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Dear Commissioner Dalli,

we are wriing lo you with regard to the above-mentioned matter in view of the recently
concluded negotiations on the Nagoya Protocol on Access and Benefit Sharing and {he upcoming
WHC negotiations on above maiter that will take place in Geneva {vom 13-17 December 2010,

The ARS Protocol negotiations have egtablished that the scope of the Protocol and as such the
“onvention of Biological Diversily (CBD) extends to pathogens including influenza viruses
being shared under the auspices of the World Health Orgamization.

One of the core objeclives of the UBD is the fair and equitable sharing of benefils ansing from
the wiibization of genetic resources. This objective is 10 be achieved through Article 15 of the
{Convention {elaborated upon by the Protocol) which explicitly states that access to genetic
resources will be subject to prior informed conscent and fair and equitable shanng of benefits
arising from the commeorcial and other utilization of genctic resources. Accordmg to the
Ceomvention, both accesy and benefit sharing showld be on “matuatly agreed lerns™.

fris generally acoepted that these clemcnis envisuge a contractual access abd beneitl sharing
agreement that would be binding on the provider and user of genetic resources,

However i the context of the WHO PIP negotialions we are concermed that while there 1s
recognition of the need for sharing influenza viruses there is Hitle emphasis on schieving fatr and
equitable benefit-sharing as foreseen by the CBD. in parlicular EEF has been resisting calls by
many developing countries to negotiate a Stardard Material Transfer Agrecment (SMTA) that
ingludes conerete benefii-sharing obligations for sharing of mfluenza viruses with the WHO
Network laborstories as well as with third party entities,

The EL beine & Party to the Clonvention (s lcgally bound 1o enswre implenseoiation of
Convention where aceess to genelie resooross is provided 1 ovder 1o achiove the core objectives
of the OB, as mentioned shove.



While aceess to influenza biologice] materials 15 a valid concern, achieving public health
ohjectives also requires rapid sharing of bonefits particularly those arising from the use of the
muaferizls. A PIP Framework that stresses on sharing of influenza biological materals bul that
fails to obligate reciprents of such materiads 10 share fair and equitable benefiis 15 meonsisiant
with CBEY's objectives and the EU's obhigations under the Convention. Such a Framework is
also incguitable and will fail to deliver a sustainable predictable system for purposes of public
- healih

We would also highlipht Aricle 6(b) of the recently adopted Nagova Protocol on ABS which,
with regard d 1o national legistation and regulation, stresses on “expeditious access 1o genetic
resources’” and on an equal footing also w "expeditious fwr and equitable sharing of benefits
arising out of the use of such genelic resources, including access to affordable treatments by
those in need, especialiy in develomng colintries™ tn cases of present or TRMINERE 2ETZENCICS,

Moreaver, Asticle 3bis of the ABS Protoco] reguires “specialised access and benefli-shurnyg
Cagreements” 1o be supportive of and not run counter to the objecnves of the Convention and this
Protocol™,

" We are of the vicew that the approach of a SMTA that contains the “mutually agreed terms” for

~ sharing of influenza biological materials as well as concrete benefit sharing obligations for
*recipienis of inflnenza biological materials {be they conmercizal or non-commercial entities} 18 a
mnimum reguirement for achicving the objectives of the UBD and the ABS Protocol wul those
ol public health.

SMTA will ensure legal certainty and predictability with regard 1o Fir and uquitabi:. henefit
sharing and {hus is an incentive for thmely sharmg of influenza viruses.

. The EU being a Party to the Convention needs to ensure thal WHO negotiations buiid on the
 yiinmem standards and requirements established by the CRD.

We also reguest (he Bt to ensure that influenza biological materials and/or products developed
using such materials ave not appropriated through the use of intellectual property nights. Jud as
access to influenzy biological materials s stressed upon 1o enable measures to address public
health, the B musi equaily support the principle that claims o inteflectual property rights by
recipients of influenza biological malerials be retinguished. In this regard we request the EU to
SUPPOTT oar view that private intelfectual property rights must also ot obstruct the ability 1o take
measures m sitwations that threaten human heabth.
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