatory Forum commentary: through the looking glass--
SENDing the pathology data we have INHAND. Toxicol Pathol. 42(5):807-10.

Keenan CM, Baker J, Bradley A, Goodman DG, Harada T, Herbert R, Kaufmann W, Kellner R,
Mahler B, Meseck E, Nolte T, Rittinghausen S, Vahle J, Yoshizawa K. (2015). International Harmonization of
Nomenclature and Diagnostic Criteria (INHAND): Progress to Date and Future Plans. Toxicol Pathol.

43(5):730-2.
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