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KPATKA OBOCHOBKA

Background
The Innovative Medicines Initiative (IMI) is one of six so called "Joint Technology

Initiatives" introduced by the Specific Programme “Cooperation” of the 7" Framework
Programme. It is a novel kind of pan-European Public Private Partnership between
universities, hospitals, public authorities, patient organisations, clinical centres and
pharmaceutical companies with the aim to boosting biomedical research and the development
of new therapies.

The IMI will create partnerships through open calls for tender in accordance with a
permanently updated Research Agenda. The main focus will be on the pre-competitive sector
of pharmaceutical research, thus tools to make early and reliable predictions on the safety and
efficiency of medicine candidates in order to deliver potential benefits faster to patients and
with greater certainty about the use of therapies. In addition, the IMI will focus research on
priority diseases like cancer or Alzheimer, set out by the Research Agenda and foster the
collaboration between private and public sectors.

The total budget will be € 2 billion for the period 2007-2013. The contribution from the
Community will be € 1 billion. This public funding will be matched by equal contributions
from research based pharmaceutical companies, in form of staff, laboratory equipment,
clinical research etc.

Community funding will go exclusively to SMEs, non-profit organisations, academia,
authorities, clinical centres or patient organisations - not to big companies.

Evaluation

The draftsman warmly welcomes IMI Joint Undertaking which will speed up the development
of innovative medicines that reach patients faster and are better fitted to their needs. The
Initiative will also result in less risk through human clinical trials.

The scientific and technological progress combined with better knowledge of the human
genome allows the development of entirely new approaches to battle diseases. Future
medicines and therapies will be more precisely targeted to individual patients and thus
improve their living conditions considerably. We know today that there is no single cure for a
certain disease - the right therapy rather depends on a multitude of factors like gender,
tolerability or specific genetic characteristics. Europe urgently needs more investment into
research and development in this field in order to deliver potential benefits quickly to patients.

This is why enhanced public funding in pre-competitive research activities is particularly
justified and will entail more private funding on the medium term and make Europe more
attractive for talented scientist. It has to be recognised that the development of a new therapy
is a very costly and unpredictable undertaking. Only a small part of medicines candidates
reaches the stage of a marketing authorisation. The vast majority of research activities ends
due to safety or efficiency concerns after hundreds of millions of Euros have been spend
during the development process. At the same time, the investment into biopharmaceutical
research in Europe is loosing pace with other parts of the world like the US or Japan.
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Therefore, the IMI starts from the right point by using public and private money to boost large
scale pan-European research in order to identify at the earliest possible stage whether a
medicine candidate has the potential top become a safe and effective cure and to foster the
collaboration between industry, academia and the non-profit sector for the benefit of the
whole society.

IMI-projects will ensure that the substantial research needed to develop and validate new tools
for drug discovery and development is well coordinated and will avoid the duplication of
work. Through the cooperation with big companies small scale research centres will also get
the chance to get their ideas up and running.

The draftsman proposes a few amendments to the Commission's proposal, mainly aiming at
ensuring an up-to date research agenda and an effective dissemination of the results to the
public and private sector.

In addition, improved transparency through a closer involvement of the European Parliament
should be ensured by appointing independent EP representatives to the IMI Board.

Whilst the proposal gives a prominent role to one research based pharmaceutical association,
it should be noted that there are also research activities with known substances, e.g. in the area
of herbal or non-prescription medicines. The participation of these companies and the relevant
trade association in the IMI JU must be possible.

Finally, it should be emphasised that beside evident benefits for Europe's competitiveness and
diminished risk through human clinical trials, IMI projects will as well have a positive effect
on the need for animal tests. Unnecessary tests will be avoided if a potential failure of a
medicine candidate is recognised at an early stage and new tools in the drug development
process will mostly not rely on animal tests but on new in-vitro techniques or computer based
technologies.

M3MEHEHUA

Komucwusita o okosHa cpenia, 00IIEeCTBEHO 3jpaBe U 0€30MacHOCT Ha XPaHUTE MPUKAHBA
BOJICIIaTa KOMUCHS 110 TIPOMUIIICHOCT, U3CJICIBAHUS U SHEPTeTUKA J1a BKJIFOYU B JIOKJIAIa CH
CIICJIHUTE U3MCHEHUS:

TekcT, mpeaI0KeH OT Komucusra! H3menenus, BHeceHnu oT Ilapnamenra
3 b

Hzmenenue 1
Coopakenne 11

! Bee ome Hemy6uukysano B OB.
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(11) CrBMecTHaTa TEXHOJIOTHYHA
WHUIMATHBA 32 HHOBATUBHU JICKapCTBa
TpsiOBa J1a PEIOKU KOOPMHHUPAH TTOIXO/T
3a MPeoJI0JIsIBaHe HA YCTAHOBCHUTE
3aTpyJHEHUs B 00JacTTa Ha HAYYHHUTE
W3CTIe/IBAHMS B Mpolieca Ha pa3paboTBaHe Ha
JIeKapCTBa | Ja MOIKPETIst
»(PapMaIeBTHUHUTE U3CICIBAHUS U
pa3paboTKu Kato (akTop 3a
KOHKYPEHTOCIIOCOOHOCT®, 3a J1a yCKOpHU
pa3paboTBaHeTO Ha O€30MaCHU | T0-
e(UKacHU JeKapcTBa 3a manueHTure. B
HACTOSIIUS KOHTEKCT IO ,,(hapMareBTUIHA
u3CcIeBaHus U pa3paboTku kKato (akTop 3a
KOHKYPEHTOCIIOCOOHOCT  TpsiOBa 11a ce
pa3bupar u3ciaeIBaHus 32 HHCTPYMEHTHUTE U
METOOJIOTUUTE, KOUTO CE U3ITOJI3BAT B
mpoiieca Ha pa3paboTBaHE HA JIEKapPCTBA.

(11) CpBMecTHaTa TEXHOJIOTUYHA
WHUIMATHBA 32 HHOBATHBHU JICKapCTBa
TpsAOBa J1a PEIIOKHN KOOPIUHUPAH TTOIXO]T
3a MPeoI0JIsIBaHe HA YCTAHOBCHHTE
3aTpyTHEHUS B 00J1aCTTa HA HAYYHHUTE
W3CIeIBaHMs B IpoIleca Ha pa3paboTBaHe Ha
JIEKapCTBa | JIa TIOKPETIst
,»PapMalleBTUYHUTE U3CIICIBAHUS U
pa3paboTku kKato GhakTop 3a
KOHKYPEHTOCTIOCOOHOCT®, 3a 1a YCKOPH
pa3paboTBaHETO HAa 0€30IMaCHH U TI0-
eduKacHU JieKapcTBa 3a manueHTure. B
HACTOSIIUS KOHTSKCT MMOJ ,,(papMarieBTHIHH
u3cneABaHus v pa3paboTku kato (axTop 3a
KOHKYPEHTOCIIOCOOHOCT  TpsibBa /1a ce
pa3bupar usciaeBaHus 32 HHCTPYMEHTHUTE U
METOJIOJIOTHUTE, KOUTO CE U3II0JI3BaT B
mpoleca Ha pa3paboTBaHE HA JEKapCTBA.
Humenexmyannama coocmeenocm,
npousmuuawia om npoeKma
Huuyuamueama 3a unoeamugnume
nexkapcmea (MHUJI) cneosa oa 6v0e
JUYEHIUPAHA 3a RPeOCMbNeane Ha mpemu
Cmpanu, nPU pasymMHu U CHPageonueu
ycnoeus.

ObocHoska

1t should be clarified that the intellectual property necessary to make use of the research
tools developed by the partners of an IMI project, will be made available to third parties on

fair and reasonable terms.

WN3smenenue 2
Usnen 7, OykBa )

) KBATM(pHUIMPAHU OPTaHU3aIMH Ha
NAlMEHTH ¢ HECTOAHCKA LEIL.

) KBATM(HUIMPAHU OPTaHU3aUH Ha
MAIUMEHTH ¢ HECTOIMAaHCKA L, 6
cvomeemcmeue ¢ Kpumepuume, KOUmo wje
0voam ycmanogenu u onpeoejieHu om
Komucuama.

ObocHoska

There is a clear need for the Commission to establish certain criteria for non-profit patients
organisations in terms of transparency and accountability to qualify for this particular funding.
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N3menenue?2
[Ipunoxenue, wieH 2, naparpad 2, 6yksa (B)

B) JIa TIPaBM BCUYKU HEOOXOIUMHU KOPEKIIUH B) pe006HO 0a npasu npezieod v 1a paBu
B [IJIaHA 32 HAYYHU U3CJIEABaHUs Ha BCUYKU HEOOXOUMH KOPEKIIUHU B TIIaHA 32
CbBMecTHATa TEXHOJOTUYHA UHUIIMATHBA 32 Hay4YHH u3cieaBanus Ha CbBMECTHATA
WHOBAaTHUBHH JIEKApCTBAa B CbOTBETCTBUE C TEXHOJIOTMYHA UHUIIMATUBA 32 NHOBATUBHU
HAay4YHHUTE Pa3pabOTKH, KOUTO CE€ JIEKapCTBa B ChOTBETCTBUE C HAYUYHUTE
OCBILIECTBSIBAT IO BpEMe Ha HEMHOTO pa3paboTKH, KOUTO CE€ OCHIIECTBSABAT IO
W3I'BJIHEHNE; BpEME Ha HEWHOTO M3II'BJIHEHUE U C 02/1€0

2apanmupane a0eK8amHonmo no0Xoxcoane
KbM npuopumemume 3a 30pagHume
2pudicu u Hyyscoume Ha nayuenmume
Eepona ;

ObocHoska

The Research Agenda should be systematically reviewed in order to ensure that scientific
progress and the benefit for patients in Europe are permanently taken into account.

N3smenenune3
[Ipunoxxenue, wien 5, maparpad 1, 6yksa e a) (HOBa)

(ea) Eeéponeiickuam naparamenm
HA3HAUA8A 08AMA HE3ABUCUMU
npeocmagumenu u 06ama 3amMecmHUUU 6
oopoa.

ObocHoska

Given the role of the European Parliament as part of the Budget Authority, it should be
represented in the Board.

N3menenue 4
[Ipunoxenue, unex 6, maparpa¢ 2, 6yksa 1), IIECTO TUPE

- U3TOTBS MPEUIOKESHUETO 3 TOAUIIEH - U3TOTBS MPEUIOKEHUETO 32 TOJAUIICH
OrO/KET, BKITIOYUTEITHO MATHOTO OFO/KET, BKITFOYUTEITHO ATHOTO
pasnucaHue; pasnucaHue, c1ed 0onumeane 00 Hay4YHus
KoMumem u zpynama Ha 0vpicagunie-
Y1eHKU;
Obocnoska

The Executive Director should consult other relevant bodies of the IMI before submitting the
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annual budget proposal to the Board.

N3menenne 5
[Ipunoxenue, wien 6, naparpad 7, 6yksa n)

1) CBHKBA I'OJMIIIHOTO chOpaHue Ha Popyma
Ha 3aMHTEPECOBAHUTE CTPaHHU, 3a Ja CE
OCUTYPH OTKPUTOCT U IPO3PAYHOCT 3a
neitHoctuTe Ha ChbBMECTHOTO MPENIIPUATHE
NWJI npen 3aMHTEPECOBAHUTE OT HETO
CTpaHy;

(1) cBUKBa roAMIIHOTO chOpanue Ha Dopyma
Ha 3aMHTEPECOBAHUTE CTPAHU, OMKPUMO
3acedanue 3a CbomeemHume OpeaHu3aAuUU,
KOumo ce unmepecyeam om
U3Cned0samencKkama 0eluHoOCH 6
OuomeouyuHckama oé1acm c ye
npeoocmassane Ha oopamua uHpopmayus
OMHOCHO OellHOCmume no UHUyuamueama
3a UHOGAMUBHUME JleKapcmed, 3a J1a Ce
OCHUT'YPH OTKPUTOCT U MPO3PAYHOCT 32
nertHocTuTe Ha CHBMECTHOTO MPEIPHUITHE
NWJI npen 3auHTEPECOBAHUTE OT HETO
CTpaHH;

ObocHoska

Clarification of the nature of the annual stakeholder meeting which aims at ensuring
openness and transparency of the activities of the IMI Joint Undertaking with its

stakeholders.

N3menenue 6
npusoxeHue, wieH 13, naparpag 2, anunes 1 a (HoBa)

H3nvanumennuam oupexkmop npeocmaes
200uHUA 00K1A0 3a OeltHocmma npeo
Esponeiickua napnamenm.

ObocHoska

As part of a regular dialogue with the European Parliament the Executive Director should
present the Annual Activity Report to the European Parliament.
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NMPOLIEAYPA

3araBue Cp3naBaHe Ha CbBMECTHO NPEANpPUATHE BbB Bpb3Ka C HHUIIMATHUBATA 32
MHOBAIMOHHU JICKapCTBA
Ilo3oBaBanus COM(2007)0241 - C6-0171/2007 - 2007/0089(CNS)
Boaema komucus ITRE
CraHoBHuIIlEe, H3KA3aHO OT ENVI
JlaTa Ha 00sIBSIBaHE B 3aCCIaHHC 19.6.2007
JoxJIaf4uK 110 CTAHOBHUIIIE Dagmar Roth-
[Jata Ha Ha3HAYaBaHe Behrendt
19.9.2007
JlaTa Ha npueMaHe 8.10.2007
Pe3yirat 0T 0KOHYATEJIHOTO IJIacyBaHe | +: 25
—t 0
0: 2

YneHoBe, NPUCHCTBAJIN HA
OKOHYATEeJHOTO IJ1acyBaHe

Pilar Ayuso, Irena Belohorskd, Johannes Blokland, John Bowis, Frieda
Brepoels, Martin Callanan, Dorette Corbey, Edite Estrela, Jill Evans,
Karl-Heinz Florenz, Satu Hassi, Dan Jergensen, Christa Klaf3, Aldis
Kuskis, Jules Maaten, Miroslav Ouzky, Vittorio Prodi, Dagmar Roth-
Behrendt, Kathy Sinnott, Maria Sornosa Martinez, Antonios
Trakatellis, Thomas Ulmer, Anja Weisgerber, Glenis Willmott

3amecTHUK(1N), MPUCHCTBAI(M) HA

OKOHYATE/JIHOTO rjjacyBaHe

Iles Braghetto, Christofer Fjellner, Radu Tirle
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