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The EJC decision on MON810 maize pollen in Bavarian honey

On the &' of September the Court of Justice of the Europdwion (ECJ) made a judgement
in case C-442/09 regarding the case Karl Heinz @alsind Others v. Freistaat Bayern
concerning the presence of pollen from the genéticgodified Monsanto maize MON810 in
the honey produced by Herr BabfBkHoney produced on Herr Bablok's farm was found to
contain pollen from MON810 which was cultivated, aadistance of 500m from the farm
owned by the Bavarian State.

The decision document of one single page, whichrigally void of scientific facts; such as
for example the % of pollen actually present in H@ablok's honey (cited a&s/ ery small
amounts of MON 810 maize DNA”")t would have been scientifically useful to knofey
example,the sampling methods, the detection methods, tlits used to measure this, the
reproducibility of the results, and the qualificets of the detection laboratory. From the
information present in the decision document, whatECJ discloses &gery small amounts
of MON 810 maize DNAtould simply be the QPCR machine background. énceise of pollen
(as distinct from honey) collected by Herr Babltie ECJ does provide a figure of 4.1% (as
a MON 810 maize DNA proportion of the total maiz&&) but, as above, provides no
scientific justification, and no confidence levéils justify this percentage.

Relevant GM O Regulations

As the judgement correctly states, two EC regutatimay be relevant to this case:

1) Directive 2001/18/EC on genetically modified organisms (GMQOshich provides that
such organisms may be released deliberately irgcettvironment or placed on the market
only when prior authorisation has been given.

With reference to Directive 2001/18, the ECJ codetli that MON810 pollen has lost its
ability to reproduce and is totally incapable adnsferring the genetic material which it
contains. Thus it no longer comes within the saofpeeing considered an organism (and thus
also not a genetically modified organism). Thustebiive 2001/18/EC is not considered
relevant by the ECJ.

2) Regulation (EC) No 1829/2003 on genetically modified food and feashich provides
that GMOs for food use, foodstuffs containing ongisting of GMOs, or foodstuffs produced
from ingredients, produced using or containing GM@ast be authorized before being
placed on the market.

From the available decision document, no discusseems to have been initiated regarding
the fact that MONB810 is the only maize approvedféad, feed and cultivation in Europe and
that it has been cultivated and approved as satbé¥C for cultivation and food and feed,
since 1989. Thus, all Mon810 derived produce, enesidues and dusts, including pollen
from MONS810 may implicitly legally be found in tteer we breathe and on the lettuce we eat.
Bees may visit maize plants or other plants upoithvWON810 pollen has fallen. It is thus
biologically and logically not surprising that beasid thus their honey, may come in contact
with MON810 pollen, as they do with all other kinofspollen.



With reference to Regulation (EC) No 1830/2003 Ht&J concluded that products such as
honey and food supplements containing such poll@mstdute foodstuffs which contain
ingredients produced from GMOs within the meaning of the ragjoh. This definition of
pollen as an ingredient of honey and not as a aktamponent is a new juridical step of
considerable importance.

An alternative possibility would have been to judige presence of pollen (GM or otherwise)
in honey to be ‘adventitious and technically unaabie’, which would have avoided the
considerable problems discussed below. The conoéptadventitious and technically
unavoidable presence’ of GMO or derived producisigortant for Regulation 1829/2003 in
determining whether labelling of products contagniless than the labelling threshold of
0.9% of approved GMOs, is neces$ar) Thus, for example, cargoes of maize arriving in
Europe do not require labelling if:

1) the % of approved GMO is less than 0.9% threshwoledaSured as theaploid genome
equivalent (HGE) definition of DNA copies recommeddby the (EC) 787/2004). In this
particular case, the threshold for labeling of MQR&ollen would be expressed a % of the
total maize pollen in the honey.

AND

2) it can be demonstrated (on each occasion) thatGM® presence isadventitious and
technically unavoidable’. In this case the ‘advemtis and technically unavoidable’
nature of the GMO pollen seems evident, since #eKeeper does not instruct his
bees as to which pollen is desirable and as beesoflecting honey components over
about 30 krf

Honey thus now becomes an exception to this rule‘adiventitious and technically
unavoidable presence’, since the ECJ has decidadpibilen is not a foreign substance or an
impurity, but rather a normal component of honeithvhe result that it must indeed be classified as
an ‘ingredient. Under this interpretation, the pollen, as anréajent, would be classified as being
produced from GMOs and would need authorizatiopeténcorporated into honey. The ECJ considers
that the concept ofadventitious and technically unavoidable presensetoncerned with
labelling of products that are already authorizatiere MON 810 pollen is nofthe ECJ
further insists that such prior authorization isessary irrespective of the proportion of GM materi
in the product.

Professor Moritz Hagenmey&ra legal partner of Krohn Rechtsanwalte (Hambouras
criticized the legal basis of the ECJ ruling, simtéhis opinion,“pollen in honey, unless it
was intentionally - and unlawfully - added by thanmafacturer can certainly be considered a
component or even a contaminant or residue, tater an ingredient.” According to
Professor Hagenmeyer, the Labelling Directive 20B(EC will soon be replaced by the new
Food Information Regulation containing a new défm of “ingredient’ and stating
explicitly that “residues shall not be consideresliagredients”.

EFSA® was asked, by the EC, for a rapid scientific aminon the presence of MON810,
pollen in honeyln a preliminary communication, EFSA stated thite EFSA GMO Panel
considered the safety of maize MON810 pollen botfood, for example when present in
honey, and as food, when pollen is consumed djrettie Panel had previously concluded
that maize MON810 is as safe as non-GM maize agr@fitre advises that it is unlikely that
pollen derived from MON810 would raise specific @ams as a result of the genetic
modification”. However, according to EFSA, MON810 pollen in hpmeas not included in
the original scope of the authorization application maize MON810, meaning that honey
containing the GM pollen in honey became illegdlofwing the court ruling. A full scientific
opinion has not yet appeared on the EFSA web sitatlshould be remembered that the
EFSA opinion is a science-based food-safety detisuhile the ECJ considers EC legislation
and professes no expertise on science or foodysafe



Curiously, while the ECJ decision has been ampiyroented upon by the anti-GMO NGOs
(not cited), there is no comment to be found onMie&santo web site, nor upon the CropLife
web site which is sponsored by the plant bioteabgyindustry.

Answers to written questions have been requestdtefzuropean United Left/Nordic Green
Left (GUE/NGL)(G' D which, according to Wikipedia, groups togetherdp@an leftist parties
(socialists, anticapitalists, antiliberals, ecotalists, communists and post-communists.
Answers have been provided by EC DG-Sanco Comnnissipalli ©, but, here, the purpose
of these seems to avoid answering the questiottspovide bland all-purpose answers.

Further implications

Only two GMOs are authorized for cultivation: theoiMsanto MON810 for food and animal
feed and the BASF Amflora potato for industrial .uBeth of these have the potential to be
incorporated into honey by foraging bees and netilage a specific authorization for use in
honey. In third countries, many GM-crops are calid and, likewise, the presence of GM-
pollen in honey is probable. Europe is not selfisigint in honey production. It produces
200,000 tonnes per year and must import an additi@40,000 tonne mainly from South
America and China both of which cultivate GMOs that not approved in the EU.

The ECJ decision makes authorization of honey contg GM material obligatory. This
applies not only to the honey made by Herr Babldléss near GM fields in Bavaria, but to
all honey produced in the EU and all honey impoiteéd the EU. Honey produced in EU
member states that do not cultivated GMOs wouldetimeless require GMO quantification
and authorization since it cannot be pre-suppaséd (GMO-free. The relative costs of GMO
guantification in honey are considerable and fajobd that which might be supported by
amateur, and probably professional, bee-keepers b€k-keepers must thus pass these costs
to the customer or go out of business. Large matitimals importing honey in batches may
survive these costs but the honey would not belyeasarketable if it required labelling.
Since, according to the ECJ, the authorizationhacessary irrespective of the proportion of
GM material in the honey. The limit of detectionwa presumably apply, since the zero %
(requested by the ECJ) cannot be measured by ificieletection methods.

For the development and safe regulation of GMOis, éssential to perform field trials in the
EC. Such field trials may be performed using au#®al or non-authorized GM-crops. This is
done routinely in most EC member states in a ctattomanner under regulations
2001/18/EC and 1829/2003. Field trials are mostisfggmed by academic institutions under
grants from the EU member states or the EC. GilienECJ decision such field trials could
no longer be performed unless there was a vere leglation distance between the GM-
crops and the nearest bee-hives. At this momemt difficult to estimate how big this
isolation distance must be. Some estimates havgestefl more than 13 km (the French
Comité Scientifiquef Haut Conseil des Biotechnolog)je#t is probably impossible, in most
EU member states to find a location so distant faamg bee-hive. Even if such a location
could be found, it would be easy for anti-GMO aistis to import bee-hives into the region.
The damages for contamination of honey by GM-poltenld be very high, and far and
beyond what academic institutions could afford. (méy needs to remember the multi-
million dollar damage costs awarded against BayepGSciences for the contamination of
batches of non-GM-rice by their unapproved GMO etgriLLrice 601. Thus it is likely that
GMO field trials will come to a halt in the EC aB€ biosafety will be compromised.

Conclusion
The ECJ decision classified pollen, in honey, aggredient, rather than as an ‘adventitious

and technically unavoidable presence’ as under Regn 1829/2003. This has grave
implications for continued honey production in tB&). Separate authorizations would be



necessary for each GM-crop cultivated in the EUithée of the two GMOs cultivated in
Europe (MON810 maize or Amflora potato) have auttations at the present time; since
MONB810 did not contain honey as part of the origensthorization (presently being subject
to the 10 year review) and since the Amflora potatdestined for industrial use and animal
feed, but not for human consumption. Consequeatly, honey containing GM-pollen must
be withdrawn from the market while awaiting autkation, and all honey must be subjected
to the considerable costs of GMO quantificationjolwhwill be particularly high due to the
zero tolerance imposed by the ECJ. Thus will dupethe price of honey and cause most
small amateur bee-keepers to go out of business sittiation for imported honey is similar,
or worse, since most source countries USA, Can&dath America and China also grow
GM-crops many of which do not have EC authorizaidfinally, the ECJ decision will likely
put an end to GMO field trials in Europe, which aexessary for food and feed security in
the EU.

To close, the ECJ seems to have considered this wdthout any reference to well
documented scientific biosafety issues, or to ttebg@ble economic effects. Perhaps the next
ECJ case will be to determine the legality of MOR&ollen in the air we breathe? Is it a
contaminant, a residue or an ingredient?

References

1) Decision of the ECJ of 6 September 2011 (CaddZ109) Karl Heinz Bablok v Freistaat
Bayern.http://curia.europa.eu/jcms/upload/docs/applicdidfi2011-09/cp110079en.pdf

http://curia.europa.eu/jurisp/cgi-
bin/form.pl?lang=en&alljur=alljur&jurcdj=jurcdj&jutpi=jurtpi&jurtfp=jurtfp&numaff=&nomus
uel=Bablok&docnodecision=docnodecision&allcommjdeamnmjo&affint=affint&affclose=affc
lose&alldocrec=alldocrec&docdecision=docdecision&oie=docor&docav=docav&docsom=doc
som&docinf=docinf&alldocnorec=alldocnorec&docnoooethoor&docppoag=docppoagé&radtyp
eord=on&newform=newform&docj=docj&docop=docop&do¢gndocnoj&typeord=ALL&doma
ine=&mots=&resmax=100&Submit=Rechercher

http://www.europolitics.info/pdf/gratuit_en/2991 &8k pdf

2) Davison J and Bertheau Y. (2007) European réigukon genetically modified organisms: their
interpretation, implementation and difficultiesasampliance. CAB Reviews: Perspectives in
Agriculture, Veterinary Science, Nutrition and NatuResources (2007) Vol 2 N°007, 1-12

http://www.prodinra.inra.fr/prodinra/pinra/data/8307/PROD2008c17b92d _20080707114922058.pd
f

3) Davison J. (2010) GM plants: Science, politiosl EC regulations. Plant Science 178 (2010) 94—
98

http://www.sciencedirect.com/science? ob=Articlel8RuUdi=B6TBH-4YQT8XS-
1& user=4296857& coverDate=02%2F28%2F2010& rdocHt&=high& orig=search&_ sort
=d& docanchor=&view=c&_acct=C000012518& version=18IVersion=0& userid=4296857
&md5=05d50c7fcc2f0e339234b112dffeacc8

4) Hagenmeyer M. ECJ Decision ignores law in hgnel{¢én case. European Food and Feed Law
Review (2011) 5, case note 291.

5) EFSA supports European Commission with sciendiflvice on safety of maize MON810 pollen.
http://www.efsa.europa.eu/en/press/news/111024.htm

6) Question for written answer to the CommissiokdNios Chountis (GUE/NGL)
http://www.europarl.europa.eu/sides/getDoc.do?ptbREP/TEXT+WQ+E-2011-
008072+0+DOC+XML+VO//EN

7) Question for written answer to the CommissiokdNios Chountis (GUE/NGL)
http://www.europarl.europa.eu/sides/getDoc.do?ptbREP/TEXT+WQ+E-2011-
008299+0+DOC+XML+VO//EN

8) Joint answer given by Mr Dalli on behalf of tiemmission
Written questions: E-008072/11 , E-008299/11 , Ba1®/11
http://www.europarl.europa.eu/sides/getAllAnswes8reéference=E-2011-
008072&language=FR#refl

http://www.marcel-kuntz-ogm.fr




