BG

EBPOIIEVICKU ITAPJIAMEHT

*

2004 LR 2009

Hoxymenm 3a pasenescoane 6 3aceoanue

A6-0479/2007

28.11.2007
*
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Jlezenoa na usnonzeanume 3Hauu

*  TIpouemypa Ha KOHCYJTAIUsI
MHO3UHCIMBO OM NOOAOEHUMe 2ACo8e
**]  Ilpouemypa Ha CBTPYJHHYECTBO (IIBPBO YECTCHE)
MHO3UHCIMBO OM NOOAdEHUMe 2l1ACo8e
**[I  Ilpomemypa Ha CETPYAHHYECTBO (BTOPO YETEHE)
MHO3UHCIMBO OM nodadeHume 21acoge 3a 000bpssane Ha odwama
no3uyus
MHO3UHCMBO Om 8CUYKU uaeHoee Ha Tlapramenma 3a omxgvplane
U usmMeHneHue Ha 0buama nosuyus
k% OpoOpenne
MHO3UHCMBO om 8cuuKU wieHose Ha Tlapramenma, oceer 8
cayuaume no unenose 105, 107, 161 u 300 om Hoeosopa 3a EO u
unen 7 om [ozoeopa 3a EC
***]  [Ipouemypa Ha CbBMECTHO B3eMaHe Ha pelIeHHe (ITbPBO YETEHE)
MHO3UHCIMBO OM NOOAOEHUMe 2lACO8e
***[]  Tlpouemypa Ha CbBMECTHO B3€MaHE Ha pelieHrue (BTOPO YCTEHE)
MHO3UHCMBO Om nodadeHume 2iacose 3a 0000psaeane Ha obwama
no3uyus
MHO3UHCMBO Om 8CUYKU YieHo8e Ha Tlapramenma 3a omxévpisne
WU USMEHeHUe Ha 00wama no3uyusl
***[[1  IIpomemypa Ha CbBMECTHO B3€MaHE Ha peIIeHHE (TPETO YeTEHE)
MHO3UHCMBO OM NodadeHume 21acose 3a 0000psa6ane Ha
CbEMECMHUSL NPOEKM

(ITocouenara mporuenypa ce 6a3upa Ha MPaBHOTO OCHOBAHUE, MPEATI0KEHO
ot Komucwusira.)

H3menenusn na 3akonooamenen mexcm

W3menenusita, BHeceHu ot [lapiamenTa, ce 0003Ha4YaBaT B HOJIyYEp KYPCUE.
OT0eIsA3BaHeTO B Kypcug € MpeAHA3HAUCHO 32 ChOTBETHUTE CIICIIHATH3UPAHT
OTJICTN U C€ OTHACS JIO YaCTHTE OT 3aKOHOJATEITHHS TEKCT, 32 KOUTO €
MPETIOKECHO U3MEHEHHE C 1IEJT U3TOTBSIHE HAa OKOHYATEITHUS TEKCT
(HampuMep OYEBUIHO IPEITHK WU JIUTICBAIIY YaCTU B Ja/icHa €3UKOBA
Bepcus). [lompaBkuTe OT TO3M B ITOJJIEKAT HA CHIIIACyBaHE MEXKIY
CBOTBETHHUTE CITYKOH.
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NMPOEKT HA 3AKOHOOATEJTHA PE30JIOLMSA HA EBPONEUCKUA
NAPJIAMEHT

OTHOCHO NPEIJIOKCHHUETO 3a PErjJaMEeHT Ha CbBera 32 Cb31aBaHE Ha CbBMECTHO
rlpezmpnﬂTne Ha HHUIMAaTHBAaTa 324 THOBATUBHU JIeKapCTBa
(COM(2007)0241 — C6-0171/2007 — 2007/0089(CNS))

(ITpouexnypa Ha KOHCYJITALMA)
Eeponetickuam napramenm,
KaTo B3e npeaBu/ npeaioxennero Ha Komucusita no Creera (COM(2007)0241),

— karo B3e npeasua Pernmament (EO, EBpatom) Ne 1605/2002 na CoBerta ot 25 ronn 2002 1.
OTHOCHO PUHAHCOBUS PETTIAMEHT, IPHIIIOKUM 3a 001us OroKkeT Ha EBpomnelickure
obmHocTH | (DHHAHCOB pEriaMenT), U HO-CIIENUAaIHO wWieH 185 ot Hero,

— Karo B3e NpeaBu MeXaynHCTUTYLIHOHAIHOTO criopazymenue ot 17 maii 2006 r. Mmexny
EBponeiickus mapiament, CrBeta u Komucusita OTHOCHO OrO)KETHATA TUCHIUTIINHA U
n06poro ¢punancoso ynpasienue’ (MUC), u no-crernuantio Touka 47 oT Hero,

— kato B3e npensua wieHose 171 u 172 ot Jloroopa 3a EO, cerimacHo kouto ChBETHT Ce €
norutain 10 Hero (C6-0171/2007),

— Karo B3€ MpeaBHJ 4ieH 51 oT cBOSI MpaBUWIHHK,

— KaTo B3¢ MPEJBH/I JIOKJIaJa HA KOMUCHUSTA MO MPOMHUIIIICHOCT, U3CJICABAHUS U CHEPreTHKA
U CTAaHOBHIIATa HA KOMHUCHSATA 110 OF0/KETH M Ha KOMUCHSATA [0 OKOJIHA Cpe/a,
o0mIecTBeHO 3paBe u Oe30macHOCT Ha xpaHute (A6-0479/2007),

1. omoOpsiBa mpennoxxkenneto Ha KoMmucusita BbB BUIa, B KOWTO € U3MEHEHO;

2. cuyMTa, Ye MHJUKATHUBHATA CyMa, IOCOUEHA B 3aKOHOJIATEITHOTO MPEUI0KEHUE, TpsAOBa J1a
ObJle CbBMECTUMA C TOpHATa rpaHulia Ha GyHKUKsA la OT TeKyliaTa MHOTOTOHIIIHA
¢unancoBa pamka 3a nepuona 2007 - -2013 r. u ¢ pa3nopendute Ha Touka 47 oT
Mexnyuncrurynuonaitoto crnopasyMmenue (MUC) ot 17 maii 2006 r; oTdens3Ba, ue
BCsKO (puHaHcupane cien 2013 r. mie 0bJe OLeHSIBaHO B KOHTEKCTa Ha MPErOBOPUTE 32
cieqBalaTa (pMHaHCOBA PaMKa;

3. MPUNOMHS, Y€ CTAHOBHIIETO Ha KOMUCHSTA MO OFO/IKETH HE MpepelIaBa pe3yirara oT
nporenypara, yctanoBeHa B Touka 47 or MUC ot 17 mait 2006 r., npuiokuma mno
OTHOILLIEHKE Ha yupeasiBaHeTo Ha CbBMECTHO NMPEANPUITHE HA UHUIIMATUBATA 32
HMHOBATUBHU JICKAPCTBA,

4, IIpUKaHBa Komucusra Ja BHECC CbOTBCTHUTC IIPOMCHHU B CBOCTO IIPCJIOKCHUC, CHITIACHO

1 OB L 248, 16.9.2002r., ctp. 1. Pernament, uamenen ¢ Pernament (EO, Epatom) Ne 1995/2006 (OB L
390, 30.12.2006r., ctp. 1).
2 OB C 139, 14.6.2006r., ctp. 1.
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yned 250, maparpad 2 ot [Jorosopa 3a EO;

5. npukanBa ChBeTa, B Cliyuail ye Bb3HaMepsIBa Jia Ce pa3rpaHUyd OT TEKCTa, 000pEH OT
[MTapnameHnTa, 1a HHGOPMEpPA MOCICTHUS 32 TOBA;

6. Impu3oBaBa CoBeTta Ja C€ KOHCYJITHUpa OTHOBO C HCTO, B cnyqaﬁ Y€ Bb3HAMCPsBA 1a BHCCC
CBIICCTBCHU NPOMCHHU B MMPEAJIOKCHUCTO HA KOMI/ICI/ISITa;

7. BB3IIara Ha CBOS npeaceaarei aa npeaanc no3unusTa Ha HapnaMeHTa, Ha CpBeTa M Ha

Komucusra.

Tekcr, npeayioxen ot Komucusita

BG

N3menenus, BHecenu ot [lapnamenTa

N3menenue 1
Crobpaxkenne 10

(10) LenTa Ha CpBMecTHaATA
TEXHOJIOTUYHA WHUIINATHBA 32 NHOBAaTHBHU
JeKkapcTBa TpsiOBa 1a ObJe CTUMYIIHPaHe
Ha CHTPYAHUYECTBOTO MEXKYy BCHUKU
3aWHTEPECOBAHU CTPAHU KATO
MPOMHUIIJICHOCT, ITyOJINYHYU BIIACTH
(BKIIIOUMTENIHO PETYIATOPHHU),
OpraHM3alH Ha MAIMeHTH, aKaJCMUYHHU U
KIIMHAYHY LeHTpoBe. ChBMeCTHATA
TEXHOJIOTUYHA WHUIINATHBA 32 NHOBATHBHU
JeKapcTBa TpsiOBa 1a u3paboTH ChbBMECTHO
0JI00pEH IUIaH 32 HAYYHH U3CIIEABAHUS
(mapuuas no-godmy ,,Ilnan 3a Hay4YHU
M3CIIeBaHUS ), KATO CTPUKTHO CIIa3Ba
MPETOPBHKUTE HA CTPATETHUECKUS TIJIaH 32
HayY4HU M3CJIEBaHUs, pa3paboTeH OT
EBporeiickara TexHoornyHa miatdopma
3a MIHOBATUBHH JIEKapCTBa.

(10) Lenta na CpBMecTHATA
TEXHOJIOTUYHA WHUIMATHBA 32 MHOBAaTUBHU
JeKapcTBa TpsOBa Aa ObJe CTUMYJIHpaHe
Ha CHTPYIHUYECTBOTO MEXKIY BCUUKU
3aMHTEPECOBAHU CTPAHU KATO
MIPOMUIILICHOCT, 8 M068a YUCI0 MATIKUHE
u cpeonu npeonpusmus (MCII),
OOIIECTBEHH OpTaHH (6 Moea Yucio
pezcyramopuu op2anu), OpraHu3aluy Ha
nanuenTu, MCII, akageMuasu u
KIIMHUYHA [IeHTpoBe. ChBMEcTHaTa
TEXHOJIOTUYHA MHUIMATHBA 32 MHOBATUBHU
JIeKapcTBa TPsiOBa J1a u3paboTH CHbBMECTHO
0J100peH IJ1aH 3a HAYYHH U3CIICIBAHUS
(Hapuuas no-nomny ,,Ilnan 3a HaydHu
u3cneaABaHus’’), KaTo CTPUKTHO CIa3Ba
MPETMOPHKUTE HA CTPATETMUSCKUS TIIaH 32
HAy4YHU U3CJe/IBaHUsA, pa3pabOTeH OT
EBporeiickara TexHoornyHa miatdopma
3a NHOBaTHBHU JIEKAPCTBA.

ObocHoska

SMEs should also be stakeholders in the IMI.

N3menenue 2
CrobOpaxkenue 11

(11) CrBMecTHaTa TEXHOJIOTHYHA

PE393.972v02-00

(11) CrBMecTHaTA TEXHOJIOTHYHA
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WHUITMATHBA 32 MHOBATHBHU JICKapCTBA
TpsiOBa J1a TPEIOKU KOOPTUHUPAH
MOJIXO/T 33 TIPEO/IOJIIBAHE Ha YCTAHOBEHUTE
3aTpyJHEHUS B 00J1aCTTa HA HAYYHHUTE
M3CJIeIBaHMs B IpoIieca Ha pa3paboTBaHe
Ha JIEKapCTBa U JIa MOJAKPEIst
,»IPEOKOHKYpeHmHume papmayesmudnu
u3Ccne08anus u pazeolna oelinocm*, 3a 1a
yCKOpH pa3paboTBaHEeTO HA O€30TacHU U
no-epukacHu IeKapcTBa 3a MmalueHTuTe. B
HACTOSIIINS KOHTEKCT TI0]]
,»"IPEOKOHKYPEeHMHU (hapmayeemuyHu
U3CNe08anUsl U pazsolna detiHocm* TpsioBa
Jla ce pa3doupat u3ciaeIBaHus 3a
WHCTPYMEHTHTE U METOJIOJIOTUUTE, KOUTO
Ce M3MOJ3BaT B Mpolieca Ha pa3paboTBaHe
Ha JICKapCTBa.

WHUIMATHBA 32 HHOBATHBHU JICKapCTBa
TpsAOBa J1a PEII0KHN KOOPIUHUPAH
MTOJIXO/T 33 TIPEOI0ISIBAHE HA YCTAHOBEHUTE
3aTpyIHEHUS B 001acTTa HA HAYYHHUTE
W3CIIeIBAHMS B IpoIleca Ha pa3paboTBaHe
HAa JICKapCTBa U J1a TOJIKpers
,,IPEOKOHKYpeHmHume papmayesmudnu
u3Ccne0sanus u pazeolna oelinocm “, 3a a
YCKOpH pa3paboTBaHeTO Ha O€30TacHU 1
no-epukacHu IeKapcTBa 3a manueHTuTe. B
HACTOSIIUS KOHTEKCT O]
,»"IPEOKOHKYPEeHmMHU (hapmayesmuytu
U3CNe0B8AaHUs U PA3BOUHA OetHOCm
TpsOBa J1a ce pa3Oupar u3CiaeABaHUs 3a
WHCTPYMEHTHTE U METOJIOJIOTUUTE, KOUTO
Ce M3MOJ3BAT HO-CKOPO B TIPOIleca Ha
pa3paboTBaHe Ha JIEKAPCTBA KAMO YATO,
OMKONKOmMO B npoyeca na pazpadomeane
HA KOHKPEMHO 1eKapcmeo.
Humenexkmyannama coocmeenocm,
npousmuuawia om Cvémecmua
MexXHO102UYHA 3a NPOEKM OMHOCHO
UHUUUAMUGAMA 3d UHOGAMUGHUME
nexkapcmea (MHUJI) cnedsa oa 6v0e
JIUWEH3UPAHA 34 NPeOCMbNEAHe Ha
mpemu cmpanu, npu pazymHu u
cnpaseonusu yciosus.

ObocHoska

The IMI is intended to identify research bottlenecks', and should not be used as a means of

funding the development of particular drugs.

Hsmenenue 3
CrobOpaxxenue 13a (HOBO)

RR\697175BG.doc

7/55

(13a) B usznvinenue na uenume Ha
Cvmpyonuuecmeomo no cneyuguuna
npozpama, Cvémecmnomo npeonpusmue
HHUIJI cneodsa 0a npedeudu ece no-
ounamuunomo yuacmue na MCII, napeo
¢ Opyzomo, Kamo noooopu
AOMUHUCMPAMUGHUME NPOUEOypU,
omueme no-00cmMoiHo HyHcoume u
6HeOpu MepKu 3a nooKpena.
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ObocHoska

SMEs do not always have all the logistical resources required for certain tasks. The IMI
should not impose excessively onerous administrative formalities on small and medium-sized
firms, which are often obliged to contract out certain activities which they lack the structural

capacity to carry out themselves.

HN3menenue 4
N3noxenue 136 (HOBO)

(136) B npecneosane na yeaume na
Pewenue 2006/974/EO na Cveema om 19
oexemepu 2006 2 omnocHo cneyuannama
npozpama: ,,Kanayumemu* 3a
usnvanenue Ha Ceomama pamkosa
npozpama na Eeponeiickama oouinocm
3a HAYYHU U3C1€08AHUS, MEXHOI0ZUYHO

pazeumue u ()e.fnoncmpauuonnu

oeitnocmu (2007—2013 2.) /,
Cvemecmnomo npeonpuamue HHJI
cieosa 0a 6voe npucnocodeHo Kom
uHGeecmuyuume 3a Hay4YHu U3ca1e06aHus
6 nonza na MCII, kamo yeenuuasa
CHOCOOHOCIMA UM 30 UHOGAUUU U
6b3MOMNCHOCIUME UM 3d
O0nO130Meopaeane Ha pesyaimamume om
HayyHume u3cjie0eanus.

OB L 400, 30.12.2009 2., cmp. 299.

N3menenue 5
Crpobpaxxenue 14

CoBmectHoTO nipeanpusitue MNJI credsa na
ObJle Ch3/1aJICHO 32 IbPBOHAYAJICH TIEPUOI,
KOUTO N1a npukitoun Ha 31 dexkemepu 2017
2., 3a 0a ce rapaHTupa MPaBUIHOTO
yIpaBJ€HUE Ha U3CIEA0BATEIICKUTE
JIEWHOCTH, KOMUTO ca 3all0YHaIN, HO HE ca
3aBbpIIEHU 110 BpeMme Ha CeamaTta paMKoBa
nporpama (2007-2013 r.).

PE393.972v02-00
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CoBmectHoTO nipeanpustue MUJI credsa na
ObJIe Ch3/1aJICHO 3a TbPBOHAYAIICH TICPUOI,
KOWTO N1a npukiatoun Ha 31 dexkemepu 2013
2. 3a 0a ce rapaHTHpa NpaBUIHOTO
yhpaBieHUE Ha U3CIIEA0BATEICKUTE
JIEMHOCTH, KOUTO Ca 3aIll0OYHaIN, HO HE ca
3aBbpIIeHHU 10 BpeMe Ha Cemara paMKoBa
nporpama (2007-2013 r.), 3anounamume
Oelitnocmu cnedsa 0a npoovaxcam 00 31
oexemepu 2017 2., ako moea e
Heo0Xx00uUMo.
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ObocHoska

The duration of the IMI Joint Undertaking must be modelled on that of the Seventh
Framework Programme, because it is partly funded by it. An additional period may
nonetheless be granted in order to complete work in progress.

N3menenue 6
Cpobpaxkenne 16

(16) CpBmectHOTO npennpusatue MNJI
cienBa na Ob/ie OpraH, Ch3JaieH OT
OOImHOCTHTE U 0CBOOOKIABAHETO OT
OTTOBOPHOCT 32 U3ITBIHCHUETO Ha OI0pKeTa
My clie/iBa Jla ce U3BbpIBa oT EBpomneiickus
napJaMeHT no npenopvka Ha Cveema,
Kamo ce 3emam npeosuod ovaue
ocobenocmume, npousmuyauiu om
xapaxkmepa na CTH kamo oouwecmeeno-
YacMHU NAPMHbLOPCMEA U RO-CREYUATIHO
me3u, nPoUIMUYaAUU OMm NPUHOCA HA
yacmuusn cekmop 8 610xcema.

(16) CpBmectHOTO Npennpustue MNJI
cienBa Aa Obje opraH, Chb3JaJeH OT
OOuIHOCTHTE ¥ OCBOOOXIaBAHETO OT
OTTOBOPHOCT 32 U3IIBJIHEHUETO Ha OroKeTa
My CJIe[Ba J1a ce U3BbpIIBaA OT EBporneiickus
MapJaMEHT, Kamo ce 83eme npeosuo
npenopvkama om Cvgema.

ObocHoska

By analogy with the conclusions of the trilogue of 7 March 2007 on the Joint Undertaking for
ITER, the European Parliament should be given full and unconditional responsibility for the
discharge of the implementation of the budget of the IMI JU.

HN3menenue 7
Crobpaxenue 17

(17) Ynenose-yupeauTenu Ha
CuBMectHOTO npennpusatue UNUJI creosa
na 6bnat EBpomneiickara oOHOCT 1
EDODUA.

(17) Ynenoe-yupeaurenu Ha
CeBMectHOTO nipeanpusarue UNUJI ca
EBporeiickara oOuiHocT 1 EOOUA.

Obocroska

Clarification.

Nsmenenue 8
Crobpakenue 26

(26) dapmaneBTUUHUTE
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HayYHOM3CJICI0BATEIICKH KOMIIAaHUH,
KOUTO y4acTBAT IIbJIHOMNPABHO B
neriHoctuTe HAa E@DOUA, 1e ce nonzeéam ¢
MPaBOTO J1a MOJIy4aBaT MOJIKpEna OT
CeBmecTtHOTO nipeanpusatue UNJIL

HayYHOU3CJICIOBATEIICKH KOMITIAaHUH,
KOUTO Yy4acTBAT IbJIHOMNPABHO B
neiinocture Ha EODOUA, ne ce nonszeam c
MPaBOTO J1a OJIy4YaBaT nPAKA UlU
Koceena niogkperna oT ChbBMECTHOTO
npeanpustue MAJI.

ObocHoska

To avoid confusion, the nature of the support precluded should be clarified.

N3menenue 9
Crpobpaxxenne 27

(27) Cvémecmuomo npeonpuamue HHUJI
cneosa 0a uma coocmeen PUHAHCOB
peznamenm, noonexcau Ha
npeosapumenna KOHCYImauus ¢
Komucuama, ocnoéan na npunyunume Ha
pamkosus Dunancoe peznamenm,
Cb00pazno nHecosume cneyuguunu
nompeoHoOCmU, NPOUMUYAUU TIO-
CHEIMAIHO om HEOOXOAUMOCTTA Ja Ce
cvuemae gunancuparemo ot OOUTHOCTTA U
OT YaCTHHS CEKTOP 32 €(PEeKTUBHO U
CBOCBPEMEHHO MOJIIOMaraHe Ha
U3Ce008amMencKama u pa3eouHama
Oeuinocm.

PE393.972v02-00
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(27) @unancoeume npasuna, npunoxcumu
koM Cvemecmnomo npeonpusmue UHJT
cneoea 0a He ce OMKIOHABAM Om
paznopedoume na Pecnamenm
(EC,Espamom) Ne 2343/2002 na
Komucuama om 23 oexemepu 2002 2.
OMHOCHO pamkogus DUHAHCO8 peciamenm
3a opzanume, nocoueHnu 6 uieHn 185 om
Peznamenm (EO, Eepamom) Ne 1605/2002
na Cveéema omnocno @unancosus
peznamenm, nPUIONHCUM 3a 00uuA
o100>1cem na Eeponeiickume oownocmu’,
0C6EH aKo moea ce Hanaza CNeyuaiIno om
Hezoeume onepamueHu nompeodHocmu, 10-
CIELIMAIHO OT HE0OXO0AUMOCTTA J1a Ce
cvuemae gunancuparemo ot OOLUIHOCTTA U
OT YaCTHHUSA CEKTOP 32 e(hEeKTUBHO U
CBOEBPEMEHHO IMOANOMaraHe Ha
uzcnedogamenckama u pa3eouHama
oetinocm. 3a npuemanemo Ha 6CAKAKU
npaeuia, OMKIOHAGAULU CE OMm
pasnopeooume na Pecnamenm (EO,
Espamom) Ne 2343/2002, e neodoxooumo
npeosapumennomo cvenacue Ha
Komucuama. Booscemnuam opzan cneosa
oa 6voe unghopmupan 3a no0ooOHU
depocayuu.

TOBL 357,31.12.2002 2., cmp. 72. Cnucvk na
epewkume ¢ OB L2, 7.1.2003 ., cmp. 39.
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ObocHoska

Derogations from Regulation No 2343/2002 should be kept to an absolute minimum. The
Joint Undertaking has to prove beyond any doubt that such a derogation is the only way to
guarantee its proper functioning within the limits of its founding regulation.

Amendment 10
Recital 28

(28) Heobx00umocmma na ce OCUTYpST
CTaOWJTHM YCJIOBHS 32 HaeMaHe Ha paboma n
PABHO Mpemupane Ha CIyicumenume v ¢
ues 0a ce npuejeue 8UCOKOKEANUBUYUDAH
CHeIMalM3UpaH HAy4eH U TEXHUYECKU
TIEPCOHAII, U3UCKBA NPUIA2AHEMO HA
Ilpasunnuka 3a OnvyHcHOCMHUmME TUYA HA
Eeponeiickume oduwgnocmu u ycnosuama
3a Haemane Ha paboma Ha Opyzume
cayrcumenu na Eeponeiickume
oownocmu, (Ilpasunnuxa 3a
ONbIHCHOCHHUmME JIUUA) 30 BCUUKU
cayorcumenu, Haemu 0T CbBMECTHOTO
npeanpusatue MAJL.

(28) M3uckBaHeTo J1a ce OCUTYPST CTAOMITHU
YCIIOBUS 32 HaeMaHe Ha paboma, pagHo
mpemupane Ha CAylIcumenume u
HeoO0xo0umocmma om
BUCOKOKBATUBUYUPAH CTICTTUATTM3UPAH
Hay4yeH U TEXHUYECKU NEPCOHA, Hanazam
U36ECHHA 2bEKAGOCH NPU HAEMAHEMO HA
cayorcumenu o CbBMECTHOTO NPEANPUATHE
NWJIL. llapmnuvopcmeomo mpaodea 0a 6voe
banancupano u eceKku yien-yupeoumei
mpabea 0a 6v0e 6 cbcmoanue 0a ma
cayyxcumenu. Komucuama cneosa oa
Modice c60000HO 0a KOMAHOUPOBA MOJIKOBA
cayxcumenu KOJaKoOmo npeyeHu 3a
Heodxo0umo ¢ Cvemecmuomo
npeonpuamue HUJI u nocneonomo oa
Haeme cayycumenu Ha 002060p 6
cvomeemcmeue ¢ mpyooeomo
3aKOHOO0amencmeo, KOemo € 6 Cuia 6
ovporcasama, Kv0emo ce Hamupa He2060mo
ceoanuue.

ObocHoska

Preference should be given to a flexible, light-touch approach. The partnership should be
balanced, and each founding member (Commission/EFPIA) should be in a position to recruit

staff.

Nsmenenue 11
CroOpaxenue 33

(33) CoBmectHOTO npennpustue MNJI
cielBa Ja ce ycTaHoBu B bprokcen, benrus.
Cneosa na ce CKIIIOYM CIIOpa3yMeHue 3a
npuemane Mexay CbBMECTHOTO
npennpustue UNJI u benrust otHocHO oduc
MOMEILEHUS], IPUBUJIETUN U UMYHUTETH U
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(33) CwBmectHOTO npeamnpusatue MNJI
cle[Ba Ja ce yCTaHOBU B bprokcen, benrus.
Cneosa na ce CKIIIOYM CIIOpa3yMeHHe 3a
npuemane Mexay CbBMECTHOTO
npeanpusarue MNJI u benrust otHOCHO
nomowyma no omuouienue Ha opuc

PE393.972v02-00
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Apyra noakperna, KoATo Aa €€ MpeaocTaBu OT
benrus sa CbBMECTHOTO MMpCaANpruATUC
NNJIL

MTOMENICHUS, IPUBWIETUHA U UMYHUTETH U
Jpyra MOJKpena, KoATO Aa Ce PeJOCTaBU OT
benrus Ha CbBMECTHOTO IIPEANPUATHE
NNJIL

ObocHoska

It should be clearly stipulated that the host country of any agency or similar Community body
is expected to provide financial and all other assistance necessary to facilitate the setting-up

and running of the Community body.

N3menenue 12
Unen 1, nmaparpad 1

1. 3a usnwvanenuemo na CpBMecTHaTa
TEXHOJIOTUYHA MHULIMATHBA 32 UHOBATUBHU
JIeKapCcTBa C HACTOSIIUS PETJIIAMEHT Ce
cb3gaBa CbBMECTHO MIPEANIPUATHE 3a
NIEpUOJI, KOWTO NMPUKI0YBA Ha 31 dekemepu
2017 2. (napuuano no-10:1y CbBMECTHO
npennpusitue UNJI). Tozu nepuood mosrce
oa 0voe yovaicen om Cveema.

1. 3a usnvanenuemo Ha CbBMecTHaATA
TEXHOJIOTUYHA MHULIMATHBA 32 UHOBATUBHU
JIEKapCTBa C HACTOSIIUS PETIIAMEHT Ce
cb3aBa ChbBMECTHO MPEIIPUATHE 3a
IIEpUOJI, KOWTO NPUKIOYBA HA 31 dekemepu
2013 2. (HapuyaHo no-1071y ChbBMECTHO
npennpusitue UNJI). Benpexu mosa
npomuuauiume OeiiHOCMU MO2am 0a
0voam npoovaxcenu 00 31 oexemepu 2017
2. Cvemecmuomo npeonpuamue HHUJI e
0p2aH, yupeoeH KaKkmo e noco4eHo 6 4jeH
185 om @unancoeusn pecnamenm u mouka
47 om MUC om 17 maii 2006 2.

ObocHoska

By analogy with the conclusions of the trilogue of 7 March 2007 on the Joint Undertaking for
ITER, the IMI JU is also to be considered as a Community agency for the purpose of the
application of point 47 of the IIA. This has to be reflected in the legal bases referred to in the

Regulation.

Nsmenenne 13
Unen 3, OykBa 0)

0) MOJKpeIs u3nviIHeHuemo Ha
MIPUOPUTETUTE 3d U3CTe008AMENCKAMA
oetinocm, 3aJI0)KEHU B OHe8HUs peod Ha
uscnedosamesnckume OeliHocmu Ha
CpBMecTHATA TEXHOJIOTHMYHA NHUIIMATHBA
32 MHOBATHBHHU JIEKapCTBa (HAPUYAHU T10-
nony “U3cnenoBarencku aelHocTr”),

PE393.972v02-00

0) MOJKpens u3nwviIHeHuemo Ha
MIPUOPUTETUTE 30 U3CAe008AMENCKAMA
oetinocm, 3aJ10)KEHU B OHe8HUs peod Ha
uzcnedosamesnickume oeliHocmu Ha
CpBMecTHATa TEXHOJIOTMYHA MHUIIMATHBA
32 MHOBaTHBHMU JIEKapCTBa (HAPUYAHU TI0-
noiy “UscnenoBatencku aeitHocTH ),
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0co0eHO qgpe3 NMpEaAOCTaBAHEC HA 0co0eHO qgpe3 NMpEaoCTaBAHC HA

663B’B3M€3I{Ha noMour CJICA ITIOKaHu 3a 663BL3M€3I{H8. nomMonr CJICa IMOKaHu 3a
IpeaACTaBAHE HA MPEATIOKCHUA HA NpeaACTaBAHEC HA MPEAIOKCHUA HA
KOHKYPCHTHA OCHOBA; KOHKYPCHTHA OCHOBA, Cébp3anu ¢

U3C1e006amesiCKu 0eiHoCmu, KOumo
mpabea 0a 6voam nposexncoanu
U3KTIOYUMETIHO 8 ObPHCAGUMe-UICHKU U
cmpanume, acoyuupanu kom Ceomama
Ppamkoea npozpama;

Obocnoeka

The IMI is primarily intended to support research in Europe.

N3menenue 14
Unen 6, naparpag 2

2. Texymure pa3xoau Ha CbBMECTHOTO 2. Texymure pa3zxoan Ha CbBMECTHOTO
npeanpustue MNJI ce punancupar ot npennpusitue UNJI ce punancupar ot
HeroBute ujeHoBe. EBpornelickara oOuHoCT HEroBUTE WieHOBe. EBponelickaTa 0OIIHOCT
u EOOUA yuacTBaT ¢ €JHaKbB AsU1 B TE3U u EO@DUA yuacTBaT ¢ €1HaKbB AsU1 B TE3U
TEKYILHU Pa3XO.Iu. TeKylmy pasxonu. Tekyuyume pasxoou ne

Haosuwaeam 4% om odowusn 6100>6cem.

ObocHoska

The annual report not only covers progress made but also any problems.

Usmenenne 15
Usnen 7, OykBa a)

a) MUKPO, MaJIKU U CPETHU MPEANPUATHUS a) MUKPO, MaJIKU U CPETHU MPEATPUATHUS
o cmucwia Ha [Ipenopbka 2003/361/EO o cmucwia Ha [Ipenopwrka 2003/361/EO
Ha Komucusra; Ha Komucusra, 6 cbomeemcmeue cvc

cneyugpuunume yenu, npeoGUOCHU 3a
msax ¢ CeOmama pamkoea npozpama;

Usmenenue 16
Usnen 7, OykBa )

K) Keanugpuyupanu opraHu3aluy Ha K) 3aKOHHO YupeOdenuopraHn3aluy Ha
nayuexmu ¢ HECTOIIAHCKA LIEll. HAIMEHTU C HECTOIIAHCKA eI
RR\697175BG.doc 13/55 PE393.972v02-00
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ObocHoska

The term 'qualified' is too vague and general; legal clarification is required.

N3menenue 17
Unen 8, maparpad 1

1. Qunancosuam peznamenm na 1. @unancosume npasuna, npunoxcumu
Cvemecmnomo npeonpuamue HHJI ce kom Cvemecmnomo npeonpusmue HHJI,
OCH06A6A HA NPUHUUNUME HA PAMKOGUSA He Mozam 0a ce OMKI0HABAM OM
Qunancoe pecnamenm. Toit mosice oa ce Peznamenm (EO, Eepamom) Ne 2343/2002,
omknonaea om pamxosus Ounancos 0c8eH aKo cnelnpUIHNUTE OTIepaTHBHU
peznamenm, 8 ciyyau Ko2amo notpebHocTr Ha CHBMECTHOTO
crenupUIHUTE OTIEPATUBHU MOTPEOHOCTH npeanpusitue MU ne 2o uzuckeam n
Ha CeBmecTtHOTO Tipeanpustae MUJT co MOJJIEKHU Ha MPEIBAPUTEIHO 0000peHue om
usuckeam u NOJJICKU Ha MpeIBaApUTETHA Komucusra. Brooscemnuuam opzan ce
Koncyamauua ¢ Komucusra. UHpopmupa 3a nodooHU depozayuu.
Obocnoska

BG

Derogations from Regulation No 2343/2002 should be kept to an absolute minimum. The
Joint Undertaking has to prove beyond any doubt that such a derogation is the only way to
guarantee its proper functioning within the limits of its founding regulation.

HN3menenue 18
Usnen 8, maparpad 2 a (HOB)

2a. Cvemecmuomo npeonpusmue HHUJI
ModHce 0a HA3HAYU 6bHULEH 00UMOp, C Uell
0a nposepu cnpageorugocmma u
npeyuzHacmma Ha 200UIHUmME
Cuemo6o0OHU Omuemu, U320MeeHu om
Cvemecmnomo npeonpuamue HHUJI.

ObocHoska

The possibility of calling on an auditor is a good alternative way of ensuring satisfactory
scrutiny of the annual accounts and the potential evaluation of contributions in kind by the
members.

N3menenue 19
Unen 8, maparpag 2 6 (HOB)

PE393.972v02-00 14/55 RR\697175BG.doc



20. Bonwinuam ooumop nocu
O0M208OPHOCH 3a 2apanmupane
U3BBPUIBAHENO HA YO06IEMBOPACALY
KOHMPON HA 200UiHUmME CUemO6800HU
omuyemu u oyeHKama Ha NPUHOCA OMm
cmpana Ha ujienogeme U y4acmuuyume
u3cjiedosamesiCKume npoeKmu.

Obocroeka

The possibility of calling on an auditor is a good alternative way of ensuring satisfactory
scrutiny of the annual accounts and the potential evaluation of contributions in kind by the
members.

Hzmenenue 20
[Tpunoxxenue, uned 7 b (HOB)

26. Yuacmuuyume npeocmasam na
Cvemecmnomo npeonpuamue HHJI
HAYYHU U puHAHCOBU 0OKNIAOU 3a
noonomazanume npoexkmu. Iloooonu
00K1a0u 0asam nooOpooHa ungopmayusn 3a
npogeodenume u3cie008amesicKu
OelitHocmu u 3a pazxooume no n000OHuU
oeiinocmu. Omuemume 3a pazxoou ce
npuopyscaeam om ooumen cepmugpuxam.
Buvnwnuam ooumop paszenescoa
ooumnume cepmugukamu u npeyens
oanu anopmuume 6HOCKU 0M206apam Ha
6HOCKUmMeE om nyOJIUYHU Cpeocmea 3a
npoexkma.

Obocnoska
The possibility of calling on an auditor is a good alternative way of ensuring satisfactory

scrutiny of the annual accounts and the potential evaluation of contributions in kind by the
members.

N3menenne 21
Unen 8, naparpa¢ 2 r (HOB)
22. Cvémecmnomo npeonpuamue HHJT

MOodHce 0a U3N0J136a 6bHUIHU 00UMOPU 34
KOHKpemeH cayyail.

RR\697175BG.doc 15/55 PE393.972v02-00
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ObocHoska

The possibility of calling on an auditor is a good alternative way of ensuring satisfactory
scrutiny of the annual accounts and the potential evaluation of contributions in kind by the

members.

HN3menenue 22
Unen 8, maparpad 2 1 (HOB)

20. llapnamenmvm ce non3ea c npagomo
0a KOHmMpOoaupa 200uiHume c4emogooOHu
omuemu na Cvemecmuomo npeonpusmue
HHi1.

ObocHoska

The possibility of calling on an auditor is a good alternative way of ensuring satisfactory
scrutiny of the annual accounts and the potential evaluation of contributions in kind by the

members.

N3menenue 23
Unen 9, naparpad 1

1. Ilpasunnuxa 3a On1vxicHOCmMHUmME TUUA
na Eeponeiickume o0uwgnocmu, ycioeuama
3a HaemaHe Ha padoma Ha opyzume
cayyucumenu na Eeponeiickume
00uwHOCMU, KAKMO U npaguiama, npuemu
Cb6MECHHO OmM UHCIMUmMyyuume Ha
Eseponeiickama oouwinocm 3a yeaume na
npunazanemo na mo3su Ilpasunnux 3a
OJ1BICHOCIHUmME TUYA ce npulazam 3a
cayycumenume na Cbémecmnomo
npeonpuamue HHJI ARTEMIS u nezosus
U3NBAHUmMENEeH OUPEeKmop.

1. Cvemecmuomo npeonpusmue HHJI
ARTEMIS naema céoume cayyncumenu é
cvomeemcmeue ¢ panopeooume,
NPUNOICUMU 6 NPUEMAULAMA OBPIHCALA.
Komucuama moosice 0a komanouposa
MOJIK06a ONbIHCHOCMU TUUA KOTKOMO €
Heooxo0umo ¢ Cvemecmuomo
npeonpuamue HUJ/I ARTEMIS.

ObocHoska

Self-explanatory.

N3menenue 24
Unewn 9, naparpad 2

2. Ilo omnowenue na ceoume cjiyycumeiu

Cvemecmnomo npeonpuamue HHJI
YRPadicHA6Q npagomowuamama,

PE393.972v02-00
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3ajiuuaea ce
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npedocmaeenu my om op2ana no
Ha3znauagane 6 pamkume Ha llpasunnuka
3a OIbIHCHOCIMHUME TUHA HA
Esponeiickume oouwynocmu u opzana,
0mz06apauy 3a CK1I046aHemo Ha 002060pu
Cb00pa3Ho Yc06UAmMaA 30 HAEMAHE HA
pabdoma na opyzume cayxcumenu Ha
Esponeiickume oouwynocmu.

Obocnoska
Self-explanatory.
N3menenne 25
Unen 9, naparpag 3
3. CeBMecTHOTO npeanpusatue UNJL, B 3. CeBMectHOTO npennpusatue MWL, B
cbriacue ¢ Komucusita, mpuema ceriacue ¢ Komucusita, mpuema
HEOOXOIMMUTE MEPKH 3a MIpUJIaraHe, 6 HEOOXOUMUTE MEPKH 3a MpHUJIaraHe
cbomeemcmeue ¢ ycaosuama, OnpeoeneHu OMHOCHO KOMAHOUPOBAHEN O HA
6 unen 110 om IlpaBunHuka 3a JUTBKHOCTHUTE Jua Ha EBponelickure
JUIb)KHOCTHUTE Jua Ha EBponeiickure OOIIHOCTH.

OOLIHOCTH U yci06uama 3anaemane Ha
paboma na opyzume cayxcumenu Ha
Eeponeiickume oounocmu.

ObocHoska

Self-explanatory.
N3menenue 26
Unen 13, maparpad 1
1. Komucusita npezacrasst Ha CbBeTa U Ha 1. Komucusita npezacrasst Ha CbBeTa U Ha
EBpomneiickus napiaaMeHT FOJIUILIEH JTOKJIa] EBponeiickus napiaamMeHT roJUIIEeH
OMHOCHO HATIpEIbKa, TOCTUTHAT OT NOKJIaJl, 6KI0U6ALY NO-CHEUUATTHO
CwBmectHOTO npeanpustue MNJIL. HanpeabKa, mocTurHat or CbBMECTHOTO
npeanpustue ML
ObocHoska

The annual report should set out not just the progress achieved, but also any difficulties that
may arise.

RR\697175BG.doc 17/55 PE393.972v02-00
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N3menenue 27
Unen 13, maparpad 2

2. /lee zoounu cneo cvzoaeanemo na
Cvemecmnomo npeonpuamue UHJI, no
66 6CUUKU CIyYau He no-Kvcho om 2010
2., Komucusita nposexxaa MeXAMHHO
oreHsiBaHe Ha CHhBMECTHOTO MPEIPHUITHE
NHNIJI c nomolra Ha HE3aBUCUMH EKCIIEPTH.
OrneHsiBaHETO 00XBAIla KAYECTBOTO U
edexTuBHOCTTa Ha CHBMECTHOTO
npeanpuarue MNJI n Hanipeabka 6 nocoka
Ha niocTaBeHute uenu. Komucuama
Cb00Ua6a 3aK0UeHUAMA om
OyeHA6aHemo, 3ae0H0 CbC ceoume
3abenexcku, na Eeponeiickusa napramenm
u na Cveema.

2. IIpeou 31 oexemepu 2011 2. Komucusta
npeocmaesa na Eeponeiickua naparamenm u
Ha Cvgema MEXIVMHHO OLICHSBAHE HA
CeBMecTHOTO npennpuarue MNJI,
U320MEEeHO C TTIOMOIITa HA HE3aBUCUMH
excnept. OneHsiBaneTo oOxBara
KauecTBOTO U €(EKTUBHOCTTA Ha
CeBMecTHOTO nipeanpusarue UL n
HaIpeabKa 6 n0COKA HA TIOCTABEHUTE LIEIIN.
Komucusra cpo0111aBa 3aKII0YEHUATA OT
OLICHSBAHETO, 3a€JHO ChC CBOUTE
3abenexku, Ha EBporneiickus napiaMeHT u
Ha CpBera.

ObocHoska

Evaluation during the mandate is a precondition for assessing the progress made by the IMI
Joint Undertaking and for taking the decisions stemming therefrom.

N3menenue 28
Unen 13, maparpad 3

3. B kpasa na 2017 2. Komucusita npoBex/a
OKOHUATEJIHO OlLeHsABaHe Ha ChBMECTHOTO
npeanpuarue MAJI ¢ momomra Ha
HE3aBHCHUMH eKcriepTH. Pesynrarure ot
OKOHYATEIHOTO OLICHSBAHE CE MPEICTaBAT
Ha EBponeiickus napiaameHnT u Ha CbBeTa.

3. Ha 31 oexemepu 2013 2. unu axo
meKyujume 0eiiHoOCHmu nPOOLIAHCABAM 1€
masu oama, 00 31 oexemepu 2017 2.
Komucusita npoBex/ia OKOHYATEIHO
orieHsiBaHe Ha CHbBMECTHOTO MPEANPUITHE
NHNIJI ¢ nomolra Ha HE3ABUCUMU EKCIIEPTH.
Pesynrarure OT OKOHYATETHOTO OILICHSIBAHE
ce mpeacTaBsT Ha EBpornelickusi mapiaMeHT
u Ha CbBeTa.

ObocHoska

The conduct of a final evaluation in 2013 or 2017 is necessary to establish findings and

measure the project's effects.

HN3menenne 29
Usen 13, maparpad 4

4. OcBoOOXKaaBaHe OT OTTOBOPHOCT 858
6pb3Ka ¢ U3ITBIHEHUETO Ha OI0/KETa Ha

PE393.972v02-00

4. OcB0oOOX/1aBaHE OT OTTOBOPHOCT 6858
8pb3Ka ¢ U3MTBIHECHUETO Ha OI0/KEeTa Ha
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CeBmecTtHOTO npeanpusarue MNJI ce
U3BBpIIBA OT EBponeiickus napiamMeHT no
npenopvka na Cveema cv2nacHo
npoueoypa, onpeodeyiena om QuUHAHCOBUA
peznamenm na Cvémecmnomo
npeonpuamue UUJI.

CeBmecTtHOTO nipeanpusatne UNJI ce
U3BBpIIBA OT EBponeiickus napiamMeHT,
Kamo ce @3eme npedeuo NpernopbKa om
cmpana na CbBera.

ObocHoska

See Amendment 4.

Usmenenne 30

CeBMecTHOTO nipennpuarue MNJI npuema
IIPaBUJIA, KOMTO OINIPEAECIAT U3MOJI3BAHETO
U Pa3lpOCTPAHEHUETO Ha PE3YJITaTU OT
Hay4YHH U3CJIEABAHUA, KOUTO rapaHTUpaT
4e, KOraTto € YMECTHO, UHTEJICKTyalHaTa
COOCTBEHOCT, Ch3/1a/ICHA Upe3
Hay4YHOU3CJIEIOBATEIICKU IEUHOCTU
CBITIACHO HACMOAWUSA PETIIAMEHT, €
3allUTEHA, & PE3YJITATUTE OT HAYYHU
M3CIIEABaHMS CE U3MON3BAT U
pasnpocmpanaeam.

Yneu 16

CeBMecTHOTO npeanpusarue MNUJI npuema
IIPaBUJIA, KOUTO ONPEAEIAT U3M0I3BAHETO
U pa3NpOCTPAHEHUETO HA PE3yNTATU OT
HAy4YHU U3CJE/IBaHUs, KOUTO FapaHTHPAT
4e, KOraTo € yMeCcTHO, UHTEJIEKTyaJlHaTa
COOCTBEHOCT, Ch3/1a/IEHa Upe3
HAy4YHOM3CIIEI0BATEICKH JEHHOCTH
CBIVIACHO HACMOSAWUs PETTIAMEHT, €
3alMTEHA, & PE3YJATaTUTE OT HAyYHU
U3CIEIBaHMsS C€ U3I0I3BAT U nyOIuKyeam
om Cvemecmuomo npeonpuamue HUJL.

ObocHoska

The term 'disseminated’ is not precise enough in this instance. We have no way of knowing
who would be responsible for disseminating the research results, or to whom they would be
circulated. It would be more appropriate for the IMI Joint Undertaking to publish the results.

Usmenenue 31
Ynen 18

HeobxoauMo e 1a ce CKIII0UH CIIopa3yMeHue

3a mpuemane Mexay CbBMECTHOTO

npeanpustue MNJI u benrus otHocHo oduc

MIOMENICHUS, IPUBWIETUN U UMYHUTETH U
Jpyra moJaKperna, KosaTo ce IpeaocTaBs OT
benrus nHa CbBMECTHOTO NpEANpUATHE
NNJI

RR\697175BG.doc
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CxuttouBa ce criopa3yMeHHe 3a IpUEMaHe
Mexay CeBMectHOTO npeanpustue ML u

benrus otHOCHO nowouima no omHoutenue

Ha ouc noMelleHus], MPUBUIIETUN U
MMYHUTETHU U Apyra IIOJAKpena, KOsATO 1a ce
npenoctasu oT benrus Ha CbBMECTHOTO
npeanpustue MAJI.

PE393.972v02-00
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ObocHoska

See Amendment 6.

HN3menenue 32
Unen 19, maparpag 1

Hacrosmusr pernaMeHT Biu3a B CWIA Ha
mpemus 0en om 1yOIVMKYBAaHETO My B
Odunmanen BecTHUK Ha EBponelickus
CBIO3.

HacrosimusT periaMeHT Biau3a B CHIIA 6
Oens na nyonukyBaHero My B O¢unmanexn
BECTHMK Ha EBpornenickus cbro3.

Obocnoeka

Self-explanatory.

N3menenue 33
[Ipunoxxenue, wien 1, maparpad 3

3. CeBMecTHOTO npeanpusartue UNJI ce
YyupeOsea OT naTaTa Ha MyOJIMKyBaHE Ha
To3u YcTaB B OuimaneH BECTHUK Ha
EBpomneiickus cbr03 3a nbpeoHauaiex
NEpUOA, KONTO MPUKIOYBA HA 31 dekemepu
2017 2.

3. CeBMectHOTO npeanpusarue UNJI ce
yupeosea, cyumano OT JaTaTa Ha
nyOnuKyBaHe Ha To3u YcraB B OdunuaneH
BECTHMK Ha EBpomenckus Cbro3 3a EpUo,
KOMTO NpUKIouBa Ha 31 dexemepu 2013 2.

ObocHoska

See amendment to Recital 14.

N3menenue 34
[Tpunoxenue, uien 1, naparpad 4

4. ITvpsonauannusam nepuoo moxice 0a
0v0e yOovdiceH upe3 usmeHenue Ha
Hacmoawua Ycmae 6 cvomeemcmeue ¢
pasnopeooume na unen 21, kamo ce
Omuuma HanpeoOvKvMm O OMHOUIEeHUE HA
ocvulecmesaeanemo Ha yeaume Ha
Cveémecmnomo npeonpusmue UHJI u npu
ycogue, ue e ocuzypeno punancosa
ycmouuugocm.

3ajiuuaea ce

ObocHoska

The principle of public-private partnership must be time-limited so as to be fully effective and

to measure the progress made.

PE393.972v02-00
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W3menenne 35
[Ipunoxenue, unen 2, naparpad 2, 6yksa k)

K) /1a myOynKyBa HHGOpMAIUs 0OMHOCHO
MPOEKTHUTE, BKIFOUYNTEITHO UMEHATa Ha
YYaCTHULIUTE U pasmepa Ha GUHAHCOBOTO
ydactre Ha ChBMECTHOTO MPEIIPHUSITHE
NNJIL

K) /1a myOJIuKyBa, Hapeo ¢ Opyzomo Ha
ce60sa unmepuem caiim, nHGopmanus 3a
MIPOEKTHUTE, BKIIOUUTETHO UMEHATa Ha
YYaCTHHUINTE U pazmepa Ha GUHAHCOBOTO
yuactre Ha CbBMECTHOTO MPEINpHUSITHE
515018

Obocnoeka

To ensure transparency and ease of access to information.

H3menenune 36
[Ipunoxenue, wieH 2, naparpad 2, 6yksa n)

1) J1a OpraHu3upa roJuIlIHO chOpaHue,
HapuuaHo no-noiy ®opym Ha
3aMHTEPECOBAHUTE CTPAHU, C TPYIH 110
HMHTEPECHU 32 OCUTypsIBaHE HA OTKPUTOCT U
MIPO3PAaYHOCT Ha U3CIIEOBATEICKUTE
neitHocty Ha ChbBMECTHOTO MPEANIPUATHE
HWIJI 3a 3auHTEpECOBAHUTE OT HETO
CTpaHu;

1) J1a OpraHu3upa roAMIlIHO ChOpaHue,
HapuyaBo mo-aory @opyma Ha
3aMHTEPECOBAHUTE CTPAHU, OMKPUNLO
3aceoanue 3a CbOmeemuume
Op2anu3ayuu, KOUmMo ce uHmepecyeam
om uzciedosamenckama OeuHoOCm 6
OuomeouyuHckama odaacm c yen
npeoocmassane na oopamna uHgpopmayus
OMHOCHO OeliHocmume no
UHUYUAMUEAMA 3a UHOGAMUGHUME
Jlekapcmea, 3a Jia C€ OCUTYPH OTKPUTOCT U
MPO3PAYHOCT 32 JEHHOCTUTE HA
CwBMectHOTO npeanpustue NI npen
3aMHTEPECOBAHUTE OT HETO CTPaHHU;

ObocHoska

To ensure transparency and ease of access to information.

N3menenne 37
[Ipunoxxenue, unex 4

Opranute Ha CbBMECTHOTO MIPEANIPHUITHE
NWJI ca CoBer, usnvanumener opuc u
Hay4eH KOMHTET.

RR\697175BG.doc
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Opranute Ha CbBMECTHOTO MPEATPUITHE
NWJI ca CoBet, usnvinumenen oupekmop v
HayyeH KOMUTET.
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ObocHoska

In line with other Community bodies set up in accordance with Article 185 of the Financial
Regulation, it is the Executive Director (with the assistance of a secretariat under his
responsibility) who shall be a body of the JU; it is inconsistent to create an Executive Olffice.

N3menenue 38
[Tpunoxxenue, wien 5, maparpad 1, Gyksa 0)

0) mpaBOTO Ha TJ1ac 3a BCEKU HOB YJICH Ce 0) MpaBOTO Ha TJ1ac 3a BCEKU HOB YJICH Ce
ompeielisi MPOIOPIMOHAITHO CIIOPe/T ompeieNtsi MPOIOPIMOHAITHO CIOpPe]T
Yy4acTHETO My B OOIIOTO (puHaHco8o Y4acTHETO My B OOIIOTO puHaHco8o
yuacmue 6 neiinoctute Ha ChBMECTHOTO yuacmue ¢ neiiHoctiute Ha ChBMECTHOTO
npeanpustue MAJL. npeanpusarue MUJ1. Hezaseucumo om

moea, oouwuam oOpoil na znacoeeme Ha
HO6ume unieH06e He MoJice 0a HA0BUUIABA
00wua Opou Ha 2nacoeeme, ¢ KOUMO
pasnonazam unenogeme-yupeoumenu;

ObocHoska

The founding members are responsible in law for the operation of the IMI Joint Undertaking.
To ensure effective governance, the Board must opt for an operationally effective
configuration.

N3menenue 39
[Tpunoxenue, wieH 5, maparpad 1, Oyksa B)

B) I'1aCbT Ha BCCKHU YJICH € HCACIIUM, B) r1aCbT Ha BCCKU YJICH € HCACIIUM,; He
Modice 0a ce 21acyea no nvjiHomouiuey

ObocHoska

There should be no provision for proxy voting. Only those present should be entitled to vote in
order to avoid any possible confusion.

N3menenue 40
[Ipunoxxenue, wien 5, maparpad 2, 6yksa B), Tupeta ot 9 1o 13

0J100psiBa HACOKMTE 3a OLICHSABaHE U MOAOOp - 0/100psiBa HACOKHTE 32 OLICHSBAHE U
Ha MPEeI0KEHNUS 32 TIPOSKTH CIIOPET o100 Ha MPEITIOKESHHS 32 IPOCKTH
NPEUIOKEHUATA Ha U3HBAHUMENHU 0QUC; CHIOpe]] MPEATIOKEHUATA HA USNBIHUMENHUS
oupekmop;
— 0/100psiBa CIIUCHKA Ha U30paHUTE — 0/100psiBa cCIUChKa HAa U30paHUTe
PE393.972v02-00 22/55 RR\697175BG.doc



MMPEATIOXKECHUA 3a ITPOCKTHU;

— Ha3Ha4yaBa U3IIBIHUTEICH JUPEKTOP,
IIPEA0CTaBsl HACOKU U HAIIbTCTBUS Ha
U3IIBJIHUTEITHUS TUPEKTOp, HabIoaBa
paboTaTa Ha U3IBIHUTEIHUS TUPEKTOP U
aKo € HeOOXOIMMO CMEHS U3IIbJIHUTEITHHS
JIUPEKTOD;

- 0000psasa opeanuzayuoHHama
CMPYKmypa Ha U3NBAHUMENHUA 0PUC 6b3
OCHO06a HA NPEnOPBLKU O U3NBIHUMETHUA
oupekmop;

- 0100psABa punancosusn pecnamenm Ha
CoBmectHOTO nipeanpustue UNJI B
CBOTBETCTBUE C paznopedoume Ha 4ieH 11;

MPEAJTOKCHUA 3a ITPOCKTU,

— Ha3Ha4aBa U3IIbIHUTENIECH IUPEKTOD,
IIPEAO0CTaBs HACOKU U HAIIBTCTBUS Ha
U3IIBJIHUTEITHUS JUPEKTOp, HabtoJaBa
paboTaTa Ha U3IIBIHUTEIHUS TUPEKTOP U
aKo € HeOOXOIMMO CMEHS U3IbJIHUTETHUS
TUPEKTOD;

— ono0psiBa punancoeume npasuna Ha
CwBMecTHOTO nipennpusarue MNJI B
CBOTBETCTBUE C paznopedoume Ha 4ieH 11,
cien koHcyaTanus ¢ Komucusra;

ObocHoska

In line with other Community bodies set up in accordance with Article 185 of the Financial
Regulation, it is the Executive Director (with the assistance of a secretariat under his
responsibility) who shall be a body of the JU; it is inconsistent to create an Executive Olffice.

N3menenue 41
[Tpunoxxenue, wieH 5, maparpad 3, OykBa B a) (HOBa)

6a) Tpuma unenose na Eeponeiickus
napjaamenm mozam 0a yuacmeam 6
Kauecmeomo Ha HAb00amenu 6
3acedanusama no nokana nHa Cveéema.

Obocnoska

The European Parliament should be represented on the Board of the IMI Joint Undertaking.
Three Members allow for balance among the political groups. Having an uneven number of
representatives has proved its worth in practice.

N3menenue 42
[Tpunoxenue, wieH 5, maparpad 3 a (HOB)

3a. Cveemvm ungopmupa ovprcasume-
Yj1eHKU 3a peuleHuamd, C6bp3aHu ¢
OHeBHUA ped Ha u3cjiedosamesicKume
oeiinocmu na Cvemecmnama
mexnonozuuna unuyuamuea HUJI.
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ObocHoska

The Member States must be fully informed about the decisions concerning the research
agenda, to enable them to play their part, in accordance with subsidiarity, with regard to
disseminating information about the research agenda and implementing that agenda at

national level.

N3menenne 43
[Tpunoxxenue, unex 6, 3arnaBue u naparpad 1

W3nbnautenex oguc

1. H3nvanumennuam oguc ce cocmou om
U3NBIIHUMETIEH OUPEKMOP U NOOOBPHCALY,
nepconan.

W3nbnnutenen oupekmop

Obocnoska

See Amendment 38.

N3menenue 44
[Tpunosxxenue, uien 6, maparpad 2, yBoJHa 4yacT, OyKBH OT a) 70 1), YBOJHA YacT

2. U3nbaHUTETHUST o¢uc nMma CJICIHUTC
3aJa4u:

a) 3mbIHUTETHUAT OuC OTTOBaps 3a
€XeIHEBHOTO ynpanieHrue Ha CbBMECTHOTO
npennpusatue MNJT;

0) VBbIHUTEHUST oghuc OTroBaps 3a
orepaTUBHUTE acnekTu Ha ChbBMECTHOTO
npeanpusarue MAJI;

B) 3BIIHUTETTHUAT 0ghuc OTTOBaps 3a
JIEMHOCTUTE IO KOMYHUKAIUATA, CBbP3aHU
cbc CpBMecTHOTO npeanpusitiue MNJI;

r) U3NbIHUTENHUAT 0ghuc ynpapissa mo
MOAXO/ISII HAYMH OOIIIECTBECHUTE U
yacTHUTE (PMHAHCOBU CPEJICTBA;

PE393.972v02-00

BG

24/55

2. I3IbAHUTENHUAT OUpEeKmop uma
CIICIHUTE 3a/1a4H:

0) V3IbIHUTETHUAT OupeKkmop,
noonomazan om cekpemapuama cu,
OTroBaps 3a ONEPATUBHUTE ACTIEKTH HA
CoBmecTtHOTO nipeanpusatue MAJI;

B) B3NbJIHUTENTHUAT dupekmop,
noonomazan om cekpemapuama cu,
OTroBaps 3a JEHHOCTUTE 110
KOMYHMKAIUATA, CBbP3aHU ChC
CwBMecTHOTO npeanpusarue UNJI;

r) U3nbaHUTETHUAT Oupexmop,
noonomazan om ceKkpemapuama cu,
yIpaBisiBa MO MOAXOIAI] HAYUH
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0OIIIECTBEHUTE U YACTHUTE (DMHAHCOBH
CPEACTBA;

[To-cnermanao, 3mbIHUTETHUAT oghuc: n) Ilo-criennanto, U3MBIHUTEITHUST
oupeKkmop, noOnomazan om
cekpemapuama cu:

ObocHoska

See Amendment 38.

N3menenue 45
[Ipunoxenue, wieH 6, naparpad 2, 6yksa 1), II€CTO THPE

- U3TOTBS TPEUIOKCHHUETO 32 TOIHIICH - U3TOTBS MPEUIOKCHUETO 32 TOUIICH
OIOKET, BKIIFOUHUTEIHO ONIbHCHOCHHOMO OIOIKET, BKIIFOUUTEITHO OJIbHCHOCHHOMO
wamHo pa3NuCaHue; wjamno pasnucaHue, cjied 0onumeane 00

Hayunua komumem u Dopyma na
3aunmepecoeanume cmpanu;

ObocHoska

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

N3menenue 46
[Tpwnoxxenue, uneH 6, maparpad 7, Oyksa x)

K) npeocmass nped Cveema ) pbK0O80OU U OCBIIECTBABA KOHTPOJI
ceoemo/ceoume npeodnoicenue/sa OMHOCHO BBPXY cayocumenume Ha CbBMECTHOTO
Op2anu3auyUOHHAmMA CMPYKmypa Ha npeanpusitiae NI,

UBNBIAHUmMENHUA OucC u opeanu3upa,
PbK0600U N OCHILIECTBIBA KOHTPOJ BBPXY
cayorcumenume Ha CbBMECTHOTO
npennpustue NI,

ObocHoska
See Amendment 38.
Usmenenue 47
[Ipunoxxenue, unen 7, maparpad 1
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1. HaygyHuAT KOMHTET € KOHCYJITAaTUBEH 1. HayyHuAT KOMHTET € KOHCYJITATUBEH
oprad kbM CbBETa U U3BBPILIBA JEHHOCTUTE oprad kbM CbBeTa U U3BBPILIBA JEHHOCTUTE
CH B TICHO B3aMMOJICUCTBHE U C MOJKpenaTa CH B TSICHO B3aMMO/JICHCTBHE H C MTOAKpenaTa

Ha U3NBIAHUMENHUA od)uc. Ha U3NvIHUMENHUA Oupekmop.

ObocHoska
See Amendment 38.
Nsmenenne 48
[Tpunoxxenue, unen 7, maparpag 6, 6yksa B)
B) KoHCyATHpa ChBETa M U3MBIHUTEITHUS B) KoHCyATHpa ChBETa ¥ U3MBIHUTEIHUS
0¢huc OTHOCHO HAYIHHTE TTOCTIIKEHUS, Ooupexmop OTHOCHO HAYYHUTE IMOCTIKCHUS,
OIIMCAHM B TOOUIITHMS JOKJIA 3a NEHHOCTTA; OIIMCAaHU B TOMMIIHUS JOKJIAI 3a IeHHOCTTA;
ObocHoska
See Amendment 38.

N3menenue 49
[Ipunoxxenue, wien 8§, maparpad 6 a (HOB)

6a. Oyenkama Ha npeonoIHceHUAMA
onpedens 0anu 3aaeeHume cpeocmaea ca
couzmMepumu ¢ 0eitHocmume, KOUMO
mpaoea 0a 0voam npoeedeHu 3a
ocvuecmeasanemo Ha npoeKma.

ObocHoska

The evaluation of each of the research proposals must ascertain whether the proposed budget
is adequate for the work to be carried out, and the true value of monetary contributions must
be evaluated by the Commission.

N3menenue 50
[Ipunoxenue, wien 11, 3arnaBue u maparpad 1

QDunancoe pecnamenm QDunancoeu npasuna

1. @unancoseuam peznamenm Ha 1. @unancoeume npasuna na CbBMECTHOTO

CeBmectHOTO nipeanpusatue MNJI ce npennpustue MNJI ce npuemar ot CpBeTa

0000paea u npuema ot CbBera. cned koncyamayua ¢ Komucuama.
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ObocHoska

See Amendment 17.

N3menenue 51
[Ipunoxenue, unen 11, maparpad 2

2. llenta Ha punancosus pecnamenm e a
eapanmupa cTabuiIHO (PUHAHCOBO
ynpapieHue Ha CbBMECTHOTO MPEANPUSITHE
51508

2. llenta Ha ¢punancoeume npaguna e na
2apanmupa cTabuiIHO (PUHAHCOBO
ynpasiieHue Ha CbBMECTHOTO MPeIpUsiTHE
515018

Obocnoeka

See Amendment 17.

N3menenue 52
[Tpunoxenue, unen 11, maparpad 3

3. Qunancosuam peziamenm Ha
CsBmectHOTO npennpustue MNJI ce
OCHO06a6a HA NPUHYUNUME HA PAMKOCUS
QDunancoe pecnamenm. Toii modxice oa ce
omknonaea om pamkosus Qunancos
pezanamenm, 8 ciyuau Ko2amo
crnenupUYHUTE ONIEpaTUBHU NOTPEOHOCTH
Ha CpBMecTHOTO npeanpustue MUJI o
usuckeam W MOJJIEKHU HA npeosapumena
koncynmauusa ¢ Komucusira.

3. @unancosume npaguna Ha
Cvemecmnomo npeonpuamue HUJI, ne
Mozam 0a ce OMKI0HAGAN OM
pasnopeooume na Pecnamenm (EO,
Espamom) Ne 2343/2002, oceen axo
creun(pUIHUTE ONePaTUBHU MOTPEOHOCTH
Ha CvBMecTHOTO npeanpusatue NI ne 2o
usuckeam W MOJJICKU HA NPedsapumeno
0000penue om Komucusita. brooyicemnuam
op2am ce ungopmupa 3a n000OHU
depozayuu.

ObocHoska

See Amendment 17.

N3menenue 53
[Tpunoxenue, unen 12, naparpad 5

5. N'ogumraUTE CYETOBOAHH OTUYCTH U
OanaHcu 3a MpeaXoAHaTa TOJUHA CE 8HACAM
6 CmeTHaTa nasnara Ha EBponeiickure
oOurHOCTH. BB3MOXKHO € J1a ce U3BBPIIU
oxut ot CMeTHATa 1ajlaTa B ChOTBETCTBHE C
HEWHUTE CTAaHJAPTHU MPOLEAYPH.
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5. 'ogummHATE CYETOBOIHU OTUETH U
OanaHcH 3a MpeAXoHaTa TOANHA CE BHACAM
¢ CmeTHara nanara Ha EBponeiickure
OOIIHOCTHU U npeod 6100)HcemHUA OP2aH.
Bb3MOXkHO € 1a ce U3BBPIIN OJIUT OT
CMmeTHaTa najnaTa B CbOTBETCTBUE C HEIHUTE
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CTaHJAPTHH MPOIIEAYPH.

Obocroeka

Accounts and balance sheets need to be sent to the two arms of the budgetary authority for
information.

N3menenue 54
[Ipunoxenue, wien 13, maparpad 2, anmunesi1 a (HoBa)

H3nvanumennuam oupekmop npeocmaes
200UMWIHUA 00K1a0 3a 0ellHocmma npeo
Eeponeiickusa naparamenm.

ObocHoska

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

H3menenue 55
[Ipunoxenue, uwien 14, naparpag 1

1. YoBeIIKHTE PECypCH Ce OIPEICIIAT B 1. YoBemKHTE PeCypcH ce ONPEeIIsT B
ONIbICHOCIHOMO wamnuo pasnucaHuc, Koe€To ONBIAHCHOCMHOMO wiantHo pas3nucaHuc, Koeto
CC MMpCACTaBA B rOJUIITHUA 6IOI[)KGT. CC MpE€aACTaBA B rOAUIIHUA 6I-O}1)KCT uce

npeoasa om Komucuama na Eeponeiickus
napnamenm u na Cveema, 3ae0Ho ¢
npeosapumennun npoeKmoorooicem Ha
Esponeiickus cvio3.

ObocHoska

As is the case with the Joint Undertakings already in existence, the IMI JU's establishment
plan should be published by the Commission together with the PDB.

N3meneHue 56
[Ipunoxenue, unen 14, naparpad 2

2. Cayscumenume na Coemecmmomo 3a1uuaea ce
npeonpuamue HHJI ca spemenno naemu u

HA3HAYeHu no 002080p CAYHCUMeNu u

umam cpouHu 002060pu, KOUMO M0O2am 0a

ce NOOH06:6aMm eOHOKPAMHO UIU 00U0 34

Makcumaien cpoKk om ceoem 200UHU.
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ObocHoska

Members of the IMI Joint Undertaking staff may be subject to different forms of contract. A
flexible approach should allow a degree of freedom in the choice of contracts.

H3menenne 57
[Tpunoxenue, unen 17, naparpag 5, Oyksa a)

a) MUKPO, MAJIKH U CPEITHH TIPEATTPUSTHSI
no cmuckia Ha [Ipenopska 2003/361/EO
Ha Komucusita;

a) MUKPO, MaJIKU M CPETHH TIPEIIPUSTHS
no cmuckia Ha [Ipenopska 2003/361/EO
Ha Komucusira, ¢ cbomeemcmeue cve
cneyuguunume yenu, npedeudeHu 3a
max ¢ Ceomama pamkoea npozpama;

H3menenne 58
[Tpunoxenue, uien 21, naparpag 1

1. Bcexu unen Ha ChbBMECTHOTO
npennpuarue MNJI moxe na BHacs
npeaioxkeHus: B CbBeTa 3a MN3MEHEHHUE Ha
HACTOSIIMSA Y CTaB.

He kacae 6vreapckama eepcus

ObocHoska

Does not affect English version.

N3menenune 59
[Ipunoxenue, unen 21, naparpag 2

2. 3smenenusra B YcTaBa ce 0100psBat OT
CobBeTa. AKO I3MEHEHHETO 3acsira
[SJIOCTHUTE MPUHIUIH U eI Ha
HACTOSAIINS Y CTaB, MO-CIEIAAITHO
W3MEHEHHE Ha WieH 1, MbPBO TUPE OT YJeH
5, maparpad 2, 6ykBa B), uiieH 8, maparpad 3
1 4ieH 21, e Heo0XoauMo U 0J0OpeHHETo Ha
CsBera 1o nipeioxkenue Ha Komucusira.

2. U3menenusTa B YcTaBa ce 0100psBar oT
CbBeTa. AKO I3MEHEHHETO 3acsra
[SAJIOCTHUTE MPUHIUIH U LIEIH Ha
HacTOSAIINSA Y CTaB, MO-CHEIIHAITHO
W3MEHEHHE Ha WieH |, MbPBO TUPE OT WICH
5, maparpad 2, 6ykBa B), wieH 8, nmaparpad 3
1 unieH 21, e Heo0X0uMO U 0JI0OpEHUETO Ha
CuBeTa no nipeioxkenue Ha Komucusra u
cneo koucyrmayus c Eeponeiickusn
napaamvenm.

ObocHoska

The European Parliament needs to be consulted on any important changes to the JU's

statutes.
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N3menenue 60
[Tpunoxxenue, wien 22, naparpad 3, Oyksa a)

a) Bceku yuyacTBaii B poeKT ocTaBa
MIPUTEKATEN HA MHTEJICKTyaTHATa
COOCTBEHOCT, KOSITO BHACS B MTPOEKTA, KaTo
CBII0 TaKa OCTaBa MPUTEKATEN HA
WHTEJIEKTyaTHaTa COOCTBEHOCT, KOSITO
Ch3/1aBa B paMKUTE Ha TIPOEKTA, OCBEH aKO
HsIMa ApyTa JOTOBOPEHOCT MEXKIY
y4JacTHUIIUTE B TTpoekTa. CpoKoBeTE U
yCIIOBUSITA 32 TpaBa Ha JIOCTHII U
JUIICH3UPaHEe TI0 OTHOIIICHHE Ha
WHTEJIEKTyaTHaTa COOCTBEHOCT,
MPEeIOCTaBeHA WIIH Ch3/IaJIeHA OT
Y4aCTHUIIUTE B pAMKUTE Ha JIaJIeH MPOEKT,
Ce OMpEAETAT B CIOPa3yMEHHUETO 32
0e3BBb3Me3/IHa TIOMOIII U JJOTOBOPA 110
MPOEKTA.

a) Bceku yuacTBai B MpoeKT ocTaBa
MIPUTEKATENT HA MHTEJICKTyaJTHATa
COOCTBEHOCT, KOSITO BHACA B MTPOEKTA, KaTo
CBIIIO TaKa OCTaBa MPUTEKATE HA
WHTEJIEKTyaTHaTa COOCTBEHOCT, KOSITO
Ch3/1aBa B pAMKHTE Ha MPOCKTa, OCBEH aKO
HSIMa JpyTa JOTOBOPEHOCT MEKIY
y4JacTHUIUTE B TpoekTa. CpoKoBETE U
yCIIOBUSITA 32 TpaBa Ha JOCTHII U
JUTICH3UPAHE TT0 OTHOIIICHUE Ha
WHTEJIEKTyaTHaTa COOCTBEHOCT,
MpeA0CTaBeHa WA Ch3/1aJIeHa OT
yYaCTHUIIUTE B pAMKUTE Ha JIaJICH MPOEKT,
CE OMpEENIT B CIOPA3yMEHHETO 32
0e3BBb3Me3/IHa TIOMOIII U JOTOBOpPA 10
MPOCKTA. Yuacmuuyume 6 npoexkma
onpeoenam 6CUUKU RPOUIMUYAUU OM
npoekmume cay4au Ha Cb8MECHHO
npumedicasane Ha UHMENEKMYyaina
coocmeenocm.

ObocHoska

As the IMI undertaking is a joint one, provision should be made for establishing co-ownership
of intellectual property in cases where several participants achieve results determined by the

various stakeholders.

N3menenue 61
[Tpunoxxenue, unex 23 a (HOB)

Ynen 23a
Cnopa3symenue 3a npuemane

Cknrouea ce cnopasymenue 3a npuemane
medxncdy Cvemecmunomo npeonpusmue
HUIT u benzus.

ObocHoska

For the sake of consistency, the traditional host agreement clause should also be included in

the statutes. See also Amendment 6.
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EXPLANATORY STATEMENT

1) Background

Research and innovation contribute directly to the prosperity and wellbeing of individuals and
society. The main aim of technological research and development policy is to turn the
European Union into a leading knowledge economy.

The European Union must make it possible to achieve the greatest possible cooperation at
various levels, coordinate European and national policies more effectively, strengthen
structural capacity and links between research teams and, finally, enhance the mobility of
researchers and ideas.

Joint technological initiatives (JTIs) are instruments defined in the specific programme
'Cooperation' of the Seventh Framework Programme. The JTI are the result of the work
accomplished by the European technological platforms (ETP) launched under the Sixth
Framework Programme to bring together public and private stakeholders to set up and
implement joint research programmes in the field of industrial research.

In a small number of cases, ETPs have achieved such an ambitious scale and scope that they
considerable amounts of public and private investment will have to be mobilised in order to
implement their research programmes.

In contrast to the traditional approach, which involved providing projects with public funding
on a case-by-case basis, JTIs are designed for large-scale research programme having joint
strategic research objectives. This new approach is designed to generate critical mass in terms
of European research and innovation by consolidating the activities of the European scientific
community in the main strategic areas. It will harmonise the funding of projects to ensure that
research results can be put to use more swiftly. As one of these JTIs, the innovative medicines
initiative (IMI) will finance pan-European public/private partnerships in the field of
biomedical research.

2) Challenges

Although the EU is a world leader in many technologies, it needs to address an increasing
number of challenges not only from its traditional competitors, but also from the emerging
economies. The joint programmes can obtain results which the Member States could not
achieve by acting alone.

The emerging strength of the Indian and Chinese economies in the area of high-value-added
technology is inducing the European Union to enhance its potential with regard to innovation,
research and technology. Innovation is one of the keys to the future success of the revised
Lisbon Strategy for growth and employment.

The EU seems, however, to be a victim of the paradoxical failings which prevent it from
exploiting its potential to the full: an inability to convert the fruits of innovation into new
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products, patents and jobs; a large number of innovative small and medium-sized enterprises
(SMEs) which are finding it difficult to grow and succeed at world level.

More particularly, the productivity of pharmaceutical research and development has been
declining for three decades, although financial investment has been steadily increasing. In 25
years, the amount of expenditure on research and development per pharmaceutical product
placed on the market rose from € 54 million to € 880 million, equivalent to an annual increase
of 11.8%. At the same time, there has been a significant drop in the duration of new drugs'
effective profitability. The average duration of the clinical development process has risen
from 2.5 years in the 1960s to 6.5 years in the 1990s. As an additional problem, there has
been a rise in the failure rate of various stages of the testing process for new molecules. An
increasing number of compounds is having to be tested to find one which would could be
placed on the market.

The Seventh Framework Programme for research, which covers the period from 2007-2013,
offers the EU an opportunity to bring its research policy into line with its economic and social
ambitions by consolidating the European Research Area (ERA). To achieve that objective, the
Commission wishes to increase the EU's annual research budget and thereby stimulate greater
national and private investment. The implementation of the Seventh Framework Programme
must also meet the research and knowledge requirements of industry and of European policy
objectives in general.

The Commission, the Member States and industry have decided to join forces by investing
together in strategic research programmes. The Commission has proposed four joint
technological initiatives. These JTIs will enable industry, the Member States and the
Commission to pool their resources in the context of targeted research programmes.

3) A new joint approach

The IMI is a unique initiative jointly implemented by the Commission and the EFPIA
(European Federation for Pharmaceutical Industries and Associations). It will bring together
public authorities, patients, universities, hospitals and representatives of the pharmaceutical
industry to enable important progress to be made and address the complex issues involved in
pre-competitive research and development.

The IMI JU will have a total budget of EUR 2 billion for the period 2008-2013. The
Commission has allocated EUR 1 billion to the IMI JU under the Seventh Framework
Programme. The Community's contribution will be paid in full to SMEs and universities to
fund research which could be used by the pharmaceutical industry. The big pharmaceutical
companies will make an equivalent contribution and ensure the involvement of these SMEs
and universities. The IMI JU will, consequently, help boost private investment in R&D,
improve knowledge transfer between universities and firms, and increase the participation of
small businesses in the European research sector.

4) Appreciable benefits

The innovative medicines initiative will aim to support the development of new knowledge,
new tools and new methods in order to ensure more appropriate and safer medicines reach the
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market more rapidly. It will lead to better care for patients, particularly those suffering from
cancer or cerebral, inflammatory, metabolic or infectious diseases.

The purpose of the IMI JU is not to produce specific treatments but to identify bottlenecks in
the R&D process, including pharmacovigilance, drug efficacy, knowledge management,
education and training. Progress in these four areas will make it possible to improve research
with a view to discovering, and speeding up the development of, better medicines, particularly
for the treatment of 'neglected diseases'.

The collective approach developed by the IMI will reduce the risks involved for small firms
and help them to develop products more swiftly by providing them with access to a common

infrastructure, resources and equipment.

5) How the system will work

The IMI will involve a non-profit joint undertaking pursuant to Article 171 of the Treaty. This
joint undertaking will be supported by an executive office jointly funded and managed by the
Commission and the EFPIA. The latter will publish calls for research proposals. Groups of
partners (universities, SMEs, bio-pharmaceutical companies, public authorities, patients) will
form a public-private partnership to propose research initiatives. A public-private partnership
shall include at least one university and/or SME, and one EFPIA member company.

The Commission and the EFPIA have together drawn up a strategic research agenda for the
IMI. This document contains recommendations concerning the main bottlenecks.

6. Conclusion

Europe needs a new approach to research in areas which offer promising prospects for our
competitiveness and well-being. The proposals show that the Commission must now adopt a
fresh approach to addressing Europe's requirements in that field. These public-private
partnerships offer a new and promising alternative for pharmaceutical research, but also for
all other areas of research activities.

The rapporteur is pleased that approaches of this kind are being implemented. Some changes
are proposed to the general framework laid down by the Commission proposal in order to
clarify certain points. The distribution of intellectual property rights should be decided
within the IMI JU, which will determine how any potential co-ownership issues should be
resolved.

The interests of SMEs must not be sacrificed to those of other, bigger sections of the industry.
It is an essential pre-requisite, therefore, for the needs of SMEs to be taken more fully into
account and for support measures to be taken to reduce any additional administrative burdens
which might be imposed on them.
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13.11.2007

OPINION OF THE COMMITTEE ON BUDGETS

for the Committee on Industry, Research and Energy

on the proposal for a Council regulation setting up the Innovative Medicines Initiative Joint
Undertaking
(COM(2007)0241 — C6-0171/2007 — 2007/0089(CNS))

Draftswoman: Jutta Haug

SHORT JUSTIFICATION

Commission proposal

Joint Technology Initiatives (JTIs) are introduced in the Seventh Framework Programme!
(FP7) as a new way of realising public-private partnerships in research at European level. JTIs
arise primarily from the work of European Technology Platforms (ETPs). In a small number
of cases, ETPs have reached such an ambitious scale and scope that they will require the
mobilisation of considerable public and private investments as well as substantial research
resources to implement important elements of their Strategic Research Agendas. JTIs are
proposed as means of meeting the needs of this small number of ETPs.

In the Cooperation Specific Programme? six areas are identified where a JTI could have
particular relevance: hydrogen and fuel cells, aeronautics and air transport, innovative
medicines, embedded computing systems, nanoelectronics and GMES (global monitoring for
environment and security).

Against this background, the Innovative Medicines Initiative Joint Undertaking (IMI JU) is
the legal entity that will be responsible for implementation of the Joint Technology Initiative
on Innovative Medicines (IMI JTI). The present proposal relates to the setting-up of the IMI
JU under Article 171 of the Treaty.

The IMI JU should be considered as a Community body and be established for a period
ending on 31 December 2017. It will have its seat in Brussels, Belgium.

'OJL 412,30.12.2006, p. 1
20J L 400, 30.12.2006, p. 66-241.
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It will be founded by the European Community, represented by the EC, and the European
Federation of Pharmaceutical Industries and Associations, EFPIA. The activities of the IMI
JU will be jointly funded by its founders. The European Community and EFPIA will
contribute in equal parts to the running costs of the IMI JU. The research activities will be
jointly funded through contributions by the EFPIA member companies with resources
(personnel, equipment, consumables, etc.), and a matching contribution from the European
Community.

Financial implications

The IMI JU will have a total budget of EUR 2 billion. The EC will contribute with EUR
1 billion from FP7. The remaining EUR 1 billion will be contributed by EFPIA and the
research-based pharmaceutical companies that are full members of EFPIA.

Two new budget lines will be created for the EU contribution:

08.02 01 10 "Operational expenditures for research activities of the IMI Joint Undertaking"
08.02 01 20 "Support expenditures for running costs of the IMI Joint Undertaking"

with the following expenditure profile:

Expenditure tvpe Section Year 2009 2010 2011 2012 2013
P yp no. 2008 and later Total

Operational expenditure'
(Cc"gm“mem Appropriations | ¢ | a | 122700 | 76800 | 95800 | 155400 | 294300 | 215000 | 960000
f;f;lem Appropriations b | 122700 | 76800 | 95800 | 155400 | 294300 | 215000 | 960 000
Administrative expenditure’
Technical & administrative 8.2.4. c 2300 | 3200 | 4200 4 600 5700 20 000 40 000
assistance (NDA)

TOTAL REFERENCE AMOUNT

Commitment a+c | 125000 | 80000 | 100000 | 160000 | 300000 | 235000 | 1000000

Appropriations

Payment Appropriations b+c | 125.000 | 80.000 | 100000 | 160000 | 300000 | 235000 | 1000000
Assessment

BG

The draftswoman's amendments are mainly based on two concerns:

1) The JU is established for an initial period ending on 31 December 2017 (which may even
be extended to a later date), whereas the MFF only covers the period up to 2013. Therefore,
any request for Community funding for the IMI JU after 2013 has to be newly evaluated in

I Expenditure 08.02 01 10 "Operational expenditures for research activities of the IMI Joint Undertaking"
2 Expenditure 08.02 01 20 "Support expenditures for running costs of the IMI Joint Undertaking"
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the context of the negotiations for a new financial framework.

As for the current period, the proposal - although falling under Heading 1a with its dwindling
margins - is compatible with the MFF, for the simple reason, that the EU contribution
required is taken from the FP7 and has as such already been included in the Commission's
financial programming.

Nevertheless, your draftswoman would like to point out that no financial commitments can be
made for the time after the current MFF (Amendment 1).

2) By analogy with the negotiations on the ITER Joint Undertaking at the beginning of 2007
which led to the Conclusions agreed at the Trilogue of 7 March 2007, the IMI JU has to be
considered as an agency within the meaning of Article 185 of the Financial Regulation and is
therefore subject to an agreement by the budgetary authority on its financing (Amendments 2,
3,7 and 11).

At the same time, if the basic assumption is that the IMI JU is to be treated as an agency for
budgetary purposes, it has to be consistent with the general approach on agencies that the
Committee on Budgets has developed over the past years. Your draftswoman therefore

presents a series of amendments which guarantee such a consistent approach (Amendments 4-
6, 8-10 and 12-26).

AMENDMENTS

The Committee on Budgets calls on the Committee on Industry, Research and Energy, as the
committee responsible, to incorporate the following amendments in its report:

Draft legislative resolution

Amendment 1
Paragraph 1 a (new)

1a. Considers that the reference amount indicated in the legislative proposal must be
compatible with the ceiling of heading 1a of the current multiannual financial
framework 2007 - 2013 and with the provisions of Point 47 of the Interinstitutional
Agreement (I11A) of 17 May 2006, notes that any financing beyond 2013 shall be
evaluated in the context of the negotiations for the next financial framework;

Amendment 2
Paragraph 1 b (new)

1b. Recalls that the opinion delivered by the Committee on Budgets does not pre-empt the
outcome of the procedure laid down in Point 47 of the 114 of 17 May 2006 which
applies to the setting up of the Innovative Medicines Initiative Joint Undertaking;
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Proposal for a regulation

Text proposed by the Commission

Amendments by Parliament

Amendment 3
Citations 1 aand 1 b (new)

Having regard to Council Regulation (EC,
Euratom) No 1605/2002 of 25 June 2002
on the Financial Regulation applicable to
the general budget of the European
Communities’ (Financial Regulation), and
in particular Article 185 thereof,

Having regard to the Interinstitutional
Agreement of 17 May 2006 between the
European Parliament, the Council and the
Commission on budgetary discipline and
sound financial management’(IIA), and in
particular Point 47 thereof,

L' OJ L 248, 16.9.2002, p. 1. Regulation as amended
by Regulation (EC, Euratom) No 1995/2006 (OJ L
390, 30.12.2006, p. 1).

20J C 139, 14.6.2006, p. 1.

Justification

By analogy with the conclusions of the trilogue of 7 March 2007 on the Joint Undertaking for
ITER, the IMI JU is also to be considered as a Community agency for the purpose of the
application of point 47 of the IIA. This has to be reflected in the legal bases referred to in the

Regulation.

Amendment 4
Recital 16

(16) The IMI Joint Undertaking should be a
body set up by the Communities and
discharge for the implementation of its
budget should be given by the European
Parliament, on the recommendation of the
Council, taking however into account the
specificities resulting from the nature of
JTIs as public-private partnerships and in
particular from the private sector

PE393.972v02-00
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(16) The IMI Joint Undertaking should be a
body set up by the Communities and
discharge for the implementation of its
budget should be given by the European
Parliament, taking into account a
recommendation from the Council.
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contribution to the budget.

Justification

By analogy with the conclusions of the trilogue of 7 March 2007 on the Joint Undertaking for
ITER, the European Parliament should be given full and unconditional responsibility for the
discharge of the implementation of the budget of the IMI JU.

Amendment 5
Recital 27

(27) The IMI Joint Undertaking should
have, subject to prior consultation with the
Commission, a distinct Financial
Regulation based on the principles of the
framework financial regulation which
takes into account its specific operating
needs arising, in particular, from the need to
combine Community and private funding to
support research and development activities
in an efficient and timely manner.

(27) The financial rules applicable to the
IMI Joint Undertaking should not depart
Jfrom Commission Regulation (EC,
Euratom) No 2343/2002 of 23 December
2002 on the framework Financial
Regulation for the bodies referred to in
Article 185 of the Financial Regulation’,
unless specifically required for its
operating needs, in particular the need to
combine Community and private funding to
support research and development activities
in an efficient and timely manner. The prior
consent of the Commission should be
required for the adoption of any rules
which derogate from Regulation (EC,
Euratom) No 2343/2002. The budgetary
authority should be informed of such
derogations.

1OJL 357, 31.12.2002, p. 72.

Justification

Derogations from Regulation No 2343/2002 should be kept to an absolute minimum. The
Joint Undertaking has to prove beyond any doubt that such a derogation is the only way to
guarantee its proper functioning within the limits of its founding regulation.

Amendment 6
Recital 33

(33) The IMI Joint Undertaking should be
established in Brussels, Belgium. A host
agreement should be concluded between the
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IMI Joint Undertaking and Belgium
concerning office accommodation,
privileges and immunities and other support
to be provided by Belgium to the IMI Joint
Undertaking.

IMI Joint Undertaking and Belgium
concerning the host country's assistance
with regard to office accommodation,
privileges and immunities and other support
to be provided by Belgium to the IMI Joint
Undertaking.

Justification

It should be clearly stipulated that the host country of any agency or similar Community body
is expected to provide financial and all other assistance necessary to facilitate the setting-up

and running of the Community body.

Amendment 7
Article 1, paragraph 1

1. For the implementation of the Joint
Technology Initiative on Innovative
Medicines, a Joint Undertaking is hereby set
up for a period ending on 31 December 2017
(hereinafter referred to as "IMI Joint
Undertaking"). This period may be extended
by the Council.

1. For the implementation of the Joint
Technology Initiative on Innovative
Medicines, a Joint Undertaking is hereby set
up for a period ending on 31 December 2017
(hereinafter referred to as "IMI Joint
Undertaking"). This period may be extended
by a revision of this Regulation. The IMI
Joint Undertaking is a body set up in
accordance with Article 185 of the
Financial Regulation and Point 47 of the
114 of 17 May 2006.

Justification

For any extension of the Joint Undertaking's lifetime, the respective legislative procedure has

to be followed. See Amendment 3.

Amendment 8
Article 8, paragraph 1

1. The IMI Joint Undertaking's Financial
Regulation shall be based on the principles
of the Framework Financial Regulation. It
may depart from the Framework Financial
Regulation where the specific operating
needs of the IMI Joint Undertaking so
require and subject to prior consultation
with the Commission.
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1. The financial rules applicable to the IMI
Joint Undertaking may not depart from
Regulation (EC, Euratom) No 2343/2002,
unless specifically required for its
operating needs and subject to prior consent
of the Commission. The budgetary
authority shall be informed of such
derogations.

RR\697175BG.doc



Justification

See Amendment 5.

Amendment 9
Article 13, paragraph 4

4. Discharge for the implementation of the
budget of the IMI Joint Undertaking shall be
given by the European Parliament, upon
recommendation of the Council, in
accordance with a procedure provided for
by the Financial Regulation of the IMI
Joint Undertaking.

4. Discharge for the implementation of the
budget of the IMI Joint Undertaking shall be
given by the European Parliament, taking
into account a recommendation from the
Council.

Justification

See Amendment 4.

Amendment 10
Article 18

A host agreement shall be concluded
between the IMI Joint Undertaking and
Belgium concerning office accommodation,
privileges and immunities and other support
to be provided by Belgium to the IMI Joint
Undertaking.

A host agreement shall be concluded
between the IMI Joint Undertaking and
Belgium concerning the host country's
assistance with regard to office
accommodation, privileges and immunities
and other support to be provided by Belgium
to the IMI Joint Undertaking.

Justification

See Amendment 6.

Amendment 11
Annex, Article 1, paragraph 3

3. The IMI Joint Undertaking shall be
established as from the publication of these
Statutes in the Official Journal of the
European Union for an initial period ending
on 31 December 2017.
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Statutes in the Official Journal of the
European Union for an initial period ending
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114 of 17 May 2006.

Justification

See Amendment 7.

Amendment 12
Annex, Article 4

The bodies IMI Joint Undertaking shall be The bodies of the IMI Joint Undertaking

the Board, the Executive Office and the shall be the Board, the Executive Director

Scientific Committee. and the Scientific Committee.
Justification

In line with other Community bodies set up in accordance with Article 185 of the Financial
Regulation, it is the Executive Director (with the assistance of a secretariat under his
responsibility) who shall be a body of the JU; it is inconsistent to create an Executive Office.

Amendment 13
Annex, Article 5, paragraph 2, point (c), indents 9 to 13

— approve the guidelines on evaluation and — approve the guidelines on evaluation and
selection of project proposals as proposed by selection of project proposals as proposed by
the Executive Office; the Executive Director;

- approve the list of selected project - approve the list of selected project
proposals; proposals;

- appoint the Executive Director, provide - appoint the Executive Director, provide
guidance and direction to the Executive guidance and direction to the Executive
Director, monitor the Executive Director's Director, monitor the Executive Director's
performance and, if necessary, replace the performance and, if necessary, replace the
Executive Director; Executive Director;

— approve the organisational structure of
the Executive Office based on
recommendations of the Executive

Director;
— approve the financial regulation of the — approve the financial rules of the IMI Joint
IMI Joint Undertaking in accordance with Undertaking in accordance with Article 11,
Article 11; after consulting the Commission;
Justification
See Amendments 5, 8 and 12.
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Amendment 14
Annex, Article 6, title and paragraph 1

Executive Office Executive Director
1. The Executive Office shall be composed
of an Executive Director and supporting
staff.
Justification

See Amendments 12 and 13.

Amendment 15
Annex, Article 6, paragraph 2, introductory part, points (a) to (d) and point (e), introductory

2. The tasks of the executive office are the
following:

(a) The Executive Office shall be in charge
of the day-to-day management of the IMI
Joint Undertaking;

(b) The Executive Office shall be
responsible for the operational aspects of the
IMI Joint Undertaking;

(c) The Executive Office shall be
responsible for the communication activities
related to the IMI Joint Undertaking;

(d) The Executive Office shall manage
appropriately the public and private funds;

(e) The Executive Office shall in particular:
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2. The tasks of the Executive Director are
the following:

(b) The Executive Director, assisted by his
secretariat, shall be responsible for the
operational aspects of the IMI Joint
Undertaking;

(c) The Executive Director, assisted by his
secretariat, shall be responsible for the
communication activities related to the IMI
Joint Undertaking;

(d) The Executive Director, assisted by his
secretariat, shall manage appropriately the
public and private funds;

(e) The Executive Director, assisted by his
secretariat, shall in particular:
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Justification

See Amendments 12, 13 and 14.

Amendment 16
Annex, Article 6, paragraph 7, point (g)

(g) submit to the Board his/her proposal(s) (g) direct and supervise the staff of the IMI
concerning the organisation structure of Joint Undertaking;

the Executive Office and organise, direct
and supervise the staff of the IMI Joint

Undertaking;

Justification

See Amendments 12, 13, 14 and 15.

Amendment 17
Annex, Article 7, paragraph 1

The Scientific Committee is an advisory 1. The Scientific Committee is an advisory
body to the Board and it shall conduct its body to the Board and it shall conduct its
activities in close liaison and with the activities in close liaison and with the
support of the Executive Office. support of the Executive Director.

Justification

See Amendments 12, 13, 14, 15 and 16.

Amendment 18
Annex, Article 7, paragraph 6, point (c)

(c) advise the Board and the Executive (c) advise the Board and the Executive

Office on the scientific achievements Director on the scientific achievements

described in the annual activity report;. described in the annual activity report;
PE393.972v02-00 44/55 RR\697175BG.doc
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Justification

See Amendments 12, 13, 14, 15, 16 and 17.

Amendment 19
Annex, Article 11, title and paragraph 1

Financial Regulation

1. The IMI Joint Undertaking’s financial
regulation shall be agreed and adopted by
the Board.

Financial Rules

1. The IMI Joint Undertaking’s financial
rules shall be adopted by the Board after
having consulted the Commission.

Justification

See Amendments 5, 8, 12 and 13.

Amendment 20
Annex, Article 11, paragraph 2

2. The purpose of the financial regulation is
to ensure the sound financial management of
the IMI Joint Undertaking.

2. The purpose of the financial rules is to
ensure the sound financial management of
the IMI Joint Undertaking.

Justification

See Amendments 5, 8, 12, 13 and 20.

Amendment 21
Annex, Article 11, paragraph 3

3. The IMI Joint Undertaking's Financial
Regulation shall be based on the principles
of the Framework Financial Regulation. It
may depart from the Framework Financial
Regulation where the specific operating
needs of the IMI Joint Undertaking so
require and subject to prior consultation
with the Commission.

RR\697175BG.doc

3. The IMI Joint Undertaking's financial
rules may not depart from Regulation (EC,
Euratom) No 2343/2002, unless necessary
for its specific operating needs. The prior
consent of the Commission shall be
required for the adoption of any rules
which derogate from Regulation (EC,
Euratom) No 2343/2002. The budgetary
authority shall be informed of such
derogations.
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Justification

See Amendments 5, 8, 12, 13, 20 and 21.

Amendment 22
Annex, Article 12, paragraph 5

5. The annual accounts and balance sheets 5. The annual accounts and balance sheets
for the preceding year shall be submitted to for the preceding year shall be submitted to
the Court of Auditors of the European the Court of Auditors of the European
Communities. An audit may be executed by Communities and to the budgetary

the Court of Auditors in accordance with its authority. An audit may be executed by the
standard procedures. Court of Auditors in accordance with its

standard procedures.

Justification

Accounts and balance sheets need to be sent to the two arms of the budgetary authority for
information.

Amendment 23
Annex, Article 14, paragraph 1

1. The staff resources shall be determined in 1. The staff resources shall be determined in

the establishment plan to be set out in the the establishment plan to be set out in the

annual budget. annual budget and to be forwarded by the
Commission to the European Parliament
and the Council together with the
preliminary draft budget of the European
Union.

Justification

As is the case with the Joint Undertakings already in existence, the IMI JU's establishment
plan should be published by the Commission together with the PDB.

Amendment 24
Annex, Article 21, paragraph 2

2. Amendment to these Statutes shall be 2. Amendment to these Statutes shall be

approved by the Board. If such amendment approved by the Board. If such amendment

affects the overall principals and objectives affects the overall principles and objectives
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of these Statutes, in particular any of these Statutes, in particular any

amendment to Article 1, first indent of amendment to Article 1, the first indent of
Article 5(2)(c), Article 8(3) and Article 21 Article 5(2)(c), Article 8(3) and Article 21
shall be subject to approval by the Council shall be subject to approval by the Council
based on a proposal by the Commission. based on a proposal by the Commission, and
after consultation of the European
Parliament.
Justification

The European Parliament needs to be consulted on any important changes to the JU's
Statutes.

Amendment 25
Annex, Article 23 a (new)

Article 23a
Host Agreement

A host agreement shall be concluded
between the IMI Joint Undertaking and the
host state.

Justification

For the sake of consistency, the traditional host agreement clause should also be included in
the statutes. See also Amendment 6.
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10.10.2007

OPINION OF THE COMMITTEE ON THE ENVIRONMENT, PUBLIC HEALTH AND
FOOD SAFETY

for the Committee on Industry, Research and Energy

on the proposal for a Council regulation setting up the Innovative Medicines Initiative Joint
Undertaking
(COM(2007)0241 - C6-0171/2007 - 2007/0089(CNS))

Draftswoman: Dagmar Roth-Behrendt

SHORT JUSTIFICATION

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
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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.

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
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process will mostly not rely on animal tests but on new in-vitro techniques or computer based
technologies.
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AMENDMENTS

The Committee on the Environment, Public Health and Food Safety calls on the Committee
on Industry, Research and Energy, as the committee responsible, to incorporate the following

amendments in its report:

Text proposed by the Commission'

Amendments by Parliament

Amendment 1
Recital 11

(11) The Joint Technology Initiative on
"Innovative Medicines” should propose a
coordinated approach to overcome identified
research bottlenecks in the drug
development process, and to support 'pre-
competitive pharmaceutical research and
development', in order to accelerate the
development of safe and more effective
medicines for patients. In the present context
'pre-competitive pharmaceutical research
and development' should be understood as
research on the tools and methodologies
used in the drug development process.

(11) The Joint Technology Initiative on
"Innovative Medicines” should propose a
coordinated approach to overcome identified
research bottlenecks in the drug
development process, and to support 'pre-
competitive pharmaceutical research and
development', in order to accelerate the
development of safe and more effective
medicines for patients. In the present context
'pre-competitive pharmaceutical research
and development' should be understood as
research on the tools and methodologies
used in the drug development process.
Intellectual property originating from an
Innovative Medicines Initiative (IMI)
project should be licensed to third parties
on fair and reasonable terms.

Justification

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.

Amendment 2
Article 7, point (g)

(g) qualified non-profit patients
organisations.

' Not yet published in OJ.
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(g) qualified non-profit patients
organisations according to criteria to be
established and defined by the Commission.
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Justification
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.

Amendment 3
Annex, Article 2, paragraph 2, point (c)

(c) to make any necessary adjustments to the
Research Agenda of the Joint Technology
Initiative on "Innovative Medicines" in light
of scientific developments occurring during
its implementation;

(c) to regularly review and make any
necessary adjustments to the Research
Agenda of the Joint Technology Initiative on
"Innovative Medicines" in light of scientific
developments occurring during its
implementation and in order to ensure that
the health care priorities and the needs of
patients are adequately addressed in
Europe;

Justification

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.

Amendment 4
Annex, Article 5, paragraph 1, point (f a) (new)

(fa) the European Parliament shall appoint
two independent representatives and two
substitutes to the Board.

Justification

Given the role of the European Parliament as part of the Budget Authority, it should be

represented in the Board.

Amendment 5
Annex, Article 6, paragraph 2, point (e), indent 6

- prepare the annual budget proposal,
including the staff establishment plan;
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- prepare the annual budget proposal,
including the staff establishment plan, after
consultation with the Scientific Committee
and the Member States Group,
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Justification

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

Amendment 6
Annex, Article 6, paragraph 7, point (i)

(1) call the annual meeting of the (1) call the annual meeting of the
Stakeholder Forum, to ensure openness and Stakeholder Forum, an open meeting for
transparency of the activities of the IMI relevant organisations with an interest in
Joint Undertaking with its stakeholders; biomedical research to provide feedback on

IMI activities, to ensure openness and
transparency of the activities of the IMI
Joint Undertaking with its stakeholders;

Justification

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.

Amendment 7
Annex, Article 13, paragraph 2, subparagraph 1 a (new)

The Executive Director shall present the

annual activity report to the European
Parliament.

Justification

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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