H épeuva & avantuén
OTO PAPHAKO

TTANETTIZTHMIO TTATPS2N
TMHMA ZAPMAKEYTIKHZ
KAivikn EappakeuTiki

Fpnyopnc B. ZipoAamévko
AvanA. Ka@nyntng, TlavemioTnpio TTarpwyv
A/vtnc Epyaotnpiou TappakoKivnTiKAC



Papuako: 0p/alloC

@ Otwonnote mpoopileTal Yo y¥promn UE OKOTMO Vo OLLYVMOGEL, Vo,
aVTILETOTICEL, va Oepamedoel, va TpoAdPel, vo LETPIAGEL TO GUUTTOUATO
acOevelwov oe  avOpomovc/{owa 1| UE OKOMO VO EMOPAGEL GTN
ooun/Aettovpyieg tov opyovicpov aviporov/(dov (FDA & EMEA
2001/1983/EK-®EK 24.1.06)

@ Kvukhopopel katomy £ykpiong amd apuooles apyesg

@ AlOVELETOL GE TLTOTOINUEVT) LOPPT], UE QUALO 0OMNYLOV YPNONG Kol
TEPTANYN YOPAKTNPIGTIKAOV TPOIOVTOC

@ YnevOvuvog etvarl o Katoyoc Adsiac Kukhopopiog
@ Oapuoka (yoo avOpomiv ypnon Kol KINVIOTPIKAE): TPOTOTLTA,

vevoonuo (generics), Pioopoedn (biosimilars), un-cvvtoayoypagpovuevo
(MnZv®a, OTC), dtoyvaootikd, padlogdpuoka, sLPoita, K.o
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Haykéouia Aaravn-yia
PappakeuTiKn ‘Epeuvac & Avantuén



Drugs in Active Development:
breakdown by pharmaceutical company™

GSK

Pfizer

Novartis
Sanofi-Aventis
Merck & Co
Hoffmann-La Roche
AstraZeneca

Wyeth

Johnson & Johnson
Bayer

Astellas
Bristol-Myers Squibb
Eli Lilly

Gardent

Abbott

Daiichi Sankyo
Merck KGaA

Amgen

Akzo Nobel
Schering-Plough

118
107

96
89

88
83

79

76
74
72

70
62

59
52

202
179

172
161
145

136







Karavoun oUvoAikAG. daravng Yia-®papHaKeuTIKR E&A
ava OepantuTikn Karnyopia

Oupoyevenkd oUGTUA Kal
OpHObVES
4,1%

AvaTTveuoTIKO
3,8%

KNZ
Aiya & aipgotroinmkd
4,7%

MuookeAeTKO cUoTUa
6,7%

NOIMWEEIG (CUOTNUATIKEG)
6,9%

ANa
15,4%

aoTpeviepIKO &

AvTKapKIviKé & MeTaoAiopou
AvOGOTPOTTOTTOINTIKA 15,4%
15,0%

IInyn: CMR Int. 2004 R&D Factbook
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@ BioTtexvoAoyIka B XnuIK& B AN

2.UvoAo etaipeiv (N=18)

MeyaAeg
Qapuakoflopnxavies (n=9)

AMN\eg (n=9)
0 10 20 30 40 50 60 70 80 90 100
% Zuvolou datravng yia E&A

N = apIOUOG ETAIPEIWV
IInyn: CMR Int. 2004 R&D Factbook



~ FeWypagIkh KaTavopr damavwv yia pappakeuTikin E&A ka
f /4 avOpwnivou "epeuvnTIKoU-duvapikoU —-—
60,0 -

50,0 +
40,0 1
S0
2050

10:0%r

% ZuvoAikng Aatravng E&/

HMA EupwTrn laTTwvia Y1roAoirmog KOouog

% AvBpwTivou Auvapikou E&

HIMA EupwTn laTTwvia Y1roAoirog Kéopuog

IInyn: CMR Int. 2004 R&D Factbook



Karavoun-ouvoAIkNng maykoopiac damavng
yia @apHaKeUTIKA-E&A: ava @aon €peuvac

IInyn: CMR Int. 2004 R&D Factbook
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» ~“~Papyako: amwd Th Pacikn 15éa oTn-TEAIKN_amodoxi

/i (otadia épeuvag & avanTuENG. PAPHAKEUTIKWY TpOiovTWY s, = =

IIvevpotik 100K Ol
Baowkn épeuvva
Ipoxiwviki £épevvo. In vitro/in vivo (Good Laboratory Practice)

Blrounyoviki mopoaymyn ooKipacstikng raptioag (Good
Manufacturing Practice)

5.  Buwounyovikn mrapoyoyn peydaing kiipoxog (Good
Manufacturing Practice)

6. Klvikn épevva: kKMvikég peréteg @accswmv I-1III (Good Clinical
Practice)

"Eykpion

Marketing

Eumopuo

10.  Avamtoén peTa TV £YKPLoN: NETEYKPLTIKES KAIVIKES NEAETEC,
neréteg ®aonc IV, mapatpnonc, ETONUIOAOYIKES

11. dappokoemaypvmTvion

f UEOR t DOV

SOVIOPY ol




H diadikagia épeuvac & avanTuénc-pappakwy:
TVEUHATIKN 101oKkTNOIa, Pacikn & mpoKAIVIKR €peuva

- dappakokivnTiki oe {wa 1N dé6oN o€
- DOPUOKOTEXVIKA HOP®PR avepwtro
- In vivo TTpokAIVIKOI €AgyXOl
% GUVOAIKOU XpOvou ; 21% % 42% 1 :
AvartrTugn - 'EAeyxol aTov OTOX0 KaI A ; -
TOAA EPYAOTNPIAKWY  TIPOCDIOPITHOS Sl MeAéTeg
nyn ' . - EISIKOTNTOL 2
, HEBOBWV VI SpacTIKATNTAC TOSIKOTNTAG
apxikng HEAAOVTIKOUG - In vitro £Aeyyol - Xnpikr o0vBeon
L4 AI i ya Ja
|6£ag Ifdl e ARG - EmiAoyn yia Trepaitépw .?IOM);GVIKQ 'IT(]F;\G’VUL)YI]
Baoikn BeATioToTIOINGN - TOGIKOAOYIKEG PEAETEG
Epeuva
0,9 &1
(M€on TiN)
Ap. d3pacTik®V >10.00(; 33 3 10
Hopimv

IInyn: CMR Int. 2004 R&D Factbook



H diadikadia épeuvac & avanTwENG-PapUAKwWY:
TVEUHATIKA 1010KTNOia

Me 11c  ovEnuévec oamdves Kol TIC  OOOWKAGIES 7OV
GUUTEPIAAUPBAVOVTOL GTN POPUOKEVTIKY] €pEvva, M Kotddeon aitnong
OUTAMUATOS  €VPECILTEYVIONG UE OKOMO TNV TPOCTOGIO  T®V

amotelecuatov Kol tn owPefaioon yio Prounyovikn EKUETAAAELON,
YIVETOL OAO KOl TTLO GTULOVTIKT).



H diadikadia épeuvac & avanTwENG-PapUAKwWY:
TVEUHATIKA 1010KTNOia

* H avavopevn 00mavn Y10, QUPROKEVTIKT] EPEVVA KAVEL TNV
TPOCTAGLO TNC TVEVRUTIKIS LOLOKTNGLOS OAO KUL TLO G|LOVTIKT)
* H aitnon ywo dirhAmpa guPeciteYVING Eivol Hio TOATAOK
O1001KOOL0 TOV OTTULTEL ELOIKOVS (OLKNYOPOVS KO EMGTIILOVES)
* Afioon (claim): mpocdiopilel amdAivTo ALTO TOV KATOYVPDVETAL
e T\ pmopel va kKaToyvpmOel: Eva mpoiov, pia olootkascia,

M xPNoN EVOC TPOIOVTOC KO YEVIKA OTL £YEL PLounyavikn EQOpPLOYN
* Baowkég mpovmo0écelg gvpeoiteviag

Néo: véo gtvar kaBe TL TOL deVv €lval YvOGTO HEXPL TP,

BoOuog epevpetikdOTNTos: 11 EQPEVPEST OEV TPEMEL VAL EIVOIL ELPAVIG
Blrounyovikn epapuoyn: n epedpecn TPETEL VO, TOPAYETAL 1] VO
YPNOLOTOLEITAL OO TN Propmnyoviol

e AlTNno1): 011 Y®OPa TOL JECAYETAL 1] EPELVAL

e KataOeon: didetou «nuepounvia yEvvnono»

* Katoyvpmon wvevpotikig wioktnoiog (EPO, USPTO)
 [Topapaon (infringement) svpeorreyviog: TOWVIKO O1KOGTAPLO



RN ONE GHEIT O HE

H diadikadia épeuvac & avanTwENG-PapUAKwWY:
TVEUHATIKA 1010KTNOia

Ao TNEC TOTEVTUC:

[Tedio TG e@ebpeonC Kol GYETIKEC TAN|POPOPIES
[TepiAnyn g epevpeong

Ileptypagn g epevpeons

Yoot pi&n e TEWPAUATIKA OTTOTEAEGLOTO,
A&uwoelg

BiAoypagia



H diadikacia épeuvac & avanTuénG wapuakwy:
TVEUHATIKA™1010KTNOIa

» A10pKeLn SUmA®UOTOS evpeatteyvioc (matévtag): 20 ypdvia
» O ypdVO¢ TPOCTAGIONG TN TOTEVTAG UTOPElg va emektodel To u€ytoto 5
ypovia pe kotdbeon supplementary protection certificate
» 2yeTIKA pe kdbe pdpuoko givar SuvaTov vo VIdpyel peydilog aplopmv
TOTEVTIOV  (O1001KAGIEC  TOPAYWOYNS, OCLOKEVLOGIOG, QEUPUOKOTEYVIKN
HopeM, Xpnon)
» Ext6¢ amd ™ Katoydpmorn TVELUOTIKNG 1O10KTNGI0E, LITAPYEL Kol 1
TPOGTUGLO TPOLOVTOG:
= 10-11 ypovia amd TV nuepounvia Tpm@TNG KukAopopiog (8+2+1)
» Metd ™ MEN OMOCONTOTE HOPPNG EUTOPIKNG TPOCTOGING, TO
QAPLOKO UTOPEL VOL KUKAOPOPTGEL MOC:
v’ yevoonpo (generic, m.y. OAa ta Kpa ynuikd uopio)
v Brooposidéc (biosimilar, my. povokAwvikd avIiGOUOTO, WGOLAIVT,
gpvbpomomtivn)
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H diadikaoia épeuvac & avanTwEne QappUaKwy:
Paocikn €peuva - mpoKAvikn agtoAoynon /in vitro

* ApaoTiKOTNTO & Mnyoviopnog opaocnc

IC5, ko cVYKPIOT PE YVOOTA PAPULOKO GE TUTOTONUEVES KVTTAPIKEG GELPES LLE
d14popovg pLOUOVS TOAAATAAGIAGLOV KOl XOPAKTNPIOTIKE avENCNC, TOV
eKQpaovv yevikn ynuetogvoctncio & avtoyrn, Kol o€ VIO-KAAMEPYELES e
£101KOVS POVOTVTTOVS/YOVOTLTTOVE YMUELOAVTOYNG

e Mnyoviopot avtictoons

Yrepékppaon p-yAlvkorpmteivnc/ylovtabetovng/MRP,
AAayég otic tonoicouepdoec I & 11,

Makpoypdvia EKBeon Ko S1UGTAVPOVLEVT] YN LELOOVTOYN

e ECapTtnon amo 1povo Kol KVTTUPLKO KOKAO0
AUC ypovov/dpaong kot eEGpTnon amd @AcELS TOV KOKAOV,
Apdon 6g KOTTOPO LE 1) U IKOVOTNTO TOAAUTANGIOGLLOV

e E1oikotnta
Apaon 6€ GLYKEKPLUEVT] VOGO

Inyn: EMEA/CPMP/SWP/997/96 23.07.1998



) > 16X (0 PAPUAKEUTIKI EpEuva....
,/ -, - P - - -

2.T10XO!I M£BodoI avayvwpiong oToxwv

BiBAloypa@Ikn €épguva
KAvikn epngipia 190
[Mponyoupevn epTreipia N'vwoToi aTtd)01 AAAG VEDI 3%
atd my Taipeia yia mv €TaIpEia
14% 52%

FEVOUIKEG
32%

AAAEG HN-YEVOHIKEG
6020

n =938 projects n = 888 projects

B ———————— E———., D S

Imyn: CMR Int. 2004 R&D Factbook
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& Mnxaviopoi 6pém\épsuva ava OepaneuTIKA-KaTnyopia

Y / -

>

-y

HIM'v®woTOG HNXAaVvIoHOG dpdong

O N£og HNXavioHog dpaong

AvanveuoTiko (33)

KNZ (78)

MuookeAeTik (31)

NopwEeig (30)

Kapdiayyeiako (45)

AVTIKApKIVIKG &
AvooodieyepTika (68)

FaoTpevTEPIKO &
MeTaBoAiopouU (50)

0% 10%0 20%0 30% 40%0

50%0 6020 70%0

Inyn: CMR Int. 2004 R&D Factbook
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H diadikacia épeuvac & avanTwEng PappUaKwy:
npokAIVIKR a&loAoynon /n vivo

[Tepdpoata o mepapatolmwa, Tovidylotov 2 €don kotd 10 dvVATOV
YEVETIKA OTOUAKPVGUEVA (TTOVTIKLA, 0pOLPOiol, KOVVEALD K.0L.)

Apdon

Evpoc Oepamevtik®dv 006V Kot TOSIKOTNTOGC

A0GOLOYIKO GyMLLoL

Méyiotn Avektiy Adon (maximum tolerated dose)

Zotikd onueio Kot ev yével acpaieia (safety pharmacology)
DapproKoKvNTIKN

I'evoto&ikotnta  (genotoxicity), «kapkivoyéveorn (carcinogenicity),
uetadraéloyovog dpacn (mutagenesis)

To&otnra amAng d6ong (single dose toxicity)

To&ikdtta emavarapBavouevng 66onc (repeat dose toxicity)
Tomuc avoyn/evoucOncio (local tolerance)



H diadikaoia épeuvac & avantwlne YapUakwy:
Piopnxavikn wapaywyn

IpaTn VA

APOGTIKOTNTO, TPOGUIEELS
Hopayoyuk) dwwdokaocia
Awndikaoisc Kabapiopov

Mn 6VGKEVAGUEVO TEMKO TPOTLOV
YVOKEVUGUEVO TEMKO TPOTOV

Ynpovtike Oépatra: Good Manufacturing  Practice, Quality
Assurance/Quality Control, oa&loAldynon uebddwv, OOKIUAUCTIKES
TOPTIOEC, EUTOPIKEC TAPTIOES K. 0.



H diadikaoia-épeuvac & avanTUEnc Yappuakwy:
Piopinxavikn wapaywyn

6,5 €Tn (péon mipR)

[

P
<

5 EmiAoyn TEANOG QAPUAKEUTIKAG
Tedog  @appakotexvikng Texvoloyiag
TPOKAIVIKWV HOPPAG Merérec  TENOG SokipaoTikiis Metagopd oTn
TEIPApATWY : S TopTidag i TOPAywyR

oTaBepOTNTAG

Apxn 50KI|.IGO'TIKI"|§§

ApaoTIKO Sy mopridag Ti)\lff) DapUAKEUTIKO
> EmiAoyn : npOIOV
2UCTATIKO : Si1adikaoiag
: o0vlsong

5,9 €Tn (péon mipR)

A
v

Inyn: CMR Int. 2004 R&D Factbook,
EMEA/CHMP/QWP/185401/2004 16.12.2004, ®EK ap. ¢. 1973/31.12.03



21adia £€peuvac & -avanTuinc PApUAKEUTIKWY mpoiovTwy

£ IIvevpotikn ookt GlO

2. Baowki) épevva

3.  Hpoxivikn épevva in vitro/in vivo (GLP)

4,  Bropnyovikn topaymyi] ooKipooTikig raptioag (GMP)

5. Buopnyovikn topaymyn peyaing khipokog (GMP)

6. Klvikn épsova: khvikég peréteg ®accsov I-111 (GCP)

7.  "Eyxkpion

8. Marketing

9.  Epmopuwo

10.  Avamtoén peTa TV EYKPLoN: NETEYKPLTIKES KALVIKES NEAETEC,
neréteg ®aonc IV, mapatnpnonc, ETONUIOAOYIKES

11. ®aoppokoemaypvmvion
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» Kale épevva mov oweldyetor  oTOV
avOpmmo n omolo amoPfArsmear

s otV ovakdhoyn N v emaAnfevon  Tov
KMVIKOV, PO LOKOAOYIKOV n/xon YN
QOP LOKOOVVOAUIKDV OPACEDY

s N/Kor otov evromoud TVYOV  avemBuuNTOV
EVEPYELDV

* /Kol ot UEAETN NG  AmOPPOPNOMG, TNG
KOTAVOUNG, TOU  UETUPOAIGHOV Kol TG
ATEKKPIONG

> LLE GTOYO TNV TEKUNPLOG] TNS UGPIAELNS
/Kol TG ATOTELECUATIKOTNTAS TOVS

* QEK AYI'3/89292, Ap, Pviov 1973, 31/12/2003



KAivikeéC -HEAETEC - Baon ~ T

IHpotopykds 6KOmOS: 1 EKTIUNCT TNG AGPAAELNC, O TPOGOIOPIGUOC
AGPOAOVS O0GOAOYIKOD GYNUOTOS KOl O TPOGOLOPICUOG avemTBOUNT®V
EVEPYELDV.

I 0vopoc: Yyieic eBelovtéc (exktoc amd Tov kapkivo kot HIV)
ApOpog acBevarv: 20 - 80

Extymoesic: Anoppopnon, Katavour,, MetafoAiopoc, Amékkpion
(PaPUOKOKIVITIKN)

TeMkd onpeio: AvemBounteg evépyelec 0G0 TO EMIMEON OOGMC
avEdvovTal KMUokmTd, MAA, eapuakoKvnTiKn

Awapkera: Méypt 1 €tog
Ilocoo716 amotvyiog: >30%



KAivikég MeAéTec:- Eaon II

IHpotopyikos okomos: O TPoGOOPIGUOS TNG OTOTEAEGUOTIKOTNTAC TOL
QUPLAKOV, 1] AVTATOKPIGT GT1 000

Agutepevmy  ot0Yos: emPePaimon TMC aoc@dAElG KO TOV
(POPLOKOKIVITIKOV TTOPOUETPDV

IIAn0vopoc: AcBeveic

ApOpog acBevarv: 100 ue 300

Extymoesic: o1 acOeveic mapakorovbovvtor yio KAWVIKY avTOTOKPIGT) GTO
VIO UEAETT PAPLOKO KO Y10l AVETLOVUNTEG EVEPYELEC

Avapkewa: 2 - 4 €

Ilocooto amotvyiog: >30%



KAivikég MeAéTec: _Baon ~IIT

IHpoTtopyikog cKomog:

¢« H olyxpion mg véac Oepameiac pe tnv vmdpyovoco Oepomeio 1
EIKOVIKO  QAPUOKO OTO. TAOIGLO  OUTOTEAEGUOTIKOTNTOC KO
AGPAAELOG

¢ H oepevvnon vémv evoeiemv

« H owpedbvnon ¢ 0Opacng Tov  QOPUAKOV GE  VTOOUAOES
mAnOvouol (ondid, nAMKiouéEVol, acheVEIC LE NTOTIKNY 1| VEQEPIKN
OVETAPKELD, K.OL.)

AguTEPEVMV 6KOTOS: H mepautépm 01EpELVN O TNC ACPAAELOG
IIAn0vopoc: AcBeveic

AprOudg acOevarv: Meydrog (>500)

Extymosic: Anotelecpotikotnta, tofikotnta, emPimonc, modtnta
Cong K.a.

AapKeE: 2 - 5 €N N TEPLGTOTEPO

2yeotaopnog: Tuyoomomuev, OAN-TVEAT], TOAVKEVIPIKN



Nea OpPAoTIKA OUCTATIKA OV EICEPXOVTAL OTIC PATEIG

- KMVIKAG “avanTuéng —
®don | ®don ll ®don lll ‘Eykpion
180 P i = ST R S N Cga e e L
PEOV= o - St e s T :

Ap10u6G VEWV SPACTIKWY OUOCTOTIKWYV

IInyn: CMR Int. 2004 R&D Factbook
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IIvevpotikn ookt GlO

Baowki) épevva

Ipoxiwviki épevva in vitro/in vivo (GLP)

Hopayoyn (GMP)

Burounyoviki Hapayoyn peyaing khipokog (GMP)
Khvikn épevva: kKavikég neréteg ®accomv I-111 (GCP)
"Eykpion

Marketing

Eumopuo

Avamton peTa TV EYKPLON: NETEYKPLTIKES KALVIKES NEAETEC,
neréteg ®aonc IV, mapatnpnonc, ETONUIOAOYIKES
DoppoxkosmToypOIVICT)

SV P 31 JSPATIE 1S FEeae D) B

|
&
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EykpioeIC wapHaKeEUTIKWV TPoiovTWY

[la OAa Ta Vvéa @apuoko ypeldletal  omooeltn Ot eivon
OTOTEAEGLATIKA KO 0GPOAN TPV €YKPLOOVV Y100 KUKAOPOPIaL.

Kavéva ¢@dpuoxo oegv glvalr mANpOS aGPOAES Kol LTAPYEL TAVTOL
KATO10G KIvOuvog Yol ovemiBOuUnNTeC avTlopaoels, TapOAa avTd OUMC,
€AV TO OPEAOG VTEPIGYVEL TOL KIVOUVOL TOTE B mpémel n £ykpion va
1€0el VO oKEYM.

[otopwco: amoutnoelg aceaieioc to 1938 otigc HILA., oamoutnoelg
anoteAecpaTikotnTog 10 1962 otic H.ILA.



EYKpIioEIC - APHAKEUTIKWY TtpOoiovVTWY

Apuodieg Apyéc: HITLLA (USA Food and Drug Administration - FDA),
European Medicines Agency (EMA), lomwvikdé Ymovpyeio Yyeiog
(Koseisho), aAleg eBvikéc apyéc

Xnuovtikd 0gpatas

0 Ta amotelécpoto omd EAEYYOUEVEG HEAETEC TOPEYOVV CMUAVTIKA
GTOVYELD YO OTOTEAEGLLOTIKOTNTO,

0 Ta amoteAéouota 0glyvovv OTL TO TPOIOV Elvol AGPAAES KAT® amd TIG
cLVONKES YPNOMNS TOL TPOTEIVOVTOUL

0 Toa 0@EAN TOL EAPUAKOV EAIVETOL VO DTTEPLOYVOVV TV KIVOUV®V TOV



Mean and Median times to positive EMEA opinion by therapeutic area

@ Mean Time to positive opinion (weeks)

B Median Time to positive opinion (w eeks)
46965 47648

T

any
[ Fa

Time (weeks)

Therapeutic Area

Inyn: GMG Biobusiness, 2004
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Ipoxiwviki épevva in vitro/in vivo (GLP)

Hopayoyn (GMP)

Burounyoviki Hapayoyn peyaing khipokog (GMP)
Khvikn épevva: kKavikég neréteg ®accomv I-111 (GCP)
"Eykpion
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EapyakeuTika mpoiovra: Marketing/Euwnopio

[Topoaokevaotic, UnNTpKn/Ovyatpikn etaipeio

Kdtoyoc eumoptkng ovopascioc, KAToyog aoeiog KuKAoQopiag
(Marketing Authorisation Holder), stovopéoc

Ewcayopeva @apuako, GUGKELOGUEVO TOTIKA, TOPUYOUEVO TOTTIKOL
Emonuaveon, dwoiopoto

ApaotnplrotTnTEC TPOoMONGMC, 0PN LIoT

TipwoAoynon, amolnuicoon

Co-marketing, co-developing

Awovoun (Good Distribution Practice)
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Average number of patients during development by sub-category of Anti-
neoplastic/ Inmunomodulator therapy area

4500
@ Ave Number Phl/ll patients 2063
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3000
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@ 2500
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o 2000 1674
L
e
£ 1500 1308
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1000 ++
No phase Il 457
350
500 data
availahla 1
0
Immunomodulator n=3 Immunosuppressor n=4 Anti-neoplastic n=12

Sub category of Anti-neoplastic/Immunomodulator therapy area
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Mean and Median Number of Subjects for Cardiovascular Products
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KAiviknn avanTuén peTa tnv €ykpion

MeTeyKPITIKESG KMVIKES NEAETES: O1ECAYOVTAL LETA TNV £YKPLOT Yid
va, emPefordcovy Tt OpAcTm ALY KUPLOS TNV AGPAAELD TOV POPLUAKOV
(EMOMUIOAOYIKEG HEAETES, LeAETEC mapaTpnons, neAEtec Ddong 1V,
K.A.T.). Mmopel va etval mtopepotikég | un-ropeufotikég

Khwwkée peréteg @aonce Il mopepPoaticec peréteg ov omoieg
EMEKTEIVOVV TNV EVOEIEN KoL TN XPNON MNOT EYKEKPIUEVOV QOPUAKOV

Meta-avalvoerg

Avalvoelg TANOVGHLOKTS QUPUROKOKIVI|TIKIG



PappakocTaypumvion

Apopd kor emPePordvel ™ ocvveyn TOPAKOAOVONGT TOL TPOPIA
AGPAAELOG KAOE EYKEKPLLEVOV POPUAKOV GTTV OlYOpPd.

NopoOeteital amd avetnpos Kot KoAd Kabopiopevoue KavOoveg.
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New approdches necessary to speed innovation
FDA CriticalePath Documents

77170V aN07
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RGOS0

Challenge and Opportunity
on the Critical Path

to New Medical

Products

FoA

LS. Department of Health and Human Servicas
Food and Drug Administration

March 2004

- Emphasis on improving pre-clinical predictability.

* More interest will develop in earlier “proof -of -
concept” trials that seek to confirm activity in
humans before a commitment to full-scale
development is made. The FDA is working to
facilitate such studies.

- There is an urgent need to improve the
efficiency and effectiveness of the clinical trial
process, including trial design, endpoints and
analyses.

* Much more attention and creativity need to be
applied to disease-specific trial design and
endpoints intended to evaluate the effects of
medical products.



New approaches-necessary to speed innovation
EMEA Roadmap to 2010

m The Eurcpean Medicines Agency
London, 4 March 2005

Doc. Ref: EMEA/H/34163/03/Final

The European Medicines Agency Road Map to 2010:
Preparing the Ground for the Future

Executive Summary

As part of its proactive approach to the continuing evolution of the pharmaceutical arena
within the European Union (EU), the European Madicines Agency (EMEA) has developed a
strategy that will contribute to better protection and promotion of public and animal health,
improve the regulatory environment for medicinal products, and help to stimulate innovation,
research and development in the EU.

Involving its pariners and stakeholders in the consultation process on its strategy allowed the
EMEA to achieve a broad consensus on the best way forward for the Agency in view of the
significant changes to its operating envirocnment

The resulting Road Map is one that takes a realistic view of the challenges facing the Agency
and the EU regulatory system as a whole, while offering viable proposals as to how those
challenges can be met.

The ultimate objective of the Road Map exercise is to ensure that building on the
achievements of its first 10 years, the EMEA adequately prepares the ground for further
success in the future

A challenging regulatory environment

Recent pelitical, institutional, legislative and scientific developments in the EU will have a
significant impact on the regulatory environment over the coming years.

The enlargement of the EU on 1 May 2004 and the entry into force of new Community
pharmaceutical legislation by November 2005 both present considerable challenges for the
EMEA and its partners and stakeholders in the EU regulatory system.

The integration of 10 new Member States (MSs) and their National Competent Authorities
(NCAs), and the likely accession of a further two states in 2007, increases the complexity of
operating an efficient regulalory system, while new legislation extending the scope of the
Agency's activities increases pressure on its resources and on its ability to meet the
expectations of its stakeholders

Political orientations such as the Lishon strategy for economic, social and environmental
renewal are important factors to increase the competitiveness of EU based pharmaceutical
industry.

Meanwhile, the scientific environment is likely to change dramatically with the intreduction of
new ftechnologies and emerging therapies, such as gene therapy, pharmacocgenomics,

Public
7 Westferry Circus. Canary Whard, London, £14 4HB, UK
Tel (44-20)74 18 84 00 Fax (44-20) 74 18 84 20
E-mail: mail eu.int Ml Smeg ey ing
EWMEA 2005 Reproduction andier clstrioution of this document Is authorsed for non-commencial UTpases anly provided he SMEA IS acknowtedged

- The need for rapid access for patients and users
of medicines to innovative medicines, requires to
explore which factors are responsible for the
worldwide decrease in innovative productivity
despite higher investments made.

* Particular attention is put on identifying the
bottlenecks in the drug development process and
what remedial actions can be undertaken.

- It is a global problem and requires a coordinated
approach amongst all concerned parties.

* Great emphasis on pharmacovigilance and post
marketing research.



New approaches-necessary to speed innovation
Priority Medicines for.Europe and the World

Priority Medicines

for Europe and the World

Warren Kaplan

Richard Laing

November 2004

World Health Organization

Department of Essential Drugs and Medicines Policy

WHO/EDM/PAR/ 2004.7

* Commonality of interest exists for chronic diseases between
Europe and the World.

* Priorities can be set based on evidence, trends and projections
and social solidarity.

* Pharmaceutical gaps exist as a result of biological challenges and
market failures.

* Of highest priorities are antibacterial resistance, influenza,
smoking cessation and neglected diseases.

* Pricing issues and barriers to innovation strongly affect the
European industry.

+ The EU needs to find a way to support translational research
and to identify innovative methods to evaluate clinical efficacy.

* Use existing national electronic data bases to evaluate off-label
or off-license use of medicines, especially for neglected groups.

* Enhance post marketing “randomised epidemiology”.

* Use of provisional registration and comprehensive reporting
systems, especially for antibiotics.

* Involvement of patients and patient groups in trial design and
risk-benefit assessment, especially in AIDS, orphan diseases,
etc.
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