SLOVENSKI STANDARD
SIST EN 12685:1999

01l-december-1999

Biotehnologija - Spremenjeni organizmi za uporabo v okolju - Navodilo za
strategije spremljanje in nadzora namernega sproglanja gensko spremenjenih
mikroorganizmov, vkljulno z virusi

Biotechnology - Modified organisms for application in the environment - Guidance for the
monitoring strategies for deliberate releases of genetically modified microorganisms,
including viruses

Biotechnik - Veranderte Organismen zum Einsatz in der Umwelt - Leitfaden fur die
Uberwachungsstrategien bei der‘absichtlichen Freisetzung gentechnisch veranderter
Mikroorganismen einschliel3lich Viren

Biotechnologie - Organismes modifiésdisséminés dans'environnement - Guide des
stratégies de surveillance pour les disséminations volontaires de microorganismes
génétiguement modifiés, y compris de virus

Ta slovenski standard je istoveten z: EN 12685:1998

ICS:
07.080 Biologija. Botanika. Zoologija Biology. Botany. Zoology
07.100.01 Mikrobiologija na splosno Microbiology in general

SIST EN 12685:1999 en

2003-01.Slovenski institut za standardizacijo. RazmnoZevanje celote ali delov tega standarda ni dovoljeno.



SIST EN 12685:1999

iTeh STANDARD PREVIEW
(standards.iteh.ai)

SIST EN 12685:1999
https://standards.iteh.ai/catalog/standards/sist/ 1 fb2c412-8072-4474-aba0-
ea4382606c5a8/sist-en-12685-1999



EUROPEAN STANDARD - EN12685
NORME EUROPEENNE
EUROPAISCHE NORM July 1998

ICS 07.080; 07.100.01

Descriptors: biotechnology, genetics, modified organisms, environments, environmental protection, inspection,
experimental design

Engtish version

Biotechnology - Modified organisms for application in the
environment - Guidance for the monitoring strategies for
deliberate releases of genetically modified microorganisms,
including viruses

Biotechnologie - Organismes modifiés disséminés dans Biotechnik - Verénderte Organismen zum Einsatz in der
l'environnement - Guide des stratégies de surveillance pour Umwelt - Leitfaden far die Uberwachungsstrategien bei der
les disséminations volontaires de microorganismes absichtlichen Freisetzung gentechnisch veranderter

génétiquernent modifiés, y compris de virus Mikroorganismen einschlielich Viren

This European Standard was approved'by CEN on 1/July\1988.

CEN members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for giving this European
Standard the status of a national standard without any- atteration. Up-to-date lists and bibliographical references conceming such national
standards may be obtained on appiication to the Central Secretariat or to any CEN member.

This European Standard exists in three official versions (English, Frefich, German). A version in any other language made by translation
under the responsibility of a CEN'member into/itsiown tanguagerand holified fo the|Centrah Secretariat has the same status as the official

versions.

CEN members are the national standards bodies of Austria, Belgium, Czech Republic, Denmark, Finland, France, Germany, Greece,
Iceland, Ireland, ltaly, Luxembourg, Netherfands, Norway, Portugal, Spain, Sweden, Switzerland and United Kingdom.

EUROPEAN COMMITTEE FOR STANDARDIZATION
COMITE EUROPEEN DE NORMALISATION
EUROPAISCHES KOMITEE FUR NORMUNG

Central Secretariat: rue de Stassart, 36 B-1050 Brussels

© 1998 CEN Al rights of exploitation in any form and by any means reserved ' Ref. No. EN 12685:1998 E
worldwide for CEN national Members.



Page 2

EN 12685:1998

Contents

FOTQWOT .eeenerirnsensrssaraseeraraseessesmmsnsnssstsssesssssserssesssssasanssssasssassssnseasanisnssssses 3
[T OTUCHION ceveneencurarassensassssresseserasssassassrsserssssasssasasesssssasssassssesssssessasessasentns 4
1 Scope4
2 NOTrMative referenCes .uccceveeremeescanenniimrecissncessassannasnsosssansensasinsasssaces 4
3 DEFINITIONS vevureerersssrssresnssseesssnsssrssmanmaressasesessrsestessssnsssassssssonsssasssasns 5
4 General considerations ......cccccoruimnearananenenisrinsssssssssoeies 7
5 Monitoring stratégy c.la..fuos.e e bl dbudiedstabudiesdabi e dst et s dasile 7

Annex A (informative) Relationship between(a sampling
and monitoring valid strategy .......cccccccinnnininnniinnicinnannemae. 16

Annex B (informative) Bibliography aalog/standaide/bistl 0412 805244 74 e hO



Page 3
EN 12685:1998

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 1999, and
conflicting national standards shall be withdrawn at the latest by January 1999.

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

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, ltaly,
Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden, Switzerland and the United
Kingdom. :
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Introduction

When genetically modified microorganisms including viruses (GMMSs) are subject to
experimental release into the environment, it is important to ensure the validity of a
monitoring strategy for testing their behaviour.

In this European Standard, monitoring refers both to the monitoring of the occurrence,
persistence and/or spread of the GMM and/or the gene(s) involved in the modification and its
performance in the environment.

This European Standard is intended to aid the experimenter in the design of a monitoring
strategy appropriate to monitoring objectives. The development of a monitoring valid strategy
is directly linked to the development of the sampling strategy as described in EN 12686).
Therefore, this European Standard gives the experimenter a list of points that should be
considered in determining the validity of a monitoring strategy comprising valid design,
review, execution and documentation of a monitoring protocol.

1 Scope

This European Standard provides guidance on factors and criteria considered for the
determination of the suitability and validity of the design, development and execution of a
monitoring strategy for GMM. Monitoring encompasses detection of genotypic and
phenotypic properties, as well as, detection of viral material'and/or symptoms specific for the
infected host, for the identification of GMMs in an experimental release.

This European Standard provides the person conducting a monitoring programme with a list
of factors and criteria that should be considered in determining the validity of the proposed
strategy for monitoring.

This European Standard is specifically aimed at monitoring experimental release of GMMs or
their nucleic acid.

This European Standard however does not cover :
- the monitoring of virus-like entities or similar agents ;
- the monitoring of GMMs for food, human health and veterinary applications.

NOTE : Attention is drawn to national, European and international regulations, and
relevant standards covering the monitoring of GMMs in food, human health and
veterinary applications.

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 referred to applies.
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EN 12686 Biotechnology - Modified organisms for application in the environment -
Guidance for the sampling strategies for deliberate releases of genetically
modified microorganisms, including viruses

3 Definitions

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

3.1 analyte

Substance sought or determined.

3.2 behaviour

Interaction of the organism(s) with abiotic and biotic environments, its (their) occurrence,
persistence, multiplication and spreading abilities.

3.3 control

Preparation of known chafacteristics used tojstandardizeran analysis;

3.4 detection

Recognition of the presence.of-an organism.or,of a molecular structure within a sample.

3.5 genetic modification of interest
Conceptual design for altering the genetic material within an organism.

NOTE 1 : The genetic modification of interest can be described at different. levels of
molecular detail. '

NOTE 2 : The conceptual design can include insertion, substitution or deletion of
genetic material.
3.6 genetically modified microorganism

Microorganism in which the genetic material has been altered in a way that does not occur
naturally by mating and/or natural recombination.

NOTE : Within the terms of this definition genetic modification occurs at least through
the use of the techniques listed in the Directive 90/219/EEC or its appropriate annexes
(see annex B [1]).

3.7 genotype

Genetic constitution of an organism.
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NOTE : The genotype can be described with respect to particular genes.

3.8 host

Target species for virus replication as defined in the experimental design.

3.9 identification
Establishment of identity by comparison with a reference.

NOTE 1 : The reference could be an organism, a molecular structure or the genetic
modification of interest.

NOTE 2 : The certainty of identification is affected by the types and/or number of
characteristics investigated.

3.10 micro-environment

Defined location in the environment potentially occupied by an organism.

NOTE : This "micro-environment" can impart a degrée of confinement on the
dispersal of the organism. '

3.11 monitoring

Regular or continuous observation or collection of data with respect to an organism, process
or procedure.

NOTE : In this standard, monitoring applies to the progress of a released genetically
modified organism.

3.12 monitoring protocol

List of sequential steps and methods to be used for monitoring.

3.13 monitoring strategy

Procedure for designing, reviewing, executing and documenting a monitoring protocol.

3.14 phenotype
Sum of the traits of an organism.

NOTE 1 : The phenotype can be described with respect to one or more traits under a
given set of conditions.
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NOTE 2 : In the case of a virus, the phenotype can be described by one or more traits
manifested in the infected host.

3.15 release site
Defined area which contains one or more experimental fields.

NOTE : Several different trials can occur within a release site.

4 General considerations

Monitoring is important in order to test predictions made with respect to the behaviour of the
GMM in a release site. :

The availability and use of adequate controis is essential for the validity of the resuits.

The design and execution of a monitoring valid strategy is therefore dependent on the
particular objectives of the monitoring strategy. These can include the following.

a) Studies on the functioning of the genetic modification in the GMM, released in the
environment. The manitoring programme can include studies on the molecular stability
and functiona! expression of the gene(s) involved in the genetic modification of interest.
b) Studies on the effect of the genetic modification of interest on the behaviour of the
GMM, released in the environment. The monitoring strategy can include studies on the
presence of the GMM of interest or its'hosts in environmental samples or its performance
in the environment including effects on the ‘ecosystem considered.
c) Studies on the transfer of the gene(s) involved in the genetic modification of interest.
The monitoring programme can include studies on transfer to the indigenous microbial
population.

5 Monitoring strategy

5.1 General

it is first necessary to determine the cbjectives of the monitoring strategy. The main steps in
the development of the monitoring strategy are :

a) design and review of the monitoring protocol ;
b) validation of the monitoring protocol ;
c) execution of the monitoring protocol ;
d) record keeping.
Responsibility for these steps should be assigned to a specific authority, organization or

person. The monitoring strategy should be reviewed regularly, in the light of the inspections
of the release site, to ensure its continuing validity.
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