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Disclaimer

Conformément au réglement (CEE, Euratom) n°® 354/83 du Conseil du 1er février 1983
concernant I'ouverture au public des archives historiques de la Communauté économique
européenne et de la Communauté européenne de I'énergie atomique (JO L 43 du 15.2.1983,
p. 1), tel que modifié par le réglement (CE, Euratom) n° 1700/2003 du 22 septembre 2003
(JO L 243 du 27.9.2003, p. 1), ce dossier est ouvert au public. Le cas échéant, les documents
classifies présents dans ce dossier ont été déclassifies conformément a I'article 5 dudit
reglement.

In accordance with Council Regulation (EEC, Euratom) No 354/83 of 1 February 1983
concerning the opening to the public of the historical archives of the European Economic
Community and the European Atomic Energy Community (OJ L 43, 15.2.1983, p. 1), as
amended by Regulation (EC, Euratom) No 1700/2003 of 22 September 2003 (OJ L 243,
27.9.2003, p. 1), this file is open to the public. Where necessary, classified documents in this
file have been declassified in conformity with Article 5 of the aforementioned regulation.

In Ubereinstimmung mit der Verordnung (EWG, Euratom) Nr. 354/83 des Rates vom 1.
Februar 1983 uber die Freigabe der historischen Archive der Europdaischen
Wirtschaftsgemeinschaft und der Europaischen Atomgemeinschaft (ABI. L 43 vom 15.2.1983,
S. 1), geandert durch die Verordnung (EG, Euratom) Nr. 1700/2003 vom 22. September 2003
(ABI. L 243 vom 27.9.2003, S. 1), ist diese Datei der Offentlichkeit zugénglich. Soweit
erforderlich, wurden die Verschlusssachen in dieser Datei in Ubereinstimmung mit Artikel 5
der genannten Verordnung freigegeben.
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" DRAFT COUNCIL RECOMMENDATION -

concernfng the registrationrof‘retombinant DNA (desoxyribonucteio'acid)

I.

~work

~ REASONS FOR PROPOSAL

’

INTRODUCTION .

It is apparent, moreover, that the voLuntary measures of control and

An anaLys1s of the current situation and of resuLts of work

~accompL1shed in the course of the Last two years, 1n the United States
~as well as Jn Europe, to evaluate the 1mportance of the dangers

‘resulting from genet1c engineering, has shown that the conJecturaL

risks associated with the work involving the product1on or ut1L12at1on

ye
v

of recomb1nant DNA arfe probaly non—ex1stent or smaLL

" safety, 5uch as have been recommended to research workers in the'

majority of western countrwes, function in a sat1sfactory manner,

without excessive bureaucracy and in a way which aLLows continual

) adaptat1on in view of the rapid progress 1n knowLedge and techn1ques

in the area of fundamentaL and appL1ed b1oLogy. It has been
ascertained ultimately that nataonal recommendat1ons for the cLassf-i'
fication of work accord1ng to r1sk categor1es and safety measures

do not rad1caLLy differ from one Member State to another and 1ndeed tend
to converge to a certa1n un1form1ty. ' o
However, certain quest1ons can be raised concern1ng effects in the

Long term of posswae contam1nat1on, which, although unL1keLy,

remains poss1ble. ‘It is therefore h1ghly desirable that a prec1se .

pe— -
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" inventory is at all times and everywhere available to allow. the

poss1bLe 1mpos1t1on of prevent1ve measures of protect1onras well as

to allow the or1g1n of any contam1nat10n to be traced. It is neverthetessv :

- advisable in order to do this that ‘each Member State be free to adopt'

11

- saged and wh1ch allows evaluation of the pLanned cond1t1ons of safety

'

adequate leg1sLat1ve regulatory or adm1n1strat1ve measures and that
nat1onal or reg1onaL author1t1es be entrusted w1th 1ts execut1on. .
LastLy, the adopt1on of a common def1n1t1on of work 1nvoLv1ng

recomb1nant DNA will help to fac1L1tate a d1aLogue between Member

States 1n order to pursue graduaLLy a harmon1sat1on of nat1onaL d1spos1t1ons.

NATURE AND OBJECT OF THE DRAFT RECOMMENDATION

s .

The draft recommendat1on proposed by the Commission to the Counc1L asks
‘Member States ‘to adopt a common definition of work 1nvoLv1ng recomb1nant DNA
and to act, 1n such a way that no Laboratory can undertake th1s work without
hav1ng prevwously not1f1ed the competent regional or national author1ty and

depos1ted with them 1nformat1on defining the nature of the act1v1ty envi~
and protect1on in the’ execut1on of this activity.

The Comm1ss1on deems, in tak1ng account of present knowLedge on the weak
grav1ty of risk and on 1ts pureLy conJecturaL nature, that th1s /
recommendat1on to Member States is both necessary and suff1c1ent.‘

(

- It is necessary because no experimental analysis has been able to be made

“on long term-effects which work on genetic engineering could have on the

: adaptat1on and graduaL evoLut1on of m1croorgan1sms, carriers of fore1gn DNA.

M1croorgan1sms might be abLe to succeed 1n crossing laboratory barriers

and to f1nd a habitat in which to survive. The risk is small and unL1keLy.'

"_s1nce aLL the work carr1ed out up to now shows that cells into which

recombinant DNA has been transferred have a Lower capac1ty for surv1vaL 1n

naturaL conditions and that their 1nfect1v1ty, in the case of transfer L
o‘.

undertaken w1th pathogenic m1croorgan1sms, is generaLLy reduced.

NevertheLess, it is desirable in the unlikely case of an unforeseen

- contamination that the Member States can have avaitable at all times a
precise inventory ic znable the origin of contamination to be traced.:
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The draft Commission recommendation is considered sutficient since ~

all data coLLected in the course of the last two years shows that the

safety problem posed by genetic eng1neer1ng is Low and does not justify .

' the adoption of deta1led Leg1sLat1on of which the principal effect would be
A to slow down the development of research and prevent the adaptat1on '
and the continuous evolut1on of protect1on methods and the cLass1f1cat1on
of work accord1ng to r1skacategor1es.' In part1cular, three types

of 1nformation, gathered in the course of the Last two years, Just1f1es

the Comm1ssion 1n tak1ng this pos1t1on. ’

"= the negative results of analyses undertaken'in the USA and in Europe
‘to estabL1sh ‘the reaL1ty of certa1n risks wh1ch could result, from
- genetic engineering; _ '
é the absence, even though a great amount of work in genet1c engwneer1ng
has been conducted throughout the world, of a’s1ngLe case of contamination
or accidental. infection; ' ; ' : PR
"= the d1sc1pl1ne of all european research wdrkers who have 1mmed1ateLyf o
',agreed to follow the safety and protection measures proposed by the
'consuLtat1ve comm1ttees which have been created in each Member State “
to define and focus a national policy on the matter. . =~ - o,

It is on'the‘hasis'of these observations that the Commission has .
decided, after consultat1on of national experts nom1nated by the
'-Comm1ttee for Research in . Medicine and Public Health (CRM) and of -
representat1ves of the European Science Foundat1on»(ESF) and of the.
“European MoLecular'BioLogy Organization'(EMBo), to present to the .-
Council the present drattkrecommendatﬁqn which replaces the draftv
directive submitted to the‘CounciL‘on 4th December 1978, justif{ed”
“at that time .by the preoccupat1ons and uncerta1nt1es on the grav1ty
of r1sks l1nked with certa1n act1v1t1es in genet1c eng1neer1ng.
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III. ANALYSIS, REVISION AND ADAPTATION OF NATIONAL AND COMMUNITY GUIDELINES.

The state of knowledge, research techniques and methods of (isk
evaluation have evolved considerably during the last few years and
will continue to progress in the future.

.
The Commission will follow closely problems related to work in genetic
engineering and will take, if circumstances require it, all necessary
and useful measures to maintain or reinforce arrangements for
safety and risk evaluation in the Community of Member States. To this
end, experts, mandated by Member States, will meet at regular intervals

and at least once a year, under the aegis of the Commission to :

. = undertake a general analysis of the situation in the Member States

with regard to the production and utilization of recombinant DNA,
- examine all measures as elaborate as required, leading to harmonization,

- establish, should the case arise, according to progress in knowledge,
the Llist of work which, in all Member States, should be forbidden

or subject to compulsory safety measures,

= in the case where unforeseen developments require it, modify the
terms of the present recommendation or prepare the text for a draft

Council directive.



" “compulsory safety measures in all Commun1ty countr1es, ;“‘ o .Vldf,m; N
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+ | . . ' DRAFT COUNCIL RECOMMENDATION .

concerning the reg1straf1on of work 1nvoLv1ng recombwnant
: desoxyr1bonucle1c ac1d (DNA) S

- SRR _ ' R |
THE COUNCIL OF THE EUROPEAN COMMUNITIES,
Having regard‘to'the’Treaty establishing the European Economic‘Commonity; o

- e N

fHaving~regard to»the draft Recommendation submitted,by‘the Commission)

!

v

i Having regard to the opinion of the Economic and SociaL'Committee,A"[-fite"

Habing regard to the opinion of the European ParLiament;‘~

Whereas the deveLopment of fundamental and applied b1oLog1caL research

is such as . to contribute to the economic expansion of the

Member States, and whereas this 1mpl1es,‘1n severaL sectors, that recomb1nant‘
DNA work w1LL be performed on certa1n organ1sms, v ' '

B 1

Whereas the r1sksassoc1atedw1th work 1nvolv1ng recomb1nant DNA are of a

' conJecturaL nature; whereas a permanent 1nventory w1th1n each Member State is
. necessary to allow the poss1ble imposition ofvprotectjon measures and,_1n the

‘very unlikely eVent_of conjectural hazards‘provingyrealg_to trade ‘the origin_

- o . v

of any deleterious effects that may arise;
: p ‘ : . :’

" Whereas a continual analysis of the situation in each Member State must be .

undertaken in order to promote progress1veLy ‘the harmon1zat1on of nat1onaL '
prov1s1ons and, in the case where unforeseen deveLopments requ1re 1t, .
‘to establish lists of work wh1ch ought to be banned or subJected to



oY

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 consideration

of local 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;

HEREBY RECOMMENDS TO THE MEMBER STATES :

that they adopt the laws, regulations and administrative provisions

in order that :

1. Any laboratory wishing to undertake, in the

Notification territory of a Member State, work involving recombinant
by DNA notifies the competent national or regional
Laboratories authority; :

Supplementary 2. Such notificétion is accompanied, for each of the

information research projects envisaged, by the following documents:
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CLass1f1cat1on P";
of f1Les =
Consultation - g‘f
of files {

"7 consulted by author1zed national - experts,.;ﬂ'”,

h- 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 protect1ve and supervisory measures -

to be applied throughout the durat1on of the fj
exper1mental work ‘ ' ' -

T

.= .a descr1pt1on of the generaL educat1on in recomb1nant,

. DNA research and of the training rece1ved by the
“imembers of the ‘staff who w1LL part1c1pate in the ;.

proposed activities or will be respons1ble for

superv1sion, mon1tor1ng or safety, : f.”;-',t“

' Each not1f1cat1on and the accompany1ng documents are

classified and stored by the national author1t1es or reg1onaL o

v"author1t1es for safety and health protect1on to wh1ch they have
obeen subm1tted ‘ : : :

Each not1f1cat1on and its accompany1ng documents may be B
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Definition °f,‘j$g,VWOrk involvihg recombihant"bNA is defined as the formation of "
‘ﬁ__work.1hvotvingJ3'd/ new combinations of heritable material by the insertion of
-, fecombinant DNA| . nucLe1c acid molecules produced by whatever means outside

“.vthe ceLL, 1nto any v1rus, bacterial pLasm1d or other,vector

. 5system so as to allow the1r incorporation. 1nto a host ‘
organism in uh1ch they donotnaturaLLy occur but 1n wh1ch .

o they are capable of cont1nued propagat1on.v,'




