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Aanvulling
ZIENSWIJZE EN BEZWAARSCHRIFT

Ook te lezen op http://www.gentechvrij.nl/basefziens.html
per e-mail verzonden aan BGGO@)rivm.nl

Lelystad, 9 december 2011.
De Staatssecretaris van lenM
De heer J. Atsma
T.a.v. RIVM/SEC/Bureau GGO
Postbus 1

3720 BA Bilthoven

Geachte meneer Atsma,

Betreft; een aanvulling op onze zienswijze, bedenkingen en bezwaar van 1 december jl , al eerder
aangetekend opgestuurd, tegen:

de vergunningaanvraag van BASF Plant Science te Ludwigshafen voor introductie in het milieu
van genetisch gemodificeerde organismen

Vergunningsaanvraag BASF Plant Science

Op 02-09-2011 heeft het Ministerie van Infrastructuur en Milieu (hierna: lenM) van BASF Plant
Science te Ludwigshafen een vergunningsaanvraag op grond van het Besluit genetisch
gemodificeerde organismen milieubeheer (hierna: Besluit ggo) ontvangen voor introductie in het milieu
van genetisch gemanipuleerde organismen. De aanvraag is geregistreerd met het kenmerk PorM/RB
IM 11-005.

De aanvraag betreft kleinschalige werkzaamheden met genetisch gemanipuleerde aardappelplanten
met een verminderde vatbaarheid voor Phytophthora infestans. De werkzaamheden zijn voorgenomen
plaats te vinden in de gemeente Steenbergen, in de omgeving van Dinteloord.

Op grond van het Besluit ggo dient de Staatssecretaris van lenM, in overeenstemming met de
Staatssecretaris van Economische Zaken, Landbouw en Innovatie op deze aanvraag te beslissen.
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In onze zienswijze wezen we o0.a. op het volgende:

Twaalfde opmerking:

Uitspraak verplichting openbaarmaking

De kaart betreffende de proeflocaties is dit keer keurig aangeleverd, alleen vinden we
nergens een postcode en het exacte adres van de bijbehorende boerderijen en zijn de
velden voor een catagorie 1 proef te onduidelijk (een vierkantje geeft de

desbetreffende gemeente aan, een willekeurig rondje of een gele veeg over het gehele
gebied waar dan ergens een proefveld in schijnt te liggen) en te globaal weergegeven.

2.6.1. Het Hof van Justitie heeft in het arrest, in het dictum onder punt 1, voor recht
verklaard:

"De "plaats van introductie" in de zin van artikel 25, vierde lid, eerste streepje, van
richtlijn 2001/18/EG van het Europees Parlement en de Raad van 12 maart 2001 inzake
de doelbewuste introductie van genetisch gemodificeerde organismen in het milieu en tot
intrekking van richtlijn 90/220/EEG van de Raad, wordt bepaald door alle informatie
over de locatie van de introductie die de kennisgever verstrekt aan de bevoegde
autoriteiten van de lidstaat op het grondgebied waarvan deze introductie zal
plaatsvinden in het kader van de procedures van de artikelen 6 tot en met 8, 13,
17, 20 of 23 van deze richtlijn.”

2.6.2. Het Hof van Justitie heeft over de transparantieregeling van de richtlijn
2001/18/EG, die wordt weerspiegeld in artikel 9 en in de artikelen 25, vierde lid, en 31,
derde lid, van die richtlijn, in punt 31 van het arrest overwogen dat, zoals de advocaat-
generaal in de punten 45 en 48 van haar conclusie heeft opgemerkt, uit die bepalingen
volgt dat de daarin vermelde rechten nauw verweven zijn met de informatie die dient te
worden verstrekt in het kader van de kennisgevingsprocedure die overeenkomstig de
artikelen 5 en 8 van richtlijn 2001/18 moet worden gevolgd voor elke doelbewuste
introductie van genetisch gemodificeerde organismen voor andere doeleinden dan het in
de handel brengen ervan.

http://www.raadvanstate.nl/uitspraken/zoeken_in_uitspraken/zoekresultaat/?zoeken_veld=200802830/
1/M1&verdict_id=xfMMyaR8YPM%3D

Wij verwezen ook naar:

deze uitspraak van 6 september 2011 van het Europese Hof van Justitie: NOTE: ECJ file available at
http://curia.europa.eu/jurisp/cgi-bin/form.pl?lang=FR&Submit=Submit&numaff=C-442/09

Zie ook http://www.vilt.be/Weerstand_ggos_laait_op_na_honing_arrest_van_EU_hof

EXTRACT: "Zero tolerance must mean just that: traces of GMOs, no matter how small, cannot be
tolerated. The European Commission should revise its GM legislation to take account of the interests
of consumers and food producers, and not the biotech industry."

Deze nieuwe uitspraak van het Hof van Justitie geeft aan, dat sporen van gentech materiaal, hoe klein
ook niet zonder meer kunnen worden getolereerd. Geéxtrapoleerd naar deze zaak zouden we
kunnen stellen, dat dus ook als er gentech materiaal van de aardappel op welke manier dan
ook verspreid wordt, dit inhoudt dat de proef niet gehouden mag worden. De uitspraak over
besmette honing geeft impliciet aan dat de introductie van GMO in het milieu in strijd is met artikel 1,
1st protocol, het recht op ongestoord genot van eigendom, Artikel 5 recht op vrijheid en veiligheid en
Artikel 8 recht op integriteit van het lichaam.
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In aanvulling hierop sturen wij u 3 zeer belangrijke bijlagen, die u in het geheel als ingelast
dient te beschouwen. U dient hierbij te weten, dat de gentech aardappelen in kwestie de code
P880 hebben.

Wij dringen er nogmaals bij u op aan, alsnog negatief te beslissen op de aanvraag van IM 11-005.

Hoogachtend,

Miep Bos,

Lelystad
miep@gentechvrij.nl
www.gentechvrij.nl

De Gentechvrije Burgers, Europees Consumentenplatform (= the European GMO-free Citizens,
waarvan ik woordvoerster ben).

Boeren en inwoners Dinteloord
Stichting Ekopark Lelystad

Stichting Natuurwetmoeders Almere
Stichting VoMIGEN Rotterdam

Bezorgde burgers

CC Tweede Kamer per e-mail

info@suikerunie.com

Media per e-mail

3 Bijlagen

1 BASF vervuilt eigen akkers met illegale gentechpiepers

Gepubliceerd door: Diederick Sprangers op: 06.09.2010 16:29

2 Representation from Friends of the Earth on application for a part B consent from BASF Plant

Science to release genetically modified potatoes with improved resistance to Phytophthora infestans
(Application Reference 07/R42/01)

3 - Forwarded Message -----
From: TWN Biosafety Info <news@biosafety-info.net>
Sent: Tuesday, December 6, 2011 12:14 AM

Title : Studies on GMO Risk Assessment
Date : 06 December 2011
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BASF vervuilt eigen akkers met illegale gentechpiepers
Gepubliceerd door: Diederick Sprangers op: 06.09.2010 16:29

Maandenlang hebben illegale gentechaardappelen ongemerkt op Zweedse akkers gestaan. Een
dochteronderneming van chemieconcern BASF heeft, naar het lijkt, pootaardappels met elkaar verwisseld.
Greenpeace ziet dit incident als een belangrijke waarschuwing voor de Nederlandse overheid, die vooralsnog
meent dat genetisch gemanipuleerde aardappels prima te scheiden zijn van gangbare of biologische exemplaren.

Door de verwisseling zijn velden met de legale gentechaardappel Amflora, die sinds dit voorjaar ook in Nederland
is toegestaan, vervuild geraakt met de experimentele Amadea. Deze gentechpieper is nooit volledig getest op zijn
mogelijke risico voor mens en milieu. De Zweedse autoriteiten eisen dat de akkers onmiddellijk opgeschoond
worden en vragen ook om onderzoek naar vergelijkbare akkers in Duitsland en Tsjechié.

“Niemand weet wat de gevolgen van een grotendeels ongetest gentechgewas in het open veld zijn”, stelt Herman
van Bekkem, campagneleider duurzame landbouw bij Greenpeace. “Dit is het eerste jaar dat de Amflora wordt
geteeld. We zien nu al dat nota bene BASF zijn eigen piepers niet uit elkaar kan houden.
Gentechaardappels op Nederlandse akkers zouden ervoor kunnen zorgen dat boeren geen garantie meer
kunnen geven van een gentechvrije oogst.”

Het gaat hier allerminst om een geisoleerd voorval [1]. Onlangs nog moesten in Duitsland duizenden hectaren
illegale gentechmais vernietigd worden, omdat de natuurlijke zaden vervuild waren geraakt. “Met het
enthousiasme van de Nederlandse regering over de teelt van gentechgewassen op onze akkers, is de kans groot
dat we dit soort vervuiling van gewassen ook in ons land gaan zien”, stelt Van Bekkem.

De Nederlandse pootgoedsector is een van de belangrijkste ter wereld. Vervuiling met gentechaardappels, legaal
of illegaal, zou een enorme strop zijn voor boeren en veredelaars. "Minister Verburg zou zich moeten inspannen
om de keuzevrijheid en de reputatie van de Nederlandse gentechvrije pootgoedsector te beschermen. Ze moet er
bij de Europese Commissie voor pleiten een pas op de plaats maken wat betreft de toelating van nieuwe
gentechgewassen, totdat we alle gevolgen van dit soort planten kunnen overzien.”

Verwijzingen:
[1] Greenpeace houdt in samenwerking met Genewatch UK het GM Contamination Register bij, waarin gevallen
van gentechvervuiling worden gedocumenteerd: www.gmcontaminationregister.org

Alles van:
http://www.gentech.nl/alle_berichten/landbouw/basf_vervuilt_eigen_akkers_met_illegale_gentechpiep
ers
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Bijlage 2

Friends of
the Earth

April 2007

Representation from Friends of the Earth on application for a part B consent
from BASF Plant Science to release genetically modified potatoes with
improved resistance to Phytophthora infestans (Application Reference
07/R42/01)

Friends of the Earth inspires solutions to environmental problems, which make life
better for people

Friends of the Earth is:

« the UK’s most influential national environmental campaigning organisation

* the most extensive environmental network in the world, with around 1 million
supporters across five continents, and more than 70 national organisations
worldwide

* aunique network of campaigning local groups, working in more than 200
communities throughout England, Wales and Northern Ireland

» dependent on individuals for over 90 per cent of its income.

Friends of the Earth objects to this application from BASF Plant Science to experimentally
release blight resistant genetically modified potatoes into the environment of the East Riding
of Yorkshire.

Our grounds for objection are as follows:
GM contamination

Although commercial potatoes are propagated via tubers, true potato seed production can
also occur, and while not affecting the current tubers, it can create GM volunteers in future
crops. Rates of outcrossing recorded under field conditions for potatoes range from 0 to

1

20%, with both wind and insect pollination likely to be involved . Some studies have detected
2
pollen up to 20m from the source , but one study recorded outcrossing levels of 31% at

1000m, thought to be due to pollen beetless.

Of the three varieties BASF will be using in the trials, P835 and P880 produce abundant
flowers, while P698 is middling. P880 frequently sets berries, P835 sets few, and P698
rarely does, but no information on the viability or longevity of the seeds is given.

1

Treu R & Emberlin J (2000). Pollen dispersal in the crops maize (Zea mays), oilseed rape (Brassica napus ssp
oleifera), potatoes (Solanum tuberosum), sugar beet (Beta vulgaris ssp. Vulgaris) and wheat (Triticum aestivum).
Evidence from publications. A report for the Soil Association from the National Pollen Research Unit.
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2
Eastham K & Sweet J (2002). Genetically Modified Organisms (GMOs): The significance of gene flow through
pollen transfer. European Environment Agency

3
Skogsmyr, I. (1994) Gene dispersal from transgenic potatoes to conspecifics: A field trial. Theoretical and
Applied Genetics 88: 770— 774.

Groundkeeper control will be crucial to prevent contamination. True seed,
unharvested tubers and damaged tuber pieces can all sprout in the following year to
produce weed plants in subsequent crops, which will in turn produce small tubers
which can persist to contaminate crops in future years. Control with herbicides is
difficult in any following broad leaved crops. BASF say that groundkeepers will be

quickly killed by frosts, but as a 2002 European Environment Agency report4 explains,
“in recent years, the combination of reduced herbicide rates throughout the rotation
due to declining arable margins, a succession of mild winters and the use of vigorous
potato varieties has increased the numbers of volunteer potatoes.”

Friends of the Earth therefore objects to this application for growing experimental GM
potatoes in the open air on the basis that it will be very difficult to prevent them
contaminating other non-GM potato crops. Should Defra give the go ahead for these
trials, strict measures must be put in place to ensure that these experimental potatoes
cannot contaminate future crops via groundkeepers or volunteers derived from seed
production. Nearby potato crops must also be protected from pollen transfer from the
GM potatoes. As a minimum, Defra must require that the flowers be removed to
prevent pollen dispersal, and repeated harvesting to ensure as far as it possible, that
all groundkeepers are removed.

Local economic and environmental impacts

An important issue that BASF has failed to consider in its application is the impact
these trials would have on local farmers. One particular example is the issue of borage
production. Borage is grown in the local area. It’s a high value crop grown for food

supplements (starflower oil), worth between £1800 and £2300 per tonnes. Farmers and
beekeepers have a mutually beneficial relationship where beekeepers bring their hives
into the borage fields so the bees can collect the nectar to produce borage honey, and
the bees help pollinate the borage crops. However, beekeepers are reluctant to bring
their hives into the area if a GM potato crop is going to be grown because they are
worried about GM pollen from the trials contaminating their honey. The British
Beekeepers Association recommends beekeepers maintain a distance of 6 miles from
any GM ftrials. If beekeepers don’t bring their hives into the borage fields, this could
affect the yields and therefore have a significant negative economic impact on local

farmersG.

Bees provide important pollination functions for other crops, as well as other non-
crop plants. No consideration has been taken by BASF or ACRE of the environmental
or economic impact if beekeepers do not bring their hives into the area around the
proposed trial site. This issue must be thoroughly investigated including detailed
discussions with local farmers who have so far been excluded from this process.
Friends of the Earth understands that when BASF submitted its application to Defra, it did not
disclose the 6-figure grid reference, and is not required to do so until a minimum of a week
before planting commences. This means that any environmental risk assessment carried out
?y ACRE will fail to take into account the specific local

Eastham K & Sweet J (2002). Genetically Modified Organisms (GMOSs): The significance of gene flow through
pollen transfer. European Environment Agency

5
http://www.nnfcc.co.uk/downloadDataFile.cfm?name=nnfcclibrary/publications/SEEDA Final Report.pdf

6
http://www.bbka.org.uk/articles/bbka_statement_gmos.php
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conditions. A Dutch court has recently ruled that BASF trials of the same blight
resistant potato had been given the go-ahead illegally and ordered their permits to be
destroyed. The judge found that BASF had failed to provide the specific locations of
the trials to allow the Dutch government to carry out a proper environmental risk
assessment. It is unacceptable that the UK does not require a local risk assessment to be
carried out which would reveal precisely those issues important to local environment and
economy such as those of the borage farmers. Defra should require BASF to supply the six-
figure grid reference to enable the public to provide more detailed and specific comments,
and ACRE to conduct a thorough and relevant local risk assessment.

Safety

No evidence is provided in the application to rule out unexpected effects due to the
GM insertion, and no safety data is provided on the potatoes. Yet experimental GM
potatoes have resulted in entirely unpredicted outcomes in the past — for example a
potato modified to have low levels of the NAD-malic enzyme showed increase starch

.
content, which the researchers could not explain . And an attempt to introduce yeast
and bacterial genes into potatoes to increase starch content actually reduced starch
content and produced unexpected compounds due to disruption of the plant

metabollsm Research on GM potatoes modified to produce GNA Iectln suggested

impacts on the gastrointestinal tract of rats, provoking scientific controversy ,yetno
follow up research has ever been carried out.

Although BASF do not intend for these potatoes to enter the food chain, and crops are
intended to be destroyed at the end of the trials, there is no guarantee that GM potato
materials will not contaminated future potato crops grown on or near the site. The
experience of LL601 rice in the USA, where an experimental GM rice line has
contaminated worldwide rice supplies, illustrates that these experiments are not
always containable. Rice, like potatoes, has always previously been considered a ‘low
risk’ GM crop for contamination, due to the low levels of cross pollination expected.
Yet recent events would indicate that even ‘low risk’ crops can be involved in serious
GM contamination incidents. Because BASF has provided no safety data on these
blight resistant potatoes, the company would be unable to provide assurances to
Defra or to the public that they would be safe in the event of a contamination incident.
Friends of the Earth does not believe that these open-air GM trials should go ahead,
but should permission be granted then publicly available safety data would help to
provide reassurance in the event of a contamination incident similar to the US
experience. Furthermore, reference material should be provided by BASF to allow
monitoring and testing of neighbouring potato crops for any contamination.

Lack of need

Genetic modification is not the only way of producing blight resistant potatoes —
breeding programmes have already produced a range of blight-resistant potatoes that
are currently in use in the UK, and there are many more in the pipeline. The Sarvari
Research Trust has developed the Sarpo blight-resistant varieties which are
performing well in UK trials and taste tests. Of the 120 current varieties on the National
List that

7

BBSRC Business, Jan 1998. “Making crops make more starch” p6-7
8

Gura, T (2000) Reaping the plant gene harvest. Science 287 412-414
9

Ewan, S.W.B. & Pusztai, A. (1999) Effect of diets containing genetically modified potatoes expressing Galanthus
nivalis lectin on rat small intestine. The Lancet 354: 1353-1354.

10
The Royal Society (1999) Review of data on possible toxicity of GM potatoes.
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have been field trialed by NIAB, 24 (20%) have good resistance for both foliar blight
resistance and tuber resistance. Ten score very highly for both.

Phytophthora infestans is constantly mutating, existing as a large population with
much genetic variation. Some blight resistant potatoes may have only short-lived
resistance, while some individual varieties can last for several decades —the rate at
which the pathogen can overcome resistance is impossible to predict. A single
genetically modified variety of potato may not therefore offer along-term solution for
late blight. Plant breeders need to stay one step ahead of the pathogen, and given the
tight regulations around the deliberate release of genetically modified organisms, and
long periods of time required for approval, traditional breeding may in fact offer a
speedier option.

Furthermore, it is unclear what level of reduction in fungicide use GM blight-resistant
potatoes would actually deliver. Figures on reasons for use of fungicides do not
appear to have been collected since 1998, when blight accounted for just 34% of

fungicide use for ware potatoesll. The genuine level of reduction of fungicide use
must be investigated before any approval is given for these trials. There is also a
significant discrepancy between what BASF claims blight costs farmers in crop losses
(£50 million perl>2/ear), and the figures cited by the British Potato Council (up to £3

million per year ). This discrepancy should be investigated by Defra as it is
disingenuous if BASF are basing their claims of the supposed benefits of GM blight
resistant potatoes on inaccurate data.

Lack of demand

Consumers have made it clear that they do not want to eat genetically modified food in
numerous surveys, debates, and by voting with their feet — supermarkets have
removed almost all genetically modified foods from their shelves due to consumer
demand. The latest Eurobarometer poll reports that "Europeans think that GM food
should not be encouraged. GM food is widely seen as not being useful, as morally

unacceptable and as arisk for soc:iety"13

It is unclear who BASF expects to eat these GM potatoes should they eventually make
it onto the market. These trials therefore represent an unnecessary risk to the
environment and could threaten the integrity of GM-free potato supplies in the UK.

Consideration of public comments

Friends of the Earth is concerned about the lack of consideration given to public
comments received during the public consultation for the BASF application for GM
trial sites in Cambridge and Derbyshire (Ref...). We understand that all responses
received by Defra raised objections to the trials. Despite this, Defra gave consent in
December 2006 and imposed weak conditions that failed to address the concerns
outlined in the objections.

Conditions
Frlends of the Earth objects to this application, and urges Defra to reject it.

Garthwalte DG & Thomas MR (1998). Pesticide Usage Survey Report 159: Arable crops in Great Britain 1998.
PUSG/CSL. http://www.csl.gov.uk/science/organ/pvm/puskm/arable1998.pdf

12
http://www.potato.org.uk/media_files/FAB_GAs/0loutgradehygiene2005.pdf
13
http://www.ec.europa.eu/research/press/2006/pr1906en.cfm
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We are very concerned that the conditions listed by Defra in the consent for the Cambridge
site are weaker than those imposed by the Irish Environmental Protection Agency,
particularly the failure to require post market monitoring by an independent body; the failure
to require safety tests before outdoor planting commences; the failure to require monitoring
for pollen movement; and the failure to require the removal of berries. By imposing weak
conditions on the trial in Cambridge, Defra has made it cheaper and easier for BASF to grow
its GM potato trials in the UK. It is not the job of Government to ease the path of the
introduction of GM crops into the UK, but instead it should insist on the highest levels of
protection for the environment, health and the local economy as a priority.

Should Defra grant the consent, very strict conditions must be imposed, including:

- Detailed written instructions and procedures for trial management, which must include:

O

o
o

Removal of flowers prior to pollination (NIAB staff have confirmed that this is
possible but they have not been required to do so by ACRE for the Cambridge
site14)

A separation distance of 1.5km between the trial and the nearest non-GM potato
crop, including allotments or gardens.

Complete removal of tubers post-harvest with measures to minimise any
remaining tubers

Complete destruction of both GM and non-GM potatoes post-harvest

Secure storage separate from non-GM potatoes prior to planting and after harvest,
with detailed and accurate record-keeping

Thorough cleaning of all farm machinery and equipment after sowing, field
operations and harvesting

Checking of all vehicles used for transport to ensure no spillage can occur

Planting of a spring cereal crop after the trial and complete destruction of any
sprouting tubers with herbicide

Trial site must be monitored post-harvest by an independent body for eight years
for any sign of emergence of groundkeepers or true potato seed

Planting of commercial non-GM potatoes in trial area prohibited for ten years

Trial site must be secured to prevent wild mammals entering the site

- A requirement for BASF to provide a validated protocol for identification of the GM traits,
together with positive and negative control samples

- Post release monitoring, by an independent body, of impacts on biodiversity, gene and
pollen flow, and persistence of tubers and true potato seed.

- Strict liability on BASF for any economic losses incurred by farmers, or any damage to the
environment or human/animal health as a result of the trials.

All costs arising from the conditions must be borne by BASF, not the British taxpayer
14
Meeting held on 26 March 2007 between NIAB, BASF and local residents.

http://www.foe.co.uk/resource/consultation_responses/gm_potato_objection.pdf
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Bijlage 3

----- Forwarded Message -----
From: TWN Biosafety Info <news@biosafety-info.net>
Sent: Tuesday, December 6, 2011 12:14 AM

Title : Studies on GMO Risk Assessment
Date : 06 December 2011

Contents:

THIRD WORLD NETWORK BIOSAFETY INFORMATION SERVICE
Dear Friends and colleagues,

RE: Studies on GMO Risk Assessment

We wish to highlight two recent scientific studies which critically scrutinize the practice and approach
taken by the authorities in conducting risk assessments on GMOs in the European Union.

Recommendations are also put forward to improve the practice of assessing GMOs as well as to
change regulations where necessary in order to require more comprehensive risk assessments to be
carried out.

Both studies can be downloaded for free at their respective links provided below.

Third World Network

131 Jalan Macalister,

10400 Penang,

Malaysia

Email: twnet@po.jaring.my

Website: www.biosafety-info.net and www.twnside.org.sg

To subscribe to other TWN information lists: www.twnnews.net

ltem1

Full document at: http://www.enveurope.com/content/23/1/33

Scrutinizing the current practice of the environmental risk assessment of GM maize applications for
cultivation in the EU

Marion Dolezel (1)*, Marianne Miklaul, Angelika Hilbeck (2), Mathias Otto (3), Michael Eckerstorfer
(1), Andreas Heissenberger (1), Beatrix Tappeser (3) and Helmut Gaugitsch (1)
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Abstract

Purpose

The prevailing controversies on the potential environmental risks of genetically modified organisms
[GMOs] still fuel ongoing discussions among European Union [EU] member states, risk assessors,
applicants and scientists, even several years after the commercial introduction of GMOs. The
disagreements mainly derive from the current risk assessment practice of GMOs and differences in
the perceived environmental risks. Against this background, the aim of this study was to scrutinize
the current practice of environmental risk assessment [ERA] of several GMO applications currently
pending for authorisation in the EU.

Methods

We analysed the data presented for three assessment categories of the ERA of genetically modified
[GM] maize applications for cultivation in the European Union: the agronomic evaluations and the
assessments of the effects of GM maize on target organisms and of its potential adverse effects on
non-target organisms.

Results

Major shortcomings causing considerable uncertainties related to the risk assessment were identified
in all three categories. In addition, two principles of Directive 2001/18/EC are largely not fulfilled -
the consideration of the receiving environment and the indirect effects, as mediated, e.g. by the
application of the complementary herbicide in the case of herbicide-tolerant GM maize.

Conclusions

We conclude that the current practice of ERA does not comprehensively fulfil the scientific and legal
requirements of Directive 2001/18/EC, and we propose improvements and needs for further
guidance and development of standards. The recommendations address likewise applicants, risk
assessors as well as decision makers.

Item 2
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Abstract
Purpose

Since more than 25 years, public dialogues, expert consultations and scientific publications have
concluded that a comprehensive assessment of the implications of genetic engineering in agriculture
and food production needs to include health, environmental, social and economical aspects, but only
very few legal frameworks allow to assess the two latter aspects. This article aims to explain the
divergence between societal debate and biosafety legislation and presents approaches to bring both
together.

Main features

The article reviews the development of biosafety regulations in the USA and the EU, focussing on
diverging concepts applied for assessing the risks of genetically modified organisms (GMOs).

Results

The dominant environmental risk assessment methodology has been developed to answer basic
guestions to enable expedient decision making. As a first step, methodologies that take into account
complex environmental and landscape aspects should be applied. Expanding the scope of risk
assessment, more holistic concepts have been developed, for example the Organisation for
Econonomic Co-operation and Development (OECD) concept of systemic risks which includes socio-
economic aspects. International bodies as the OECD, the Convention on Biological Diversity (CBD)
and the European Union (EU) have developed the Strategic Environmental Assessment (SEA) as an
instrument that includes the additional aspects of risk assessment as demanded by many
stakeholders. Interestingly, there had been no attempts yet to link the existing frameworks of GMO
risk assessment and SEA.

Conclusions
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It is recommended to adapt current models of SEA to assess the systemic risks of GMOs. It is also
suggested to revise the EU GMO legislation to promote the inclusion of SEA elements.
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Website: http://www.gmwatch.org

Profiles: http://www.powerbase.info/index.php/GM_Watch:_Portal

Twitter: http://twitter.com/GMWatch

Facebook: http://www.facebook.com/pages/GMWatch/276951472985?ref=nf
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