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Foreword

This European Standard has been prepared by Technical Committee CEN/TC 233
"Biotechnology”, the secretariat of which is held by AFNOR.

This European Standard shall be given the status of a national standard, either by
publication of an identical text or by endorsement, at the latest by January 2000, and
conflicting national standards shall be withdrawn at the latest by January 2000.

According to the CEN/CENELEC Internal Regulations, the national standards organizations
of the following countries are bound to implement this European Standard: Austria, Belgium,
Czech Republic, Denmark, Finland, France, Germany, Greece, Iceland, Ireland, Htaly,
Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden, Switzerland and the United
Kingdom.

This European Standard has been prepared under a mandate given to CEN by the
European Commission and the European Free Trade Association.
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Introduction

The physical containment of inoculated animals for reasons of biological safety is based on
the principles of the prevention and control of microbiological hazards to humans, animals,
plants and the environment which may be caused by housing and experimenting with
animals. These principles are a pre-requisite for the setting up and continued operation of an
animal containment facility.

Those who use animals for experimental purposes have a moral obligation to avoid causing
unnecessary pain or suffering.

NOTE : Attention is drawn to existing European (see annex A [1], [2]) and national
regulations and codes of practice relating to the protection of animals used for
experimental and other scientific purposes and to the management of infected
animals.

1 Scope

This European Standard, in order to protect the worker and/or the environment, gives
guidance on minimum physical biosafety measures for the containment of animals
deliberately inoculated with microorganisms, including genetically modified microorganisms,
which can present a risk to human or animal health or the environment.

This European Standard does not apply to the containment of animals which have not been
deliberately inoculated with microorganisms.

The containment level required is determined by assessment of the risk to humans and the
environment (see annex A {3] [4]).

The European Standard does not address procedures or practices which are necessary for
safe working with animals unless of particular relevance to the containment of animals, nor
does it address requirements which are not primarily concerned with biological safety.

2 Normative references

This European Standard incorporates by dated or undated reference, provisions from other
publications. These normative references are cited at the appropriate places in the text and
the publications are listed hereafter. For dated references, subsequent amendments to or
revisions of any of these publications apply to this European Standard only when
incorporated in it by amendment or revision. For undated references the latest edition of the
publication retferred to applies.

EN 12128 Biotechnology - Laboratories for research, development and analysis -
Containment levels of microbiology laboratories, areas of risk, localities
and physical safety requirements

EN 12347 Biotechnology - Performance criteria for steam sterilizers and
autoclaves

prEN 12469 Biotechnology - Performance criteria for microbiological safety cabinets
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