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' 1nventory ia at aLL t1mes and everywhere avaiLabLe to. aLLow the

| i1,

- Neverthetess, it is desirable in the unL1keLy case of an unforeseen

B States 1n order to pursue gradually a harmon1sat1on of nat1onat d1spos1t1ons.

posswbte 1mposwt1on of preventive measures of prctect1on as weLL as -
to aLLow the or1g1n of any contam1nat1an to be traced It 1s neverthetess_
adv1sable in order to do this that each Member State be free to adopt"

:adequate Leg1stat1ve regulatary or. administrative measures and that

nat1onaL or reg1onaL authorwtmes be entrusted w1th 1ts execut1onu>;>m <

Lastly, the adopt1on of -a common defin1t1on of work 1nvovang
recomb1nant DNA will help to fac1Litate a diatogue between MemberA

"The draft recommendat1on proposed by the Comm1ss1on to the Counc1L asks.

" gravity of. risk and on its purely con;ecturat nature, that th1s " ;(

on Long term effects wh1ch work on génet1c engwneer1ng coutd have on the
. adaptat1on and gradual evoLut1on of m1croorgan1sms, carrvers of foreign DNA

.recombwnant DNA- has been transferred lave a Lower capacity for surv1vaL 1n
natural conditions and that the1r 1nfect1v1ty, in the case of transfer ‘

NATURE AND OBJECT OF THE DRAFT RECOMMENbATION

Member States to adont a common definition of work 1nvolv1ng recombinant DNA
and to act in_such a way that no Laboratery can undertake this work wmthout
having prev1ousty not1f1ed the competent reg1onaL or nat1onal author1ty and S
depos1ted with tnem 1nformatzon defaning the nature of the act1v1ty env1~ ";f,l
saged and which aLLows evatuation of the pLanned cond1t1ons of safety o V@}f

and protect1cn in the execution of this act1v1ty.

The Comm1sswen deemsﬁ in taking account of present knowledge on the weak
recommendat1cn to Member States is both necessary and suff1c1entEA

It is necessary because no experimental ahaLysﬁs has been able to be made
M1croorgan1sms might be able to succeed 1n crossing Laboratery barriers }
and to find a habitat in which to survive.. ‘The risk is small and unt1kety S
since aLL the work carr1ed out up to now shows that cells into which
undertaken w1th pathogen1c m1croorgan1sms, is generaLLy reduced.‘.

contamwnatjon that the Member States can‘have avaitable at all. t1mes a

precise inyentory’tﬁ enable the Qrigin'of,contaminat1on.tc be traced.

P ot M LI e Ut e I S A e e e e B T e R o s T o b L o T | |




;.The draft chmssion recommendatien 1s‘censideredsufﬂcient swice :
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The state of kﬁchedge, research techn1ques and methods of r sk

‘evaluation have evotved cons1derabtyeduring the last few years lnd
wiLL continue to progress 1n the future.végi*"”“‘ '

The Comm1sswon witt foLLow ctosely probLems retated to work 1n genetwc
enganeer1ng and w1Ll take, if circumstances requ1re 1t, aLL necessary
and useful measures to ma1ntain or reinforce arrangements for

Afi safety and risk evaluatwon in the Community of Member States.c To th1. g
end, experts, mandated by Member States, w1Lt meet at regutar intervalsif:1‘
'"=, and at teast once a year, under the aeg1s of the Comm1ssion to =
'j\~ undertake a general enalysis of the s1tuation 1n the Member states :
' j with regard to the preduction and util1zat1on of recomb1nant DNA,R”yif"

f:57éfexemine‘attfmeasureefes elaborate as rquiréd}}yeeeinéftefhermcdjzeifbm}'
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— Council Decision 77/804/EEC of 20 December
1977 concerning European Social Fund aid for
women (*)

expiring on 31 December 1980;

Whereas the imbalance of employment within the
Community has made apparent the necessity to
follow joint specific action for people employed in the
textile and clothing sectors, migrant workers and
their families, persons affected by employment
difficulties (young people under 25) and women,

DECIDED:
Article 1

1. In Article 5 of Council Decision 75/459/EEC
the date 1 January 1981 is replaced by 1 January 1983

(*) O No L 337, 27. 12. 1977, p. 14.

2. In Article 3 of Council Decision 76/206/EEC
the date 1 January 1981 is replaced by 1 January 1983

3. In Article 4 line 2 of the Council Decision
77/803/EEC the date 1 January 1981 is replaced by
1 January 1983

4. In Aricle 3 line 2 of the Council Decision
77/804/EEC the date 1 }anuary 1981 is replaced by
1 January 1983.

Article 2
This Decision is to be published in the Official Journal
of the European Communities and shall enter into
force on 1 January 1981.

Draft Council Recommendatlon concemmg the régistration of recombinant ‘DNA
(desoxyribonucleic acid) work

THE COUNCIL OF THE EUROPEAN
COMMUNITIES,

Having regard to the Treaty establishing the -

.European Economic Community,

. Having regard to the . draft Recommendauon
submitted by the Commlssxon,

Having regard to the opinion of the European Parl-
" iament,

Having regard to the opinion of the Economic and
Social Committee,

‘Whereas the development of fundamental and applied
biological research is such as to contribute to the

(Submitted by the Commission to tbe Council on 4 August 1980)

economic expansion of the Member States, and
whereas this implies, in several sectors, that
recombinant DNA work will be performed on certain
organisms;

Whereas the risks associated with work involving
recombinant DNA are of a conjectural nature;
whereas a permanent inventory within each Member
State is necessary to allow the possible imposition of
protection measures and, in the very unlikely event of
conjectural hazards proving real, to trade the origin
of any deleterious effects that may arise;

Whereas a continual analysis of the situation in each
Member State ‘must be undertaken in order to
promote progressively the harmonization of national
provisions and, in the case where unforeseen




" No C214/8

Official Journal of the European Communities

L N

21.8.80

developments require it, to establish lists of work
which ought to be banned or subjected to compulsory
safety measures in all Community countries;

Considering the complexity of the problem posed by
the conjectural risks of certain' type of work involving
recombinant DNA, the rapid developments in the
understanding of this problem, the extension of the
research sector concerned and the importance that
must be attached to the conmdcranon of local

HEREBY RECOMMENDS TO THE MEMBER STATES:

that they adopt the laws, regulations and administrative provisions in order that:

'

circumstances when assessing the hazards involved in

performing scientific work;

Whereas it is necessary, in order to safeguard
scientific and industrial secrecy and ‘to protect

“intellectual property, to minimize the dissemination of

the terms of experimental protocols prepared for the
execution of the work as well as the dissemination of
the substance of research projects based on the
production|and utilization of recombinant DNA;

Any laboratory wishing to undertake, in the territory of a
Member State, work involving recombinant DNA notifies

* the competent dational or reglpnal authorlty,

Such notification is accomparhed for each of the research
projects envisaged, by the following documents:

— the portion of the experimental protocol which: is
required for the evaluation of safety at the site where the
. proposed activities are to be carried out,

— a list of the protective and supervisory measures to be

applied throughout the duration of the experimental

— a description of the general education in recombinant

DNA research and of the training received by ‘the

members of the staff who will participate in the proposed

be ﬁesponmble for supervision,
\
!

Each notification and- the aibcom'panying documents are

classified and stored by the national authorities or regional

authorities for safety and health protection to which they

A

Each notification and its accompanying documents may be.

consulted by authorized national experts;

DNA - is defined as the

formation of new combinations of heritable material by the

Notification by 1.
laboratories
Supplementary .2
information

work,

activities or will.

monitoring or safety;
Classification of files 3.

have been submitted; \

Consultation of files 4
Definition of work 5. Work involving recombinant
involving recombinant
DNA

insertion of nucleic acid molecules produced by whatever

‘means outside the cell, into any virus, bacterial plasmid or
other vector system 50 as to allow their incorporation into a
host organism in which they do not naturally occur but in
which they are capable of continued propagation.

.

A




