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Brusselis, 23 February 1988
BIOTECHNOLOGY MUST BE CONTROLLED ON A COMMUNITY BASIS

Extracts from the opening address gliven by
Commissloner Stanley Cilinton Davis at the
CEPS business pollcy semlinar on biotechnology,
February 23, 1988

“Publ ic concern about the potentlal environmental Impacts of
genetically modified organisms has been rising steadlily for
almost a decade. Several Member States have responded wlth
voluntary testing and permit schemes, while others have adopted
more formal bans on the release of genetically modifled organisms
to the environment.

“Living organisms can reproduce and spread across the earth, ]
Ignoring natlonal frontiers In the process. Natlonal legisiation
may help to contro! domestlic releases, but can do nothing to
protect one State agalnst the releases of organisms In other
States.

"Hence, Community legislation Is vital for two reasons: the
vulnerable growth Industrles need access to the entire Community
market of 320 milllion people. And only Community leglisliation can
begin to achleve comprehenslve protectlion of the environment. Of
course, we do not Intend to stop at only the Community level. We
will collaborate with other industrial countries within the scope
of the OECD as well.

"In contrast to the Unlted States, the Community does not have a
comprehensive web of product llcensing laws that can be applled
to cover all potential applications of blotechnology. Because
the Community‘s regulatory slate Is comparatively blank In the
fled of blotechnology we have a unlique opportunity to tallor our
regulatory requirements closely to the needs of the time - and
find a sensible balance between the concerns of Industry,
government, sclence and the public.

"Only a strong framework of legisiation that guarantees the
careful assessment of risks before genetlically modlfled organisms
are released, the monlitoring of uses, and the malntenance of
rellable controls can give the necessary reassurance that the
authoritlies are fulfiiling thelr responsibliities.
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"our goals In this situation are:

- to create a stable regulatory framework that gives the
max Iimum posslible- assurance that those applications offéer no
threat to human health or the environment;
- to provide legal sanctions for the enforcement of these
reguiations throughout the Community; and, as a result
of these actions,
- to ensure access for those Industries to the entlire
Community market.

"The problem of contalned use Is In many ways the least
difficult. The use of genetlcally modlfled microorganisms Iin
contalned systems Is most unlikely to glve rise to types of risks
beyond those already encountered in the traditional uses of
microorganliisms. The levels of physical contalnment that have.
been developed over the years should be sufficlient toc controf
hazards or potentlal risks.

"The regulatory focus, therefore, both for research and
Industrial uses must be on ensuring that the risks are ldentifled
and that appropriate levels of contalnment are Impliemented, on
monlitoring the use of these microorganisms, on deactlivating
wastes, on preventing accldents, and providing for rapid
emergency response where It may be necessary.

"In the case of the release to the environment of genetically

modli i fed organisms we are Iin quite a dilfferent slituation. We do
not yet have much experlience in assessing the risks and
ecological lmpacts of new organisms released to the environment.

"Glven the already high level of public concern about the safety
and soclal iImpacts of blotechnology, and the reflection of thls
concern In the highly restrictive pollicles of Denmark and the
Federal! Republic of Germany; bearing In mind the lessons taught
by, for example, the unforeseen Impact of chemlical pollutlion, we
must avold repeating the mistakes of the past and rushing Into
the technologlical future without considering Its effects on our
whole socliety and on our planet.

"If we are to foster publlic conflidence and trust In these
Industries, we must proceed openly and del Iberately. That Is why
the Commisstion established the Blotechnology Reguiation
Interservice Committee In 1985 to draw upon all of the resources
of Its different services from the very beginning In drafting a-
regulatory framework and why we published our approach to
regulation In 1986.

"In the last analysis, we believe that a strong structure
combintng risk assessment and risk control by Industry;
government notiflcation, monitoring and enforcement; and
transparency of the decislon-making process to the publlic, wilt
provide an essentlal foundation for the healthy deveiopment of
these Industries, public confldence In thelr activities, and the
quallty of the environment In Europe.®





