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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 August 1998, and
conflicting national standards shall be withdrawn at the latest by August 1998.

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.
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1 Scope

This European Standard gives guidance on the selection and risk analysis of
biotechnological equipment and the subsequent assembly of these into a plant in order to
attain the appropriate biosafety containment levels. This includes verification of installation,
operation and maintenance. It also applies when a new process or significant changes are
introduced into an existing plant.

This European standard applies if the biotechnological process includes the use of
hazardous or potentially hazardous microorganisms and/or if the emission of such
microorganisms into the working place and/or environment are restricted.

However this should be considered only as a part of the total safety approach required.
Attention is drawn to relevant European and national regulations.

2 Definitions

For the purposes of this standard, the following definitions apply :

2.1 ancillary unit of equipment

Unit of equipment that is not in direct contact with the product, but which is nevertheless
necessary to perform a process.

NOTE : Examples of ancillary units of equipment are solvent recovery units for reuse
of solvents, Cleaning In Place (CIP) units for preparation and storage of cleaning
solutions.

2.2 component of equipment

Technical entity which forms part of a unit of equipment.

NOTE : Examples of components of equipment are vessels, valves and sensors.

2.3 hazard

Intrinsic potential property or ability of something (e.g. any agent, equipment, material or
process) to cause harm [EN 1620].

NOTE : Harm is an injury or damage to health of people and/or to the environment.

24 microorganism

Any microbiological entity, cellular or non cellular, capable of replication or of transferring
genetic material [EN 1619].

NOTE : For the purpose of this standard, the term microorganism covers the term of
biological agent, according to the Directive 90/679/EEC : microorganisms, including
those which have been genetically modified, cell cultures and human endoparasites,
which may be able to provoke any infection, allergy or toxicity.



