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EDITORIAL

BIOTECHNOLOGY AND JoBS tion technologies in terms of its potential to create |
jobs and increase productivity in highly competi- . |
Commission presents White Paper on tive areas of industry and agriculture as well as
employment the health sector.

A major section of chapter 5 of the White Paper
The EU’s White Paper on growth, competitive- entitled “The changing society — the new tech-
ness and employment presented by the Commis- nologies” is devoted to biotechnology and the role
sion to the December 1993 European Summit in it might play in dragging Europe out of its reces-
Brussels, has been widely discussed and reported.  sion.
Biotechnologists will be interested to know of the
attention it gives to their subject. Biotechnology For a copy of this section, use Response
is compared with Information and Communica- Form (Item 1).

CONTENTS

I. European Union Activities (Commission, Parliament, Council)
L1. BCC News EU/US Comparison: regulations and research
Group of Ethical Advisers
1.2. Research and related EU/US research dialogue
BRIDGE Biosafety results
Gene Therapy Workshop
Parliament discusses ECVAM
ACTIP raises its profile
Intellectual property unit in DGXIIT
1.3. Regulatory Framework  Simplified procedures for plants
Herbicide resistant plants
Novel foods
BST — Council decision
Biotechnology patents
II. Member States EFB on Ecological bioprocessing
Belgium — Beijing Office
Denmark — Bioethics in Copenhagen
France — Transgenics in Agriculture
Germany — New Gene Law
The Netherlands — Food Safety of transgenic crops
United Kingdom — Fast track for GMO releases 10
— Genetic screening report 10
III. International Developments WHO — looks at safety of transgenic crops 1
OECD — risk assessment of transgenic crops 11
Australia — Gene Technology issues 12
USA — Biomedical ethics 13
IV. Books/reports received Public attitudes to genetic engineering 14
_ Biotechnology related to human beings 14
Index EBIS Vol. 3, Nos. 14 15

I

VWO o-d~J~NaAhUiutids bhWwiN




EBIS

Biotechnology will improve pro-
ductivity and create highly
skilled labour demand

The EU is highly competitive in indus-
trial sectors such as chemicals, pharma-
ceuticals, health care, agriculture and
agricultural processing, bulk and special-
ized plant protection products as well as
decontamination, waste treatment and
disposal. These are the very sectors
where biotechnology is having the great-
est potential impact not only in maintain-
ing employment by improved efficiency
and stimulated productivity but also by
the creation of innovative new products
resulting in highly skilled labor demand.

Global indicators of growth are
very positive

The White paper notes that in the US,
growth rates for the biotechnology indus-
try of 28% with employment growing at
13% are being experienced. An estimated
world market of 100 billion ECU for the
industry by the year 2000 suggests that
the scope for European growth and the
generation of new jobs in this sector is
considerable.

Key factors that may jeopardize
growth

Particular attention is paid to the key fac-
tors that may jeopardize a significant ex-
pansion of biotechnology in the EU. It
notices that public research and devel-
opment expenditure lags behind the ma-

jor competitors of the US and Japan (see
EU/US comparison report, page 2 of this
issue but see also the Commission pro-
posals for biotechnology under FP4).
Regrettably, European privately financed
research and development has not com-
pensated for the shortfall in public fund-
ing and several available indicators con-
tinue to point to an investment outflow.
The regulatory approach is also unfa-
vourably perceived by scientists and in-
dustry and technology hostility, social
inertia and risk perception continue to
plague widespread diffusion (see EBIS
3.4, page 51 for the Eurobarometer sur-
vey)

The solutions

What to do about it? The White Paper
comes up with several solutions:

1. The regulatory framework should
be open to review to ensure that ad-
vances in scientific knowledge are
constantly taken into account and
that regulatory control is based on
potential risks.

2. Maximum use should be made in
the present regulatory framework
of flexibility and simplification of
procedures as well as for technical
adaptation (see page 10 in this is-
sue). Scientific support for regula-
tions should be reinforced and
greater collaboration should be en-
couraged between experts in the
Member States.

3. There must be greater focussing on
the most vigorous biotechnology
research and development areas
and on increased coordination be-
tween the Member States.

4. More should be done to encourage
and support the small and medium-
sized enterprises (SME’s).

5. Member States should provide

~ greater incentives to improve the
investment climate for biotechnol-
ogy and facilitate technology trans-
fer.

6. Specific measures should be taken
to enhance public understanding
mostly through the availability of
objective information and dialogue
with interest groups.

7. Ethical issues should be further
clarified in relation to some appli-
cations of biotechnology.

Capital investment is the life-
blood of development

The Emst and Young’s Eighth Annual
Report on the US Biotechnology Indus-
try, Biotech 1994, quotes figures of 1,272
companics with 97,000 employees. The
potential for job creation is also here in
Europe, provided the climate for capital
investment is right, which after ali, is the
life-blood of all new developments.

Due to a printing error pages 55 and 66
or 56 and 65 were missing from some
copies of EBIS 3.4 (December 1993). If
you wish to receive the missing pages
please write to the editor.

I. EurorEAN UNION AcTiviTiIES (COMMISSION,
PARLIAMENT, CounciL)

1.1. BiotecunoLogY CoorbINATION CommiTTEE (BCC) NEWS

EC/US CoMPARISON; REGULATIONS AND
RESEARCH

New sections on contained use
and protection of biotechnology
inventions

The Commission’s Biotechnology Coor-
dination Committee (BCC) has prepared
the final version of a report entitled “A
comparison of the regulatory framework
and research policy efforts on modern
biotechnology in the EU and the USA™,

An interim report on this subject was dis-
tributed for comment in 1992. In the light
of the comments received including
those from the US authorities and of the
developments which have occurred since
then, the final report has been prepared.
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Two new sections on contained use and
protection of biotechnology inventions
have been added and other sections have
been reviewed and updated.

The interplay of many factors
determines the climate for in-
vestment

The report recognizes that while the
regulatory frameworks and research ac-
tivities are among the major issues de-
termining competitiveness, a number of
other factors, such as availability of fi-
nance, structure of the industry, dynam-
ics of market demand, etc., also have
great influence, It is the interplay of all
these factors that is responsible for the
investment climate that leads to commer-
cialisation and diffusion of the technol-
0gy.

Scope, procedures, public infor-
mation and flexibility

In comparing the regulatory frameworks
attention is paid to the different institu-
tional arrangements; the main elements
of the legislative acts; the scopes and pro-
cedures; flexibility in scopes and proce-
dures; requirements for informing the
public; and user-friendliness.

In both EU and US regulations
are based on the precautionary
principle but conditions that
trigger applications are differ-
ent

The report finds that there are distinct
differences in the regulatory approach,
which is to be expected, but also many
similarities. Regulations both in the EU
and the US are based on the precaution-
ary principle. The conditions that trig-
ger the application of regulations differ.
In the EU the genetic modification per
se triggers the legislation. In the US the
situation varies depending on the nature
of the product.

Differences in the legislative
structure and approach

There are differences in the legislative
structure. In the EU, placing a product
on the market requires consent under
Directive 90/220/EEC but in future an
environmental risk assessment will be in-
tegrated into specific product legislation
as part of a single notification and au-
thorization procedure. In the US, prod-

uct legislation is in place which contains
provisions for industrial contained use,
deliberate release and product authori-
zation. However, contained use of GMOs
for R&D purposes is dealt with in most
cases by NIH guidelines, which are bind-
ing for federally funded research and
widely applied in other areas of research.

In the US greater flexibility in
amending the scope of the regu-
lations but more public consul-
tation

The US system appears to offer greater
flexibility to amend the scope of the over-
sight and the NIH guidelines for R&D
contained use provide a flexible approach
combined with oversight at the institu-
tional level. Public consultation proce-
dures are generally more structured, for-
malized and extensive than in Europe.

Differences in patent rules

Comparing the legislation on patenting
it is found to be largely similar in ap-
proach but the EU excludes from
patentability “plant and animal varieties
or essentially biological processes for the
production of plants or animals” whereas
the US does not.

R&D expenditure much greater
in US. Focussed networks in the
EU

Expenditure on biotechnology R&D in
the US is far greater thanin all the EU
Member States combined and the US
Federal agencies appear to be well coor-
dinated. The European approach of net-
working between laboratories of differ-
ent Member States is leading to some
distinct achievements but more needs to
be done in coordinating activities and
focussing objectives.

To obtain the report, use the Re-
sponse Form (Item 2).

CommissioN REINFORCES ITs GROUP OF
ADVISERS ON THE ETHICAL IMPLICA-
TIONS OF BIOTECHNOLOGY

Three opinions adopted and
work continues on other topics

The Commission’s Group of Advisers on
the ethical implications of biotechnology
set up following the Commission’s April

1991 communication (see EBIS 2.1, page
3) has now been expanded and given a
new mandate. To date the Group has
adopted opinions on the following top-
ics:

1. The ethical implications of the use
of performance-enhancers in agri-
culture and fisheries.

2. Products derived from human
blood or human plasma.

3. On the ethical questions arising
from the Commission’s proposal
for a Council Directive on the le-
gal protection of biotechnological
inventions.

Work is in progress on the topics of
transgenic animals and gene therapy.

Group expanded from six io
nine

Following a recommendation of the
White Paper (see Editorial) to expand the
Group and further clarify several appli-
cations of biotechnology, its membership
is now as follows:

- Mme Noéglie LENOIR (Chairman
of Group) — (F) Member of the
French Conseil Constitutionnel,
Chairman of UNESCO Intemna-
tional Committee of Bioethics.

- Dr. Anne Mc LAREN (GB) —Re-
searcher in Reproductive Biology,
Foreign Affairs Secretary of the
Royal Society, Member of the
Nuffield Council of Bioethics, Lon-
don.

- Dr. Margareta MIKKELSEN (DK)
— Chairman of Department of
Medical Genetics, John F. Kennedy
Institute, Member of the Danish
Council of Ethics, Member of Ethi-
cal, Social and Legal Aspects of
Human Genome Group (ESLA) of
DGXII

- Prof. Luis Jorge Peixeto ARCHER
(P) — Professor of Molecular Ge-
netics, Lisbon, Member of the Na-
tional Council for the Ethics of Sci-
ence and Life, Lisbon.

- Prof. Gilbert HOTTOIS (B) —Pro-
fessor of Philosophy, Co-Director
of the Centre For Interdisciplinary
Research in Bioethics of the Uni-
versity of Brussels.

- Prof. Dietmar MIETH (D) — Pro-
fessor of Theology and Ethics and
Chairman of the Centre for Ethics
and Humanity of the University of
Tiibingen.
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- M. Octavi QUINTANA TRIAS
(ES) — Adviser to the Vice-Minis-
ter for Public Health President of
the Comité pour la Bioéthique
(CDBI) Council of Europe, Mem-
ber of the Group of Ethical, Social
and Legal Aspects of Human Ge-
nome Analysis (ESLA)

- Prof. Stefano RODOTA (I) — Pro-

EU/US ApMINISTRATIONS CONTINUE
RESEARCH DIALOGUE

Exchange of information and
opportunities for collaboration
and joint activities

The EU/US Task Force on Biotechnol-
ogy Research has met again in Washing-
ton 18-19 October 1993 under the joint
chairmanship of Dr, Mary Clutter of the
National Science Foundation and of Pro-
fessor Paclo Fasella, Director General of
DGXII of the Commission. The varied
agenda items included the US National
Biological Survey, genome database,
bioinformatics, databases for field ex-
periments, brain research, plans for the
Third International Symposium on
Biosafety results, environmental biotech-
nology, methods of communicating bio-
technology to the public, mapping and
sequencing non-human model genomes
and bioprocess engineering.

Genome databases, field release
databases, brain structure and
functions and environmental
biotechnology.

A number of actions are expected to fol-
low including setting up a EU/US work-
ing group on informatics systems for
brain structures and functions, collabo-
ration in the analysis of databases for
field experiments and public perception
activities. The Task Force is also organ-
izing the Third International Symposium
on Biosafety Results. A second publica-
tion has been produced on Biotechnol-
ogy and Genetic Resources which results
from a workshop held in the US in Oc-
tober 1992 to examine the interrelation-
ships between biological diversity - es-

fessor of Civil law, Member of the
Ethical Committee of the National
Research Council, Deputy of the
Italian Parliament.

- Prof. Egbert SCHROTEN (NL) —
Professor of Ethics and the Philoso-
phy of Religions, Director of the
Centre for Bioethics and Health

[.2. RESEARCH AND RELATED

pecially at the genetic and organismal
levels — and biotechnology. The focus
is on four topics:

(i) screening of organisms for useful
properties and the concomitant de-
velopment of biotechnological
tools for evaluating biodiversity,

(ii) databases for genetic resources,

(iii) biotechnology for conservation
and use of animal genetic re-
sources, and

(iv) microbial diversity.

To obtain the report, use the Re-
sponse Form (Item 4).

BRIDGE BrosarFeTy RESULTS

62 E.U. and EF.TA. Laboraio-
ries

The assessment of possible risks associ-
ated with the release of GMOs in the en-
vironment is one of the scientific topics
covered by BRIDGE (1990-1994). 62
laboratories from the E.U. and EET.A.
countriecs have collaborated in 14
transnational projects.

The final meeting of BRIDGE biosafety
contractors took place in Granada, Spain
on 24-27 October 1993. The proceedings
of the meeting have now been published.

Topics focus on major potential
biosafety issues

Topics covered include: analysis of gene
transfer between microorganisms and
plants; fate of genetically engineered
microorganisms and plants; fate of ge-
netically engineered microorganisms in
environmental hot spots; safety assess-

Law, University of Utrecht, Chair-
man of the Ethical Committee for
the Evaluation of genetic modifica-
tions to animals.

The activity report (1991-1993) of the
Group is available on request.

Use the Response Form (Item 3).

ment of the deliberate release of two
model transgenic crops: stability of fungi
used as biocontrol agents; safety of ge-
netically engineered retroviruses; and
assessment of environmental impact
from use of live recombinant virus
vaccines.

Useful general conclusions sec-
tion separaies science fact from
Jiction

The proceedings also include a useful
general conclusions section which while
not going so far as to say GMOs are safe,
does conclude that the results to date
have shown that no specific risks can be
attributed to rDNA techniques. Accord-
ing to the results obtained in the field,
gene transfer between introduced and
native organisms occurs, if at all, below
the limit of detection by available meth-
ods.

To obtain a copy of the proceed-
ings, use the Response Form
(Item 5).

‘WorksHor oN HumaN SoMaTic GENE
THERAPY

Exchange of views on current
techniques and their regulation

An EU sponsored workshop on this topic
was held on 23 and 24 September 1993
at the National Institute for Biological
Standards and Control, UK, with the fol-
lowing aims:

(i) toexchange views on current tech-
niques used in human somatic gene
therapy;
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(ii) to encourage discussion among
representatives of academia, the
pharmaceutical industry and the
regulatory authorities;

(iii) to catalyze debate on the various
problematic issues such as ethical
considerations that have been
raised.

Proposal for an E.U. guideline
on quality, efficacy and safety of
vectors used in human somatic
gene therapy

It was anticipated that the workshop
would prepare the ground for the draft-
ing of a E.U. guideline paper on the qual-
ity, efficacy and safety of vectors used
in human somatic gene therapy. Gene
therapy products (rather than the proc-
ess or practice itself) will probably fall
under the E.U. definition of a medicinal
product under the 87/22/EEC “high tech-
nology” Directive.

A report of the meeting is available:

National Institute for Biological
Standards and Control,

Blanche Lane,

South Mimms,

Potters Bar,

Herts EN6 3QG, UX.

Tel: (44) 707 65 47 53

Fax: (44) 707 64 68 54

PArLIAMENT Discusses E.C.V.AM.

E.C.VAM,—European Centre
for the Validation of Alternatives
to animal testing Methods

The establishment at Ispra (Italy) of an
European Centre for Validation of Alter-
native Methods (ECVAM) has been the
subject of a recent debate in the CERT
(Committee on Energy Research and
Technology) of the European Parliament.
ECVAM was set up by the Commission
(see EBIS 2.2, page 4) to coordinate the
validation of alternatives to animal test-
ing among other tasks.

Professor Michael Balls, formerly of the
UK research charity FRAME (Fund for
the Replacement of Animals in Medical
Experiments) has been appointed as its
head.

Rapporteurs draft report and
amendments available

The Parliament has a long-standing in-
terest in the welfare of animals used for
experimental and other scientific pur-
poses within the EU. A report on
ECVAM has been produced by the CERT
rapporteur, Mr. M. Seligman (UK, Cons.)
and is available on request.

Use the Response Form (Iiem 6).

ACTIP Raises 11s ProOFILE

28 European companies in as-
sociation with BRIDGE ‘T’
project

The Animai Cell Technology Industrial
Platform (ACTIP) is a grouping of 28
European Companies established along-
side the BRIDGE “T’-project on animal
cell biotechnology (see EBIS 2, page 9).
All its member companies have a strong
commitment to research in animal cell
technology, which they use in vaccine
production or the development of novel
therapeutic products. A descriptive book-
let is available.

Details:

ACTIP secretariat,

C/O Scientific Writing and Con-
sultancy,

PO Box 23161

NL-3001 KD Rotterdam

Tel: (31) 104 36 37 25

Fax: (31) 104 36 10 04

ThE INTELLECTUAL PrOPERTY UNIT IN
DGXIII — Focus oN BIOTECHNOLOGY
PATENTS RESULTING FROM COMMUNETY

RESEARCH.

Intellectual property unit work-
ing alongside VALUE and
SPRINT

DGXIII-D, located in Luxembourg, or-
ganizes the dissemination and exploi-
tation of EU-funded RTD results, fosters
technology transfer and stimulates inno-
vation in the Member States by a variety
of strategies and actions. The correspond-
ing programmes, VALUE II and
SPRINT, are well known in the scien-
tific community.

Another service in this unit may be less
well known, i.e., the protection of intel-
lectual property by DGXIII D-1, the pat-
ents division, headed by Henning Bank.

All E\U. research considered,
special attention to SMEs.

For more than 25 years, this unit has se-
cured intellectual property from research
out of the Commission’s Joint Research
Centres. More than 2300 files have been
handled to date, mostly patent applica-
tions in the Member States. More re-
cently, this service has been opened to
results from EU contract research. Small
and Medium-sized Enterprises (SMEs)
will be given special consideration.

Advice on intellectual property
protection

‘What is on offer? Firsi of all, advice on
the necessity for intellectual property
protection for every contractor; on the
procedure of filing patents; and on the
prospects for future granting of a patent.
If research results are deemed suitable
for protection, publication or other com-
munication to colleagues as well as the
public, should be halted until a first pat-
ent application has been filed. Follow-
ing a primary examination of the research
results by in-house patent experts, the
division charged with the exploitation of
research results, DGXIII D-3 is notified
of a potential licensing case and starts,
in close collaboration with the inventors,
to develop strategics for commercialisa-
tion of the invention.

Finance available

Secondly, financing for a primary filing
is available to SMEs. If the contractor
wishes to be holder of the patent, sup-
port by DGXII D-1 stops after this first
filing. If the European Community holds
the patent, all secondary filings and the
yearly fees will be paid by the Commis-
sion.

Thirdly, and most importantly, the pat-
ents division will hire competent patent
lawyers and keep track of the rather com-
plex and intricate patenting procedure.

Much interest in biotechnology
sector

1t has been recognized by the patents di-
vision that one of the most promising
sectors for high-value patents today is
biotechnology. DGXIII-D is thus raising
awareness among researchers in this field
to take advantage of the service offered.
Through close collaboration with units
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DGX1I E-1 to E-5, up-to-date informa-
tion on the various research programmes
and on regulatory issues is secured. How-
ever, there is a need for technology push,
i.e. the contract researchers need to bring
their potentially patentable results to the
attention of the patent experts in Luxem-
bourg. It is virtually impossible to screen

Comvmission’s DECISION PAVES THE
WAY FOR SIMPLIFYING PROCEDURES
For F1ELD Tests OF CERTAIN GENETE-
CALLY MoDIFIED PLANTS

Considerable knowledge and
experience of many releases at
numerous sites have been ob-
tained

In 1990 when Directive 90/220/EEC on
deliberate release of Genetically Modi-
fied Organisms into the environment was
adopted, very few experimental releases
had taken place anywhere in the world.
However, an element of flexibility was
incorporated into the Directive, so that
when more releases of certain GMOs had
taken place and as a consequence, knowl-
edge and experience related to safety had
been acquired and evidence on safety
was available, simplified procedures for
releases of certain GMOs could be
adopted. The situation now is very dif-
ferent (see OECD report on page 11 of
this issue) and considerable knowledge
and experience of many releases at nu-
merous different sites have been ob-
tained. Evidence on safety to human
health and the environment has been ac-
cumulated and to date, no experiment,
as far as is known , has been stopped for
safety reasons. The stage has been
reached therefore which allows the adop-
tion of simplified procedures for experi-
mental releases of certain genetically
modified plants

The technical criteria and how
they may be used

Against this background the Commission
has recently published a Decision (93/
584/EEC *) establishing criteria for sim-
plified procedures for releases of certain
genetically modified plants. The Com-

all research funded by the RTD pro-
grammes for results needing or deserv-
ing protection.

1.3. RecuLATORY FRAMEWORK

mission Decision covers two aspects:
firstly the actual technical criteria and
secondly, indications as to how they may
be used to enable simplified procedures
to be introduced with the greatest possi-
ble applicability. The criteria are based
on the knowledge obtained so far from
releases of genetically modified plants
which has identified the requirements
which have to be satisfied for a release
to be without hazard for human health
and the environment. Once a Competent
Authority requests a certain type of sim-
plified procedure other Competent Au-
thorities may join in the request within a
period of 45 days.

*OJL 279, 12.11.93.
Details:
Dr. J. Kioussi
DGXI/A-2

Tel.: (32) 2 29 90 428
Fax: (32) 2 29 90 313

HERBICIDE-RESISTANT PLANTS — ARE
THEY SAFE?

Safety considerations for herbi-
cide-resistant plants

On the 26 January 1994, the Belgian
Competent Authorities for Directive 90/
220/EEC organized a workshop in Brus-
sels with the support of the European
Commission to discuss safety considera-
tions for the commercialization of hex-
bicide-resistant plants. The workshop
was attended by Competent Authoritics
of most Member States, EFTA countries
and Industry experts, some of whom
serve as members of National Advisory
Committees. Presentations were made by
C. Gliddon (UK), M. Aigle (F), H.

Details:

Intellectual Property Unit
CEC — DG XTI D-1
Jean Monnet Building
L-2920 Luxembourg

Tel: (352) 4 301 33 353
Fax: (352) 4 301 33 389

Bergmans (NL), G. Howins (B) and K.
Madsen (DK).

Impact on the environment of re-
sistance gene transfers

A number of issues were discussed, in-
cluding the inevitability of herbicide re-
sistance genes being transferred to weedy
relatives and the ecological impact of
such transfer. It was noted that herbicide
resistance in weeds is quite a common
natural phenomenon which has not
proved disastrous for agricultural envi-
ronments to date, A secondary impact of
using herbicide resistant plants, not nec-
essarily associated with safety, may be
increased overall use of herbicides

Details:

W. Moens

Institute of Hygiene and Epide-
miology

Rue Juliette Wytsmans, 14

1050 Brussels

Fax: (32) 2 640.52.92

COMPETENT AUTHORITIES PROPOSE
SIMPLIFIED PROCEDURES FOR RELEASE
OF PLANTS

Competent authorities for 90/
219 and 90/220 Directives meet-
ing in Brussels

From time to time EBIS has reported on
progress of implementation in the Mem-
ber States of Directives 90/219/EEC on
Contained Use and 90/220/EEC on De-
liberate Release of Genetically Modified
Organisms (see EBIS 2.4, page 7).

The competent authorities for the imple-
mentation of these Directives met most
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recently in Brussels immediately foliow-
ing the Workshop mentioned above.

Two proposals for simplified
procedures from France and
United Kingdom

Among the topics discussed were two
proposals, one from France and the other
from the UK, for introducing simplified
procedures for the release of genetically
modified plants. These proposals will be
the subject of a Commission proposal to
the Article 21 Committee of the 90/220
Directive, to assess against the criteria
already the subject of a Commission
Decision (see page 6 of this issue).

NoveL Foops TAKE SHAPE

Commission adopts amended
proposal for a Council Regula-
tion

After the first reading in Parliament in
October 1993, the Commission adopted
an amended proposal for a European
Parliament and Council Regulation on
novel foods and novel food ingredients
(sec EBIS 2.4, p. 9).

The Commission has accepted a number
of the amendments voted by Parliament,
regarding in particular the scope of the
regulation, the procedure (deletion of the
role of individual experts, integration of
the evaluation criteria in the text) as well
as provisions on control measures and
confidentiality.

Consumer has to be informed
about any significant differences
in the characteristics of the
novel food

As regards the labelling, the general rules
set out in the labelling Directive 79/112/
EEC will apply, but in the decision au-
thorizing the placing on the market of
a novel food or novel food ingredient
additional labelling requirements can be
decided upon. In any case, the consumer
has to be informed about any significant
differences in the characteristics of the
novel food or novel food ingredient in
comparison with the equivalent conven-
tional food or food ingredient.

Discussions continue in the Council
working group and it is hoped that a com-
mon position on the proposal can be
reached under the Greek presidency. The
amended proposal COM(93)631 final of
1 December 1993 is available on request.

Use the Response Form (Iiem 7)

BST — CommissioN PROPOSES:
Counci DisposEs

Seven year moratorium reduced
to 12 months

As reported in EBIS 3.4, page 58, the
Commission had proposed to the Coun-
cil that the marketing of BST or its ad-
ministration to dairy cows in the Com-
munity be prohibited for the duration of
the application of milk quotas which
would involve an extension of the mora-
torium for another seven years.

A compromise position in the
absence of a qualified majority
in favour of the commission pro-
posal

The Council has decided otherwise. In
the absence of a qualified majority in

favour of the Commission proposal it
decided on 22 December 1993 on a 12
month extension of the moratorium to
allow more time for examining the vari-
ous implications of the decision to be
taken, including the consequences with
regard to international trade and the
newly-created situation in the U S fol-
lowing USFDA approval. The European
Parliament had supported the Commis-
sion proposal for a seven year ban,

“ComMoN PosiTioN” IN CouNCIL ON
BrorecHnoLoGY PATENTS DIRECTIVE

Qualified majority in favour of
Directive

The long saga of the Directive on the le-
gal protection of biotechnological inven-
tions (see EBIS 3.1, page 6) appears to
be coming to a conclusion. On 7 Febru-
ary 1994 the General Affairs Council has
definitively adopted by qualified major-
ity (Denmark, Spain and Luxembourg
voted against) its “common position” on
this Directive which the Commission
first proposed in 1988.

Aims to clarify and harmonize
E.U. patent law

Its main aims are to clarify and harmo-
nize throughout the Union the patent law
as applied to biotechnology and to en-
sure consistency with the European Pat-
ent Convention.

Member States have until the end of 1996
to transpose the Directive into national
laws.

To obtain the text of the “Com-
mon Position”, use Response
Form (Item 8).
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EFB PUBLICATION ON “ECOLOGICAL
B1oPROCESSING”

Ecological bioprocessing and
the contribution of biotechnol-
o0gy to sustainable development

The European Federation of Biotechnol-
ogy (EFB) Working Party on “Ecologi-
cal Bioprocessing™ has recently pub-
lished a book on fundamental principles
and applications of ecological biopro-
cessing as a result of an international
workshop held at Potsdam.

The book covers general problems, ba-
sic ecological principles and require-
ments of sustainability, bioprocess exam-
ples in the field of closed-cycle processes
and renewable resources utilization.

Awailable at price DM 68 (including post-
age) from:

Gesellschaft fiir Okologische
Technologie

und Systemanalyse

Scientific Centre

C/O

Dr. Konrad Soyez,
Orianienburger Strasse, 22
D-10178 Berlin

Tel: (49) 302 81 04 25

Details:

B.B.A.

Rue de Crayer, 10
1050 Brussels

Tel: (32) 2646 05 64
Fax: (32)2 64324 32

DeENMARK

ETtnIcaL Issues RAISED BY THE NEW
Bi1OMEDICINE

Copenhagen conference from
11-14 April 1994

The Danish Council of Ethics will hold
an international conference entitled ‘The
Ethical Debate — Public Participation”
in Copenhagen from 11-14 April 1994.
The aim of the conference is to clarify
how the interaction between scientists,
politicians and the public can be man-
aged in view of the important ethical
questions raised by the dramatic devel-
opments in biomedicine.

Details:

The Danish Council of Ethics

2-4, Ravnsborggade,

DK-2200 Copenhagen N.

Tel: (45) 353758 33

Fax: (45) 3537 5755

BeLGium

New B.B.A. OFricE IN BEUING

Belgium industry well-placed to
exploit Chinese biotechnology

The Belgian Bioindustries Association
(BBA) has opered a new office in
Beijing similar to those it already has in
other world capitals.

The BBA Beijing Office, which became
functional on 1 January 1994, is hosted
by the Institute of Scientific and Techni-
cal Information of China and no doubt is
well-placed to enable the Belgian bio-
technology industry to take full advan-
tage of the booming Chinese develop-
ments in biotechnology.

FRANCE

LEs TECHNIQUES DE TRANSGENESE EN
AGRICULTURE: APPLICATIONS AUX
ANIMAUX ET AUX VEGETAUX

Comité des Applications (CADAS) de
I’Académie des Sciences, Rapport
Commun no. 2, Oct. 1993; pub.
Lavoisier, Paris, 156 pages.

French scientists address na-
tional and international reader-
ship

A distinguished group of more than 30
French scientific experts, academic and
industrial advisers to government and/or
responsible for public research institutes,
has contributed to this timely and in-

formative report. It is addressed to the
general (French-reading) layman; the
Conclusions and Recommendations are
also given in English, to facilitate a wider
international readership, and the report
throughout reflects an awareness of the
international perspective.

Techniques, application and im-
pacts

The report starts with short explanations
of the techniques, aims and applications,
in animals and in plants. The impact as-
sessment chapter emphasizes the rapid
growth in the number and variety of ex-
perimental trials, and discusses the stra-
tegic as well as socio-economic impacts.
On the protection of intellectual property,
the presentation is up-to-date and bal-
anced, distinguishing the similarities and
differences between the animal and plant
domains.

Bio-diversity, public perception,
ethics

Short chapters discuss bio-diversity (and
the Convention): opposition movements
and public perceptions; and ethical con-
siderations.

Regulations— need for balance

The discussion of regulatory issues in-
cludes national, European and global
debates, in developed and developing
countries. The report stresses the need
for balance between safety considera-
tions in the use of GMOs, and the con-
cern not to hamper research and appli-
cations in genetic engineering which are
seen overall as positive for society.

Recommendations include more
work on patentability issues

Recommendations cover basic research;
regulations (need for an evolutionary
approach); public acceptability (empha-
sis an information and transparency); ag-
ricultural policy and Third World im-
pacts. On regulations, the authors advo-
cate a more active role by France in EU
and OECD contexts; and further work by
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the Academy and CADAS on issues con-
cerning the patentability of living sys-
tems.

Glossary and informative an-
nexes

Informative notes and a glossary of tech-
nical terms enhance the value of the re-
port, as do seven Annexes of supplemen-
tary information on laboratories and
companies active in the field, good prac-
tices and the French law on GMOs.

The report can be ordered from:

Technigue & Documentation
Lavoisier

11, rue Lavoisier

F-75384 Paris Cedex 08

Tel: (33) 143541 296

Fax: (33) 1405 17 725

GERMANY

AMENDED GENETIC ENGINEERING LAW
IN FoRCE SINCE DECEMBER

Three major reasons given for
changing the 1990 gene law

The first amendment of the Genetic En-
gineering Law (GenTG) came into
force in December 1993.

Three major reasons were given for
changing the first law, which came into
force in July 1990:

(i) The arguments of industry and sci-
entists were taken into account. The
“insurmountable bureaucratic bur-
dens” on the development of a
competitive German biotechnology
industry had to be overcome.

(ii) The various different interpreta-
tions and executions of the law
needed to be harmonized between
the Linder.

(iii) The concerns of the European
Commission about not implement-
ing completely the EU Directive on
the contained use of genetically
modified microorganisms (90/219/
EEC) as well as on the deliberate
release of genetically modified or-
ganisms into the environment (90/
220/EEC) had to be met.

A list of proposed changes for
the EU directives agreed

A draft proposal for a revision of the law,
which was issued in March 1993 (see
EBIS 3.2, page 26) by the responsible
Federal Ministry of Health, was put for-
ward for parliamentary discussion by the
cabinet in May. At the same time, a list
of proposed changes for the EU Direc-
tives was agreed. After several debates
within the Bundestag and the Bundesrat
a final agreement was reached in Novem-
ber on the following changes:

Procedures speeded up and ad-
ministrative arrangements re-
duced

(i) time periods are reduced for noti-
fications and approvals of insialla-
tions as well as operations using
no- or low-risk organisms of class
1 and 2; the obligatory participa-
tion of the national scientific advi-
sory board (ZKBS) is reduced to
an appropriate level (paragraphs 8
to 12).

(ii) the administrative requirements for
deliberate releases of genetically
modified organisms are reduced
(paragraphs 14(4) and 18(2)).

(iii) the requirement of a public hear-
ing for installations, where Type B
operations with safe organisms of
class 1 are performed, is deleted as
well as for class 2, if not required
by paragraph 10 of the federal
emission-control law (paragraph
18(1)).

(iv) for the notification of an installa-
tion performing operations with
class 1 organisms the administra-
tive requirements are streamlined
following the one-door-one-key-
principle for other administrative
requirements if necessary (para-
graph 22(2)new).

Humans excluded from scope of
the law and exchanges between
research organisations allowed

(v) it is made clear that the direct ap-
plication of GMOs to humans does
not come under the scope of this
law (paragraph 2(2) new).

(vi) the term “placing on the market”
is newly defined to specify that it
does not apply to the national and
international exchange of GMOs

between research organisations
(paragraph 3(8).

A bureaucratic burden without
gaining safety is not justified

The responsible Minister of Health, Mr.
Sechofer has commented: “A bureau-
cratic burden without gaining safety is
not justified. Therefore there was an ur-
gent need to adapt the requirements of
this law of 1990 to the present knowl-
edge as far as possible within the exist-
ing framework of the EUJ Directives. The
politicians involved have demonstrated
their willingness and ability to promote
the key-technology of genetic engineer-
ing. Now, it is up to science and industry
to make use of this positive legal frame-
work: successful basic research must be
used faster and be turned more directly
into marketing of products.”

No compromise with safety

The amended law improves the condi-
tions for the application of biotechnol-
ogy in research and industry but the
safety issues concerning human health
and the environment are not affected.
Furthermore, the public’s participation
and information rights are adeguately
taken care of, The German authorities are
now keeping up the pressure for modi-
fying the existing EU Directives. This
process is already underway (see edito-
rial).

THE NETHERLANDS

TITLE: STRATEGIES FOR FoOD SAFETY
ASSESSMENT OF GENETICALLY MODIFIED
AGRICULTURAL PRODUCTS

Dutch government finances
project on risk assessment for
novel foods

“RIKILT-DLO” is the State Institute for
Quality Control of Agricultural Products
of the Netherlands.

They are conducting a project on “risk
analysis on novel foods for the con-
sumer”, as part of the programme on
“ecological, social and ethical aspects of
biotechnology” financed by the Depart-
ment of Science and Technology of the
Ministry of Agriculture, Nature Conser-
vation and Fisheries.
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Report summarizes genetic en-
gineering applications, reviews
international and national
guidelines

A 56-page report in English, by Ir. EJ,
Kok of RIKILT-DLO, has been pub-
lished, entitled: “Evaluation of strategies
for food safety assessment of genetically
modified agricultural products”. The re-
port gives a brief overview of the main
applications of genetic engineering to
food plants; then reviews and compares
the approaches to food safety assessment
of such plants as advocated or practiced
by the following international and na-
tional bodies:
- Intemnational Food Biotechnology
Council (IFBC)
= Scandinavian Advisory Commitiee
on Food Problems
- United Kingdom Advisory Com-
mittee on Novel Foods and Proc-
esses
- Food and Agricuiture Organisation/
‘World Health Organisation
- The Netherlands Health Council
and Food Council
- Commission of the European Com-
munities — DG III Industry
- Organisation for Economic Coop-
eration and Development (OECD)
- US Food and Drug Administration
(FDA)

Conclusions: common ap-
proaches, case-by-case, possi-
bility of simplified procedures

The report offers conclusions and recom-
mendations, noting the similarity of the
guidelines offered by the various bodies,
with differences only on minor aspects.
It proposes to start with evaluating prod-
ucts according to the guidelines of the
Dutch Health Council, OECD and FDA,
using a case-by-case approach, but rec-
ognising that, given sufficient experi-
ence, categories of products can be indi-
cated for evaluation by simple proce-
dures.

Consumer and labelling issues

Consumer communication is empha-
sised, labelling issues are discussed.

Details:

RIKILT-DLO, PO Box 230
6700 AE Wageningen

Tel: (31) 837075400
Fax: (31) 837017717

Uwnitep KingDOM

Fast TrRACK PROCEDURES FOR CERTAIN
GM.O. RELEASES

Certain types of genetically
modified organisms present low
risk to U K. environment

The UK’s Department of the Environ-
ment has published a Guidance Note
which sets out new procedures for han-
dling applications for releases which are
considered to be low hazard, low risk or
repeat releases. Application for releases
of certain types of genetically manipu-
Iated organisms (GMOs) for research and
development purposes will be handled
within 30 days in a fast track procedure.

Plants and modifications listed
together with criteria for clas-
Sification

The guidance note lists several plants
such as maize, tomato, bean and sun-
flower together with a number of genetic
modifications such as herbicide tolerance
and pest resistance, which are considered
to be low hazard, i.e. they do not possess
inherent characteristics that pose a risk
of damage to the UK environment and
therefore there is no requirement to take
special control measures.

30 day handling time equivalent
to U.S. placing on the market re-
mains at 150 days

The 30-day handling period appears to
be equivalent to the current US Depart-
ment of Agriculture handling time (see
EBIS 3.3, page 38). It remains to be seen
whether other Member States will con-
sider that these plants and modifications
pose low risk or hazard to their environ-
ments. For commercial releases or plac-
ing a product on the market the Commu-
nity approval procedure remains which
lasts a maximum of 150 days (90 days
for the main assessment and 60 days for
clearance from other Member States).

Details:

D.O.E. Biotechnology

Unit

Room B353, Romney House,
43, Marsham Street,

London SWIP 3PY

Tel: (44) 71276 81 87

Fax: (44) 71276 83 33

GENETIC SCREENING — ETHICAL
IssuEs

115-page report; popular ver-
sion follows

The UK-based Nuffield Council on
Bioethics has produced in December
1993 a 115-page report on the above
topic, and intends to publish in 1994 a
shorter, popular version.

Science, issues and recommenda-
tions— e.g. on confidentiality

The report outlines the scientific basis;
the principles of genetic screening and
current programmes in the UK; the pro-
vision of information, informed consent,
and the need for consulting, disclosure
of results, confidentiality, and the diffi-
cult issues which in some cases may lead
to departures (e.g. in the interest of a fam-
ily) from the normal principle of confi-
dentiality to the individual. Here as in
each chapter, conclusions and recom-
mendations are formulated.

Screening in employment and
insurance

Further chapters deal with genetic
screening in employment; in insurance
(a succinct statement of the issues from
the various prospectives); the issues for
public policy, and genetic screening pro-
grammes. On the last, the Council’s rec-
ommendation is:

Genetic screening programmes

“That the Department of Health in con-
sultation with the appropriate profes-
sional bodies formulate detailed crite-
ria for introducing genetic screening
programmes, and establish a central
coordinating body to review genetic
screening programmes and monitor
their implementation and outcome”.

Here as elsewhere, the tone is one of ro-
bust common sense and practicality;
dealing with issues that are real and cur-
rent or imminent, and leaving aside more
speculative issues.

The focus is only on screening for seri-
ous diseases.

The report is available for £ 6.00 ster-
ling (postage included) from:

Nuffield Foundation,
28, Bedford Square,
London WCIB 3EG,
Tel: (44) 71 631 05 66;
Fax: (44) 71 323 48 77
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il]. INTERNATIONAL

WorLd HeaLTH OrRGANE=
ZATION

HEALTH ASPECTS OF MARKER
GENES IN GENETICALLY MODIFIED
PLANTS — REPORT oF A W.H.O.
WORKSHOP

A workshop on the above topic, under
the aegis of the World Health Organiza-
tion and with support from the National
Food Agency of Denmark and the Nor-
dic Council of Ministers, was held in
Copenhagen on 21-24 September 1993.

Dr. F. Kiiferstein, head of Food Safety in
W.H.O., set the workshop in the context
of the work started in 1990 with a Joint
FAO/WHO consultation on assessing the
safety of foods produced by biotechnol-
ogy (see EBIS 4, July 1991, page 13).

Conclusions and recommenda-
tions

The Conclusions and Recommendations
of the report include the following points:

Many genetically modified
plants approaching commer-
cialization

1. Many genetically modified varie-
ties of food plants are approaching
commercialization , so considera-
tion of the health aspects of marker
genes used in plant biotechnology
is timely.

Marker genes: needed for iden-
tification and selection, imprac-
tical to remove

2. There is a need for marker genes
in plant biotechnology to facilitate
identification and selection of
modified varieties following a ge-
netic modification process even
though these genes may have no
function in the product. It is im-
practical at present to remove
marker genes from modified plants
after they have fulfilled their func-
tion.

A

Two antibiotic resistance mark-
ers, a few herbicide tolerance
markers

3. Although a number of different

marker techniques have been in-
vestigated, the number of marker
genes in variecties approaching
commercialization is restricted to
two antibiotic resistance markers
and to a few herbicide tolerance
markers.
This is because of the ease of avail-
ability of these marker systems and
the level of understanding of their
mode of action.

Genes per se not a safety con-
cern, for expressed proteins fo-
cus on function

4. The presence of market genes per

se in food does not constitute a
safety concern. In assessing the
safety of the proteins expressed by
marker genes used in plant biotech-
nology, the focus of the assessment
should be on the function of the
expressed protein rather than its
structure.

Allergenicity? Check source

5. There is no reason to suppose that
marker gene proteins pose a par-
ticular allergenic concern. How-
ever, if the genes are obtained from
a source known to cause food al-
lergy, the allergenicity of the gene
product will need to be investi-
gated.

Nothing to suggest secondary
effects

6. There are no characteristics of
marker genes or their products that
suggest that their site of insertion
into the plant genome will give rise
to additional secondary and/or
pleiotropic effects. The general
safety assessment strategies elabo-
rated by FAO/WHO and OECD
should be applied to the safety as-
sessment of plant varicties contain-
ing marker genes.

EVELOPMENTS

Specific strategies for different
genes

7. Specific strategies would need to
be applied to different categories
of marker genes, such as antibiotic
resistance marker genes, herbicide
tolerance marker genes, and meta-
bolic marker genes.

Towards a “positive list” of
plant marker genes”?

8. At present, it is not possible to de-
velop a positive list of plant marker
genes which did not cause food
safety concems. Nevertheless, such
a list would be valuable and, once
the data become available to enable
such a list to be construcied, this
should be done under the auspices
of an international health agency
like W.H.O.

The report (32 pages) is available on re-
quest from:

Distribution and Sales,
World Health Organization,
Avenue Appia,

1211 Geneva 27
Switzerland

Tel: (41)22 791 07 46
Fax: (41)2279121 11

OECD

SCIENTIFIC ASSESSMENT OF GENETI-
CALLY MODIFIED PLANTS

OECD: risk assessment in the
GNE

The Organisation for Economic Coop-
eration and Development (OECD) has
for several years provided a forum for
24 developed countries to discuss, among
other things, common scientific princi-
ples and concepts for risk/safety assess-
ment and management in biotechnology.
The deliberations of the OECD Group
of National Experts on Safety in Biotech-
nology (GNE) are occasionally enriched
by a volunteer country offering to host a
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workshop, generally on a topic of par-
ticular interest to the host country.

France hosts workshop on as-
sessing genetically modified
plants

As the world’s number 2 agricultural
exporter (after the US) and having a
world class agricultural research estab-
lishment, France has special interest in
promoting the application of modern bio-
technology in this sector. With this back-
ground, France hosted in April 1992 at
Jouy-en-Josas a two-day seminar on
“Scientific Approaches for the Assess-
ment of Research Trials with Genetically
Modified Plants”.

Potato, rapeseed and maize: 3
favourite targets

The papers presented have now been
published by the OECD, The Workshop
focused in depth on just three crop plants,
widely the target of attempts at improve-
ment by genetic engineering:

- Potato

- Rapeseed

- Maize

Towards harmonisation of ap-
proaches

The purpose was to share and compare
experiences with field tests in various
countries, to identify areas of disagree-
ment and consensus, and to encourage
harmonisation of approaches. The sec-
ond day addressed more general issues,
particularly questions conceming the
molecular characterisation of trans-
formed plants and the use of antibiotic
and herbicide resistance genes as
selectable markers. Three consensus
statements emerged from this discussion:

Consensus points:
- “sufficient description?”
- kanamycin OK
- the herbicide, not the gene

1. There is a general consensus that
the evaluation of the potential risk
associated with field tests of
transgenic plants requires a suffi-
cient description of the genetic
modifications of the plant. How-
ever, there are different views as to
what constitutes a sufficient de-
scription of the genetic modifica-
tions.

2. The presentations made and the en-
suing discussions indicated that
there is no experimental evidence
supporting a deleterious effect from
the use of Kanamycin resistance
genes in transgenic plants.

3. Issues and controversies regarding
herbicide resistance genes centre
on the use and management of her-
bicides, rather than on the gene
modifications themselves.

New project on commercialisa-
tion aspects of agricultural crop
plants

The OECD has recently initiated 2
project on the commercialisation aspects
of agricultural crop plants derived
through modem biotechnology.

The focus of the project is on the national
policies of Member countries with re-
spect to oversight/regulation which will
affect the movement of these products
into the marketplace in order to harmo-
nize international approaches.

This project is timely as agricultural bio-
technology emerges as one of the signifi-
cant technologies of the decade and the
promise of products becomes a reality.

Details:

OECD,

2. rue André Pascal,
75775 Paris Cedex 16
Tel: (33)145248200
Fax: (33) 145249767

AUSTRALIA

1. “GENE TECHNOLOGY: ISSUES FOR
AUSTRALIA”

Australian Science and Technology
Council (ASTEC), Occasional Paper n
27, August 1993, 151 pages.

2. “GENE TECHNOLOGY”

A paper prepared by an independent
working group convened by ASTEC for
consideration by the Prime Minister’s
Science and Engineering Council at its
ninth meeting, 29 November 1993, 33
pages.

Positive response to biotechnol-
ogy

These two publications iltustrate the vig-
orous and positive response of the Aus-
tralian authorities to the opportunities
and challenges which bictechnology pre-
sents to their country. The first is aimed
at a broad readership. It gives a well-
written overview of the subject and the
background to the evolution of ASTEC’s
interest and activities since 1982,

Lists, guide and glossary

Useful appendices include address lists,
a guide to genetic engineering, a glos-
sary of terms and a list of research cen-
tres.

Four key issues: regulation,
partnership, wealth, research

Four key issues are presented:
1. Regulation (“.... efficient, effective
and open and which commands the
confidence of both industry and of

the public™).
2. Science, business and community
partnership (“....both formal and

informal channels for dialogue
should be developed...”).

3. Wealth creation (“... ensure that
Avustralia shares fully in the
international development of ge-
netic engineering as well as gener-
ating new products and processes
from Australian ideas... may be
special opportunities for Aus-
tralia... catalyze the reshaping of
our agricultural production indus-
tries... market opportunities in the
.... growth centres of Asia.... stra-
tegic alliances ....”).

4. Rescarch focus and interaction
with industry (“... Structures to
facilitate cooperation .... Adequate
protection of intellectual prop-

erty...”).

Action recommendation for
policy-makers

More succinct, and written for the top
policy-makers, the second report recom-
mends a programme of action involving:
communication and public accept-
ance
* aclear and efficient regulatory sys-
tem
* effective linkage between research
and industry
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Personal commitment by Minis-
ters

On communication, relevant Ministers
are urged to give strong and personal
support, and emphasis is placed on
school curricula, transparency, and a re-
search programme on social and ethical
issues.

Regulation to focus on products,
not processes

On regulation, Ministers responsible for
product regulatory agencies are urged to
review existing regulations and proce-
dures to ensure that there is a clear, timely
and simple path for commercialisation;
that foods produced with involvement of
gene technology be regulated in terms of
the properties of the food products them-
selves, and not of the processes used in
their production,

Guide gene therapy within ex-
isting frameworks

and a regulatory environment and guide-
lines within existing frameworks to pro-
vide guidance for clinical trials and mar-
keting of gene therapy products and pro-
cedures.

Details:

The Manager, Commonwealth
Information Services,
Australian Government Publish-
ing Service, GPO Box 84,
Canberra ACT 2601

USA

BioMmepicaL Etnics iN US PusLic
PoLicy

OTA on bioethics

The US Congressional Office of Tech-
nology Assessment (OTA) has published
in October 1993 a 92-page report on the
above topic. The terms “Biomedical Eth-
ics” and “Bioethics” are used inter-
changeably.

International (30 + countries),
US federal and state experience

The report covers international and na-
tional experience from over 30 countries,
as well as US State initiatives;

Focus on 4 federal initiatives

and focuses particularly on the history
of 4 Federal bioethics initiatives:

- the National Commission for the
Protection of Human Subjects of
Biomedical and Behavioral Re-
search;

- the Ethics Advisory Board;

- the President’s Commission for the
Study of Ethical problems in Medi-
cine and Biomedical and Beha-
vioral Research;

- the Biomedical Ethics Advisory
Committee.

Lessons from the past; relevant
to growing need

It emphasises the relevance of these “les-
sons from the past”, arguing that as the
frontiers of biomedical research and tech-
nology continue to advance, it will be-
come increasingly important for policy-
makers and the public to understand the
ethical implications of such innovation.

6 elements for success or fail-
ure

The report finds from its review of past
history, six specific elements contribut-
ing to success or failure, and therefore
relevant to future strategies:

“....the budget is important, but mandate,
appointing process, bureaucratic loca-
tion, targeted client, and reporting and
response requirements are also key”.

The report is sold by

Superintendent of Documents,
PO BOX 371954
PITTSBURGH

PA 15250-7954

USA

Tel: (1) 202783 3238

Fax: (1)202 5122250

$ 6.00 plus 25% for non-US cus-
tomers. Quote Order Processing
Code *7080; if ordering by credit
card (Visa or Mastercard), in-
clude number and expiry date as
well as signature.




“Dublin Foundation” projects
on implications of biotech for
living and working conditions

“PysLIC ATTITUDES To GENETIC
ENGINEERING: SoME EUROPEAN
PERSPECTIVES”

By Louis Lemkow. European Foundation
for the Improvement of Living and Work-
ing Conditions, Dublin, 44 pp., 6 ECU.

4-country studies financed by
DG XI

This report draws together results from
two studies in the UK, France, Germany
and Spain, financed by the European
Commission’s Dublin Foundation and
DGXI, the Directorate-General for En-
vironment.

The studies were based upon small “fo-
cus groups” with members of the “in-
formed public”, to discuss their attitudes
to various applications of Biotechnology.
The second project used a workshop for-
mat to establish priorities and consensus
among specific interest groups.
Opinion polls superficial;
“qualitative” methods needed

The author argues that while opinion
polls play a significant role in improv-
ing our understanding of public percep-
tions of biotechnology, they can at best
provide only a superficial impression of
the state of opinion on scientific appli-
cations in such areas as genetic engineer-
ing.

Resource methods should include “quali-
tative” methods and should take account
of social and cultural diversity. Lemkow
suggests that the agenda for future analy-
sis could include:

Suggestions for future analysis

- Documentation of preferences and
not only attitudes among different
groups of the “public”.

- Clarification of the relationship be-
tween the so-called “underlying”
attitudes to science in general and
perceptions of biotechnology.

F.=CEIVED

- The need to distinguish more clearly
attitudes to different applications of
biotechnology: food, therapeutics,
agriculture, environment or indus-

try.

- Analysis of the (in)stability of pub-
lic perception of biotechnology
over time.

- The need to take into account spe-
cific concems: ethical, safety and
health questions.

Public fora, ways to involve the
public in policy

The studies conducted in the four coun-
tries stressed that public attitudes to ge-
netic engineering are ambiguous and
complex.

The author advocates public fora to bring
together the plurality and diversity of
views and interests, and urges considera-
tion of mechanisms which would “put the
public back into policy”.

The book can be ordered from the Foun-
dation at:

Loughlinstown House,

Shankill,

Co-Dublin,

Ireland

Tel: (353).1.282.68 88
Fax: (353) 128264 56

Or from the:

Office for Official Publications of the
European Communities, Luxembourg
and its national sales offices.

B1otEcHNOLOGY RELATED TO HUMAN
BEINGS

Readable report for Parliament;
legislation in 1994

This 90-page document, attractively il-
lustrated and well laid out for ease of
reading, is an English-language summary
of a report presented to the Norwegian
Parliament by the Government in March
1993 and debated in June that year.

The Ministry of Health and Social Af-
fairs is now preparing legislation to im-
plement the Government’s proposals
(which were almost all accepted), and
these will be presented to Parliament in
Spring 1994,

Balance between restraint and
new possibilities

The report emphasizes balance, the need
to practice restraint being weighed
against the possibilities created by devel-
opment. The government’s main objec-
tive is to use modern medical expertise
and technology in the best interests of
mankind, within ethical boundaries laid
down by society. Distinctions have to be
drawn between that which is ethically de-
fensible and that which must be aban-
doned as questionable and undesirable.
Such distinctions may have to be re-
viewed as research will continually lead
to change.

Range of ethical topics — gene
testing, therapy, etc.

The usuval range of ethical and value-
laden topics is reviewed — genetic test-
ing, prenatal diagnosis, gene therapy —
including consideration of matters such
as the use/abuse of genetic information
and the scope or limitation of patents. Ex-
planations are short but clear, in each case
leading to statement of government’s
current view and intentions.

Government intentions; interna-
tional experience

There is extensive reference to interna-
tional practice and ongoing discussions
and legislative developments in the Nor-
dic Council, the European Union and the
Council of Europe.

Copies of the document can be obtained
on request (while stocks last) from:

Ministry of Health and Social
Affairs, ‘
P.O.Box 8011 DEP,

N-0030 OSLO, Norway

Fax: +4722349575
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