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THRREAEETELLECARATRRPERSTHETH
Mo AL BERNPRERRRAEARE REVBERAEREEHA
B FLETHREBARICHEYET M PENBRESZIHE - F
FRETZEBEREFA NARGHAMERLRT  RFEARER
YA ZRBSFmARER

A~ @E
— - dri

ARREATEHEEZTEL LB S ARSBESLA #RE
ANZAANBB®REE BFBRCEBEEARL - RERTRE
BEGHREH T4 B 204 BEAREATHLZ
A8 ¥4 > BB Z48J5 check-in -

RAREHZRASHN—8  FP=AAB TH—sFRZHLRE F
B> HABFEEL FPERGBATEARBBE SR P ORE > $5
BemiaMaERM -

AR & ¥ xMA " Expanding Horizons — Hopes and
Challenges P HX R T ERERVBR L ENS AL TR S THA
BB E T (AL RKBAER ) B ENBREDLZHH
PHRAL T2 @EREFTX - KEN=ZA+ 8 FTF-—FEXME &
DIA 4 4 & & Dr. Eleanor Perfetto ~ DIA &M % 2f#47 & Dr. Wayne
Nitchuk ~ 7 ¥ 17 & £ 5 51 4 F B F % 3% > 2 44 i A plenary session »
RACHTARAFEREMIFT AL TIH L HEPINME - 28 Q & A
BrE s ek B #44 B B &3 Dr. Philippe Brunet ( from European
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COMP, Spain) - s A £t A+ 2B T RRBEEBEWAKS » B
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HE B ABERESERERBRAZR T (kRE®F R E
FAABCRARZAKRAG L AHARSHERBEL ) L FH
AMBEEE T BHF IR R ZIHEIH - bt RAEY
BMARRRERARRERRBRY P HEE RN BYED -

Plenary Session 2 4% % DIA ##t th F ¥ S HIRA A it s > £ 888
THBEYH DIA FEXEMZIBURAMEMNTERERHR - B4
BEREHCRYT REMEXANBROF RS ZRBEAEFEE -
TRATERH TEANTERS REMAFRSHE —Bad -
BEARI T HORERRGAS -
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CTERADHKFSBAFZIER -HER -ER - 2R UABA#H
Mo BATZAKAEDIRTAARIB 30,000 4 €8 mABELEB FDA
Re ¥ EMEA B FTHMEMBERABRRENHNBEESERE N
BT YE  BIHAFTERRHEE A HEEPEAZAKR
Haa -

DIA # % #2483} (administrative headquarters) %7 £ B & M
Horsham * % #MfE 3%+ Basel & B A £ % F 3% A & B3t F (regional
office) - F A — L FMAMBEL AR E s DIA#EdE
FRAMEZGARERARARAN G RETE BT LARIBUARR
BEREMEAN HERL RANB XL LM BE - %
RBA - BAf DIA EHBRELTHAMAZRK - KTFHFRE -~ ¢
BEME T RE > RBBIREEELE ST EMYE K -

=~ RN EEHK

2004 3 A 10 BE3 A 12 A EEETZ TE+X
ERERBEENFE, X828 BRAEBR - FTAKRSR
(Expanding Horizons — Hopes and Challenges) £ ¥ 2% § & 2244
TLEMEAERE—F TRALRAGILHEE T A ENERE
MR PHA LT 2REBEIK c AREBRL AL - TH
A ERRBEBEMBER  HRAEZH -~ wE KB~ B AR #hodk ~
PREAMRABHMERE ARCENTZEHNEAN B EL
HELENOTE - UABHEZHERNALRE AR GRKBAY
BB ERFAR  BARRREG R PEE - St AT HRESH - B
BERERRATHRE L EEHERE S F Kb project management
and outsourcing ) ~ -7 4 - REAEFERZ LR IRLE - IR
EHRGENRBEERALRA R 242 Ra% -

i RA2 5 Ak 15 tracks A E] — BB SR A R Bl BT HIB A
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ShoEmE ER—TZAREERF Fw L SIRELY > SRS
ANEZFTHRAGEHFPITRR AW RZH RS Ho Bp Track 14
T OTC/SM and Herbal Products ; #2 Track2 " Clinical Trials and
Therapeutic Areas > AN A X R HKUHNFR Y BREMEE S
ARG FEERAEH  RRELERERRBAKLZES (GCP
inspection) £ £ B AR RHSTHHFH AL ERTE - sk EE N T
T :

(1) kBN BB ELRRGETE I LR

EMEA fi4) :

EMEA (The European Agency for the Evaluation of Medicinal
Products) # 1995 % 1 A A B AL A EREFREBHAR
BB ELOEBRAEH  REZRREXFIAGY R
B mm R L —EEsay XEE BE g A RHEERE
SR RBEFEKHNEEERRIARHFRNELAER -
EMEA £ BB R ERBBI T A EEEUHBEARS
o MABiB 3000 L EF (RARMEE) AAmNEL > X
#% EMEA R LB & B ooy #H R T4F -

EMEA &£ tBmERT 3£ F 4 b Management
Board i@ i - f Management Board & &8 € B B & 7l # k=& K
# (& European Parliament and European Commission b k)

LEBRBLOEM Y G EMEAF ZEEE € TREHENY
# B, » .3 Committee for Proprietary Medicinal Products ( ff#%
CPMP > £ & HEAR B LIS ) Committee for Veterinary
Medicinal Products (f§4% CVMP > a2 B &M A £ mehiy) »
24 & Committee for Orphan Medicinal Products ( f§# COMP ; £



BEELRERERMINZEN S )£ F CPMP A CVMP 2 & &
BEEHEK_EREMER; m COMP AR BE&EERS A
h— 5%k BiebR B &ER BEBFHREATHERE -

BX #E W A RLE -

BRBEHBEY A REATHERE - @ EMEA A&/ %
BE— R
1. Centralized Procedure ( P #3034 4& )

FTEaAMARARGED  BIRCLBELEH T RTER
BABEFTLEN MENAEGNE  ATRERNNHELRE
oo BILRBHPFRMABAEZE EMEA - & EMEA £ 210
X PWERH PN ES - 7 EMEA #2228 ¢80 RMBHER
FRMHAR HHBHRAETFE e ARRKAMARZIFRLAS
BT EXBSHERG > BRILRE TG TRE B
A2k BEEE -
2. Non-centralized Procedure (48 Z 34 &E % 4& ) :

ERRAN—HBAERES EREKRY LB M BLREY
BB RGBT - bRERBPFHH > REN—EFERFT LT -
BTG FTHEALVE -2 5B ER hExF B E
BeymaeFr#kEie B BRRE  AFRNBEHEEE EMEA
BARA MEMEAFZZEeRMYBEANERZRMNRE
RO BRe TS e ARAMERIFREEeNH T £
KBBHEARE

A RAY B E S E B R E R EMEA » 2002 44 CPMP
Z T #% & 7" Herbal Medicinal Products Working Party ;» #] 7 2004
# 2 &3 7 " Committee for Herbal Medicinal Products | - {8 %
BEeRBET EMOHLZSEREMHER TS ERAAY  ARRH



R E B EZIESRA - f£i8% CPMP # 3 £ 4% Directive

65/65 B B AL ERATH » £ AN Nefficacy |

MEdh > MAEEFEBEL—AHFRE R LEES - A
" Committee for Herbal Medicinal Products ; &5 & 3 » X &
" Directive on traditional herbal medicinal products | 894 B » J& 3%

TR FIZ AR o

Directive on traditional herbal medicinal produects :

HREEYBRESERETERE RN 2002 FHRRH
" Directive on traditional herbal medicinal products | ¥ £ » i —
FRFUI B EE - FIER 2004 Fergk AR EH TR
B AMBLENNE REMALRE  RAHERRBAT
BEROVE  BEEGTRPHRZIAZE Q& AFKMH
3o F -

NRCE 3%
® UERHB M AT

WERENHR O RATEKREBENE Y —ERfoibes" %
GHMBES ) FEEM ERAMNE R ET&HE > AP
¥R —EE - AELEMER HBBRRTERERRY
EN  FlEEEBRERKAE BB LHREERER
EZR -

ERGHEMBESB L LI RARABELERAT &
MBS EFTHTHELS > (5P HETREH HZENE
SR RERSEHER AT HE%iEAER

(traditional use registration) e

0

@ L eBERRRUHNKEERGMIEAZEFAHMT?
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a. RERBBKG ISEAN > EBALEALTER (4
#2005 /LR )

b. &% EMEA #7 2004 Fy —EH g EH RELZA®
(Committee for Herbal Medicinal Products) > %% B €%
RENOHZEZHNHRIC LAY EIHMER
A% EZ 453 BB i H & " positive list of herbal
substances | ° kR R & & & 3 positive list P94 herbal
substances » /& ¥ 35 1% 448 A e MY R AR A M
BAERA RS MOENR -

2. Mk EREZAELKE
® N EFEZASKEATE?

EEBAZALKESL "EMASREEY,, AR
(R RBRZIBRE S-S MIBRBE MR T B B
FRRARER) 2 — D BESTUAEIEANANES
T B RGN (BPABME s BB RLEHTHER) B
FAEAZEHREZHREAN OBREK—RES L THRBRIE -
[#3x): pisE TiE RS Ra#EY 2 ESER O GHEY
BRI ER AP ES -

® I ERBHMMHEMELTLTES T EGE AR, ?
PHEEAERAEMOEDE B RN RAR AL

ABNAN BERTEAERAHRSAES -

® UREbE| R E E ST LA E RSk A EM

PSR S A B A SRR O R~ 5P RRA
#A -



O UGERTATHYWELELLABLY (it -5
H)HEMR?

R& WEEAFHDELELSGAEEF BHEELEEHL
BAS  REYHEREALEIOZSN  URSmE
EMEVRARA IRy I D ERHABRY - EHRBEBTE
ERFROAW "B > EELH - LRAIZARKAA
NEFZEHRANBLEEHBS -

3. 44 A (traditional use) 84 E &

® —EAELLELERESVEALNERERA G T1EL
A8 HEE?

YA LARHEALT FALEAEMZEnE (K
Bz AR E W~ THIEBMER) AREBELE8F=ZTF R
tHERR L N AERABENEREREINTEFERRZ
+4& > TURBARALIIEOEAGR - K> A —BE
B2REHRE 0 RAHLABEGFRERAZATRER I AR
BEARINEE (HloAESRZBEYFRREERZ L -
R RBENARAKRDEHAFLEEBKR) -

® Lt i A A e F M - T B AE S

( comparable/corresponding products ) K&k — 18 ¥ 3% ¥ &)

& ok B 1% %1% B 8% 3% comparable product & g, 4 & F 2R
MRFFHELTEARE?

Comparable product &4 sk %~ 7F o B8k ¥ 35 69 £ &b T 248
Bl » {82 =k BHh AR & E MR % (active ingredients) ~ 48
¥0Ey - BERXRBEUGARREBER -
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® FTuHA—EAELRIHREATERMELAERT

PHEELERBTEALES AR AMER YR RZE

R AMEBEBAOTRERRIETRZ A FPERBOHEK
XE - RBKBVEBERATHLENH S HHFTE (licensed) 3
#£3%T# (unlicensed) B E LB FHFEE - F S €A AAY
AXTEBRMARTHER RAGERESRAGEHME > URRA
FEELIF2AE - Rk —EEERRAE R RS
1 R ey X eh o TR 51 A ¥ 8 o 74 CHMP Z positive
list PJ & herbal substances® ¥ 3FH 0| R & BRI E MERER

2Py o

4. CHMP =z positive list f§ 7

Committee on Herbal Medicinal Products ( f§ # CHMP - A gk
% EMEA FTHILZFLMHE B € ) &L positive list Z B#g R A
TP HHE AN A LIRYE L CAHARR R EEZZ AR E
BHAMESREARREHEE > RO RLRORMIE - £EE
%2 8y list ‘P;‘i%;é Z f%ﬁﬁﬁ%{i}ﬁ & #4 herbal substances &
ERABRE  BHUKRE - R BERERAMBHMALEENR £
W3 %"‘U‘J’Xﬁ% BRERHRL AT ANEDBEAEASERTR
4t positive list 7 > ‘P FHEBITALERBAMARERARL M
BECENERBELEDS ST EA -

5. MW At (efficacy) 2 £ K

® [MHBILTTEFHALBAEA P HIE G A M ?

LAREFEPCEERBRA  PEEREREERES
AHMZERRGBEIE A KEEZ R EHLARESZM
HBLERBEMEZVER = E EaEE - BT TR

11



Wb — B B -ARBERER LMl E
%maﬁﬁﬁﬁﬁﬁiém%%ﬁi&& BE O mARKEEK
,ﬂﬁfiﬁﬁ 9’3‘25:‘.5&_1 °

® MHMWMEELHNHTHEET  EEMXZ of]?

E—ERELGEHN RERRLYHTHER L&k
AEXTMMALTREZNEATA MBS LT e & R45485 > 8]
FBESHAETH RSB AR MEK—RELFF LTS
RAIGRIEE -

6. M Zatt (safety) &K
® UFEHNERLRIMZEZZRKAME?

PHALBARBEMEAESHZTDHEN » o XEKEEE -
ERREE - WAFTETHRMETREZ N IPZEZERL 2K
HERBIZS2HE - AHZABASLANRREZHELER

RIOZBEGOKEEBRENLAEBNERABRABRE
BmEBTETERAGTEER -

7. M7 E (quality) X &K
® USEHNASSEZEIBERENL?

AMIBAESN BT RRRR o —RAARFTHGES
RABEH > AL BEEMELEREERE (Good
Manufacturing Practice ; GMP ) » % # % % 4 KR & 6937
T o HRMER A% SHE R %R (the European guidelines
on Good Manufacturing Practice for herbal medicines ) & 8k 8 #
BUHNHEDBEESO R TR C LB RRAE G ES
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kR UL RS EPIRERARBLGEANEYEE S
2BB - MAAGSERIBARE T BERE S R EHE

BAE MUBRLERETE - (REEASHEGEREL &K
EafBatANERRNARGSEERE  BAE—®HR
FrRBBASHESR—EREWSE - flio —BHA RS
BREGEME  THRAE P —RBRE B REEEY > BT

® RREfeyE Wb E B REBIIERATA?

R B ESL BB ERAEGENBE B
BEANALEAREEREREE -

8. A MR T8 E 4 %1 (labeling and advertising )

® LHMABSKEROHYELER HROEBTELATE
mE?

BBERHBRBEREL A —RER O TREHNE
EREMELEROENRIES LERAAEREEL AL
BB HRBEREE  mARBRYERGEHK 0 RIZE
HEEAERZBEE LG SERRRAALE  RWEZEKH
BEOXBHRIEEALR -

® MNBEAESLELEZRAKERYE R ?

EMZBAESREESZAEN —REFAFITEHELEH
Mey > XERBEE SR AR LI LB HETIERE T K%
GHEMBEDRBAYN (T8) BEE  EER Y REERE

=3
" o1°



9. CHMP f§ 1

CHMP &4 % & " Committee on Herbal Medicinal Products | »
BB EMEA # 2004 ## Bz 2HEHEES  HE Bl
22 L PARTIE S SR EE 1Y S IREY S £ F
R it By EMEA % M % & L4k LT AT Z AR M4 - R R 3
% B #4441 % "positive list of herbal substances ; - 4 1548 list
THRE-LEAFFAERR S OEME L SR BRE - B
BE S BRREBRAMAEMAE S FT R 0 4 traditional use
registration B9 P EHTIUELEB » M 42t — T A X Rhjo B
BXXBHFEAEG448 AR T OGBS -

CHMP R s 518 & B B &4k — 5 REAP AR BHRES
A =F - £ CHMP K ILtyFE 8% - EMEA P94 # Herbal
Medicinal Products Working Party 475 2k 45 48 £ 3E4F - 36 K2 — & B '
R PSR RBELSH THBFILE— KGR - mE A
Herbal Medicinal Products Working Party € 4& B4 — s E AT 44 £
# T4k > 4o herbal monographs #9223 » T & Rk REE B AR
BAEEMEE L ERKE -

msz  AREMOEBEERMETIRE  TEBERN
Z B RAE I OTC - self-Medication ¥ /%2 fa M A X &
TRERH MPFBRAAHK4BERARY  ASETHXTIREE
FoOAERMBRCHRESHMERNARR R REZE -

(2) BRERERRBMIEZE4 (GCP inspection) FEB £ AT
RN

M 218 R ek R 3X5 #8230 | (Good Clinical Practice, GCP) 75 &
BRBELBEAFRAGLYE TR B EEIEELR
HFHH B RERRBRERNRY AU ERRBPATEHYE—E
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S LAG TR UBEFERRE - LRAR LELBHLY
TRk RYTFTaEANREALRTHL - RIE GCP B2 & EH
(inspection) &35 X &4 M E XA B 2 32 A S EE RS 48 M 6948
BB 2% A TRERBHBRE RBRELERIEAR
Bty FiBR o REMEEHRAEEHRMG U TR
ME gy ey iAT ~ BARLER - S ARERTHERBABIETE ~ R
BRECEOEENERRS B ERARERNEMMERGER -

KB A 1996 F+ A+ A ICH-GCP > mH g1 GCP H#A48 %
MesERA T 7=
1. Directive 2001/20/EC — clinical trials
2. Directive 2001/83/EC — Code for human medicinal products; Mark.

Authorization

# ¢ > Directive 2001/20/EC on clinical trials Z )3 & ¥ & A GCP
ARABAEL GMP 2R E - TR AAIHEREIRER
Bl AT —EEBRARRBKEHALIRITIEIETRYGERF - @
Directive 2001/83/EC — Code for human medicinal products &) /3 % *
ZARFPHFBRLLTAT UL WA RREESARRAA
ME R -

B EERRER R R AR SR E  SERITH S E R B
AREERHER BRBEBEELTH BB TS LKE - Bl #5638
kEAHBE - AibiofTHIRBERRRY DT AR B FoBHN B e
£ R BAE - B LT X > kB ey EMEA X H#ERLE Y
AERET MARGFHRSLROARRE  REBRLEWMEAL
BERABEE BRBLBTHAMTAFRET QOISR LE2
B TR REHRERETERER? ) MEERAATLEHES
Fdwmc HERAA



L A S RE R B RT RS EE T T E?

ERERRETIAER?
RRENERARERTHAETHETE?

R (At ZoM#) KEND G dofT ?

R E R o TR B 54 7

BARRRBRETRAAGLIR?

o w » W

AR BHE > — Bk A 2% (investigational medicinal
products) & & & 4% GCP & GMP .46 T & &€ 8 B R T84 >
MEMOEREL G ERZMAZAARY L LTRESERR

SRBEB AR (BREXMN) RAFERERRBZMEEE
BRHRAMBRBRHBELZE S U BOBANRE—H £
B3 & & 4% 47T 4 & Non-centralized Procedure ( Z 48323842 )
Ce

ntralized Procedure( ¥ 3 3%3% £ 48 )~ Non-centralized Procedure

AX
F<8
B

R SR X B A T AR R R RGBT LR —
B4 GCP & GMP & B34 > R H1e & B AT RBE - 55
FEEARGRAEF AT ERAAR AA FRHREHAE
i# % 2 EMEA #4738 2 - M@ Centralized Procedure 8] & i% i@ EMEA
BEBHPIRET HEBXT AL ETATRETRZEY -

B
#
AR
w8

1. #2454 L FATe) E4% (Pre-authorization inspection )
EMEA TFi%ir#) Committee for Proprietary Medicinal Product
(CPMP) %3 &M EMHE > £ 90-120 RRERWT M it
HERBAGSEREBHTIRAN BT HY (EHETEFE
HEIERBFIEIETE ) B4 %%  individual site reports
BeE 1S RNELHRERE  dHELRE PAREZE
HEBETURBFERNA - kik > EHEEBREFLEEHL
i 150 R 9k HE T CPMP- & CPMP 2 4£ #1814 a9 223 >
Y% EMEA R G AZB L L2 24 -
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2. W2 anA b 4469 B 4% (Post-authorization inspection )
T2 RBILARRMEEHK (pharmacovigilance) #9EH -

5% GCP 2 MM BEH R TUHERABARBRYLE > AH
AREKGBE - BRZ  HNEBARSKRAES LR
SETHPERBRORRYH P AR ERRREGE - ARE
REBSUAFTRB LI RFAMNFHRR - FBRH —ERILBR
E BHAEETHRRRARREYE AL RESHHATK
UL RAEREOFTER -

LHREMHMAESLE®AE (U. S. Food and Drug Administration,
FDA)#) GCP &4 B & 8] & 2 I F- 7T 18 £ 1962 4 B 46 & early
clinical investigator inspections » 1977 # /& i # Bioresearch
Monitoring Program * 1978 £ E W BEMRARRRBZHLELE &
(IRB) &9 4% » ™ 1980 ## ¥ B4 K 76 international clinical
investigator inspections > ¥} %5 B 4+ B% SR 35 B 4T 50 B 303 -

BRBAERRBERRBYERLSCARB T FHE
¥ FDA A3 F B TRALHBRMEYLE  nBFRAMRBYELE
RBELIARERTEHRIEZ 4 A8 1980 4 £ 2003 5 - FDA

EHTT S HHRAMRBERRBOES  KESHERT  KEH
RAERE 107 4 AR5 BERA 78 4 ~ ZH 39 4 - 12H 37
# s F KA 27 - 3Rk 26 £ - £1E 19 #F - B dk 18 44 - thAlE
16 4 ~ @IEF 14 4 ~ 3288 13 4 - m4RBAT ~ &M ~ 5 # -
AERKMBERFEFRZOF LB REAREHATHER AR
EHHEEERE > R A FDA AR ENEBH TR (REHEE
#3E% FDA S R £ % 1994 F AR RAHATE  ZHRAER
BR AR 40T 0 B4 BURE W Ao > 1994-1997 4 FDA £ REHMATT S
HEE RIS E ey B AL 5 1998-2002 £y 18 44 5 B] T 2003 4
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B ARSERERLET BHRBREMNEY > BTREHER
RO BRAGAR L BRRARHMEE ) - HIMER —RHZ -
£ SBHERHBRBRIRES T  SBFITT 4

FDA $i TN ERZBAEN AR IBZESRARLELR L
TR BIE T FRBE L AR EHARRBRE TR ERY
F £ R k& data auditinge &3k & 3 E 4 £ B data R § & data
analyses b R & B f& expert reports & summary statements k. e
FimABARAEINE GCP £44 - # FDA Mz HRBAR—F
SOP (Compliance Programs) * Ar A ERAEZE T T ERE

1. #%3X#894%# (human subject protection) > &.4% 5 £ £ 8
#2f (vulnerable populations )

2. TR ERTAEFAFRAE AT (compliance with
regulations )

3. #¥%%1FE M (responding to complaints)

4. 7 AZ%E Mm% (understanding innovations )

5. 8 F#E 232 H %3 (education and performance measures )

RIE FDA z 43t > & 2002 £ 2003 £ A4TT 65 AR
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2. 21 CFR Part 50: Informed Consent Regulations
3. 21 CFR Part 56: IRB Regulations
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— Minimal standard: Principles of the 1989 version of the
Declaration of Helsinki ( Drug/Biologics) ; Principles of the
1983 version of DOH (Medical Devices )
—Local standards (e.g., ICH GCP in ICH regions ) if these provide
greater protection to subjects
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From the Programme Co-chairpersons

Dear Colleagues and Friends,

Expanding Horizons - Hopes and Challenges
on behalf of the Programme Committee.

In 2004, the EU will expand to include new Member States. As a symbol of this
{ historic occasion, the 2004 DIA EuroMeeting will take place in Prague. for
4 centuries a European capital of cultural, industrial, and commerdial activities.
4 Given the date and the location of the meeting in Prague, a specific meeting
track will be devoted to EU enlargement.

The aim of the Prague 2004 EuroMeeting is to provide an opportunity for participants to better understand
how internationalisation is changing the ways in which research, development, registration, and the launch of
new medical products are handled.

This meeting has been organised to allow each participant to improve his or her professicnal expertise and to
directly interact with distinguished representatives from regulatory autherities. academia, and industry.

Meeting tracks will cover drug discovery and new technologies, quality and manufacturing, emerging nonclinical
themes, regulatory issues in the EU and at the international level, clinical trials and therapeutic areas. statistics
and data management, pharmacovigilance, and epidemiology. Other tracks will address project management
and outsourcing, which have become more critical, as have public health, patient access to medicines and
orphan drugs, and special populations.

Cenerics, OTC, and medical devices will also be covered in the programme, as will EU enlargement. All aspects
of this important challenge will be covered in eight different sessions.

Internationafisation and harmonisation will impact directly on each of our activities. Let us try together to be
prepared to face these new opportunities and challenges.

We hope that this programme will meet your needs. It has been built for you, and with the kind participation
of many of you who have proposed interesting themes.

Yves Juillet Birka Lehmann




14:00 - 15:15

15:15 - 15:45

15:45-17.15

17:15 - 18:00

18:00 - 21:00

*The *Ask the Regulsto

lntrodurtlon by the Programme Cc-chairs
Birka Lehmann, Bolgl.xm !

1 Commission, Belgium

a6 International S.A;, Switzerland and America’s Cup Winner 2003

Birka Lehmann.and. Yves Juitlet jence will bé. aged e part:clpate, and questions for specific speakers can be forwarded prior to the actual

session.
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Tutorial 1

SUCCESSES, CHALLENGES AND PITFALLS IN THE NONCLINICAL
DEVELOPMENT OF BIOTECHNOLOGY PRODUCTS TO SUPPORT EARLY
CLINICAL TRIALS

Tutorial Chairperson:
Jennifer Sims, Novartis Pharma AG, Switzerland

Tutorial Description

This tutorial will bring together industry and regulatory experts in the field of
nonclinical development of biotechnology products and review the information
required to support early clinical development. Using a case study approach to
ilustrate the successes, challenges and pitfalls in nonclinical development, the
critical drug substance and drug product quality aspects and preclinical safety
programme to support early clinical development will be discussed. The impact
of the EU Clinical Trials Directive on early clinical trials with biotechnology
products will also be considered. Is it possible to go from "gene-to-POC" in 12
months?

Introduction
Jennifer Sims, Novartis Pharma AG, Switzerland

CMC Challenges in Early Preclinical and Clinical Development
Chris Holloway, ERA Consulting, UK

Regulatory View on Preclinical Support for Early Clinical Trials and the
Impact of the Clinical Trials Directive on Trials in Europe
Jan Willem van der Laan, Medicines Evaluation Board, The Netherlands

Challenges in Preclinical Development lllustrated by Case Studies
Roly Foulkes, Celltech R&D, UK

Case Studies: Hurdles and Pitfalls in Vaccine
Frangois Verdier, Aventis Pasteur, France

Challenges in Preclinical Development lllustrated by Case Studies
Janet Clarke, Biogen, USA

What Does the Clinician Want to Know?
David Glover, Cambridge Antibody Technology, UK

Tutorial 2
THE COMMON TECHNICAL DOCUMENT (CTD) AND eCTD:
LESSONS LEARNED AND SHARED EXPERIENCES

Tutorial Chairperson:
Frangoise de Crémiers, Wyeth Research, France

Tutorial Description

The tutorial on the CTD and eCTD experience will address practical issues
regarding the different CTD modules, ie. Quality/Biotech, Preclinical and
Clinical.

Speakers from industry and authorities will share their experience and will answer
questions from the audience.

The eCTD experiences will also be presented and issues will be discussed.

EMEA Premeeting Submissions - Experiences
Hilde Boone, EMEA. UK

The CTD Quality Part
Jean-Louis Robert, Laboratoire National de la Santé, Luxembourg

The CTD Nonclinical Part
Gerd Bode, Altana Pharma, Germany & Klaus Olejniczak, BfArM, Germany

The CTD Clinical Part - Case Studies
* Europe

Celine Melcion, Aventis Pharma, France
s USA

Michael Brennan, GlaxoSmithKline, USA

eCTD - An Enormous Challenge to Adopt and a Potential Approach
Krishan Arora, USA

Panel Discussion
Moderator: Barbara van Zwieten-Boot, Medicines Evaluation Board,
The Netherlands

Tutorial 3
OVERVIEW OF VACCINES-DEVELOPMENT AND MARKETING

Tutorial Co-chairpersons:
Daniel Brasseur, Ministry of Public Health, Belgium
Anne-Marie Georges, GlaxoSmithKline Biologicals, Belgium

Use of New Adjuvants in Vaccines: Rationale and European Data
Requirements
Roland Dobbelaer, Scientific Institute of Public Health-Louis Pasteur, Belgium

Clinical Development of a Rotavirus Vaccine
Johan Van Hoof, GlaxoSmithKline Biologicals, Belgium

Efficacy Endpoints for the Conjugate Vaccines: Strepto Pneumoniae, HiB,
Meningo with a Special Attention to Different Antibodies and Cut-off Levels
Used to Predict Protection, and a Discussion on the Potential Need for a
Booster Dose

Bernard Fritzell, Wyeth-Lederle, France

Building an Efficient Vaccinovigilance System in the European Union
Daniel Brasseur, Ministry of Public Health, Belgium

Vaccines Manufactured in the European Union that are Intended for Third
World Countries Only - How to Get them Authorised?
Anne-Marie Georges, GlaxoSmithKline Biologicals, Belgium




Tutorial 4

Tutorial 7

KEY ELEMENTS OF THE EU REGISTRATION PROCEDURES FOR ACCESSION
MEMBERS

Tutorial Co-chairpersons:
Dagmar Stard, State Institute for Drug Control, Slovak Republic
Anu Tummavuori-Liemann, F. Hoffmann-La Roche Ltd., Switzerland

Tutorial Description

This tutorial will provide a pragmatic overview of how the EU registration
procedures work, presented by representatives from regulatory authorities and
industry.

CP Registration Process
Elina Hannuksela, AstraZeneca Oy, Finland
Anthony Humphreys, EMEA, UK

MRP Registration Process
Truus Janse-de Hoog, Medicines Evaluation Board, The Netherlands
Sara Mclean, Roche Products Ltd., UK

Tutorial 5
EXPERIENCE WITH IMPLEMENTATION OF MedDRA AND
PHARMACOVIGILANCE

Tutorial Chairperson:
Efliot Brown, Elliot Brown {Consulting) Ltd., UK

Tutorial Description

This advanced interactive tutorial covers many of the key areas concerning the
effective use of the Medical Dictionary for Regulatory Activities in the
monitoring and reporting of drug safety. It includes the use of MedDRA in
searching safety databases, signal detection, expedited reporting and PSURs and
touches on such issues as clinical trial safety data analysis, labelling and version
management.

Tutorial 6
PRINCIPLES OF STUDIES FOR THE STATISTICAL VALIDATION OF DIAGNOSTIC
TESTS

Has been cancelled

IMPLEMENTATION OF A PHARMACOGENETICS/PHARMACOGENOMICS
PROTOCOL IN CLINICAL TRIALS

Tutorial Chairperson:
Nadine Cohen, johnson & Johnson Pharmaceutical R&D, USA and member
of Pharmacogenomics Working Group

Tutorial Description

The term "genomics™ encompasses a global scientific asset, using molecular
biology and genetic tools for the determination of the genome (DNA) or its
products (RNAs, proteins). Pharmacogenomics applies this information to drug
design, discovery, and clinical development. The impact of genetic differences on
therapeutic use is what the science of pharmacogenetics aims to unravel. The
analysis of a broad set of genetic markers may show that a genotypically defined
subgroup of subjects with a certain disease may have a higher probability of
responding to a certain drug differently from others in the population. The
rationale for the pharmacogenetic approach is that the observed genotype
and/or gene expression may correlate with, and explain, some of the differences
in efficacy and side effects indluding adverse reactions to medicines in humans.
However, it is important to have realistic expectations with reference to
pharmacogenetic clinical research. At present, with very few exceptions,
pharmacogenetics is unlikely to be a primary determinant of clinical decisions.
This tutorial will teach you step by step how to conduct a pharmacogenetics
study as part of a drug development clinical trial.

Pharmacogenomics: Basic Concepts and Selection of the Approach
Nadine Cohen, Johnson & Johnson Pharmaceutical R&D, USA

The Pharmacogenetic Protocol and Informed Consent Form
Julie Friedman, Bristol-Myers Squibb, USA

Pharmacogenomic Study Design Considerations
Sandra Kirkwood, Eli Lilly, USA

Interpretation of the Data and Clinical Implications
Brian Spear, Abbott, USA

Industry and Regulators Use and Perception of Integrating
Pharmacogenetics (PGt) and Pharmacogenomics (PGx) in Drug
Development

Carly Anderson, CMR International, UK

Panel Discussion with the Participation of Eric Abadie, AFSSAPS, France,
and Larry Lesko, FDA, USA, and speakers Rick Hockett, Eli Lilly, USA and
John Ryan, Wyeth, USA

Message from Regulatory Authorities to Industry
Larry Lesko, FDA, USA

Message from Regulatory Authorities to Industry
Eric Abadie. AFSSAPS, France

Questions and Answers

* From regulators to industry speakers
* From industry speakers to regulators
* From participants to all panelists




Tutorial 8

Tutorial 9

HOW TO MAKE A SUCCESSFUL APPLICATION FOR AN Rx-TO-OTC SWITCH
IN EUROPE

Tutorial Chairperson:
Bernd Eberwein, Cerman Medicines Manufacturers Association (BAH),
Germany

Tutorial Description

Self-medication is nowadays generally accepted as an important part of
healthcare, It is in line with the growing desire of people to take more
responsibility for their own health. When practised correctly self-medication can
also save expenses for the national health care systems.

For industry, self-medication is aiso an opportunity for the prolongation of the
life cycle of a product. A precondition for self-medication is an Rx-to-OTC
Switch. An application file including comprehensive data must be submitted to
the decision-making body for this procedure. Competent speakers will present
the European Switch Cuideline and will provide useful information (e.g. case
reports) on how to manage a successful switch application.

Aspects of a possible interference between Rx and reimbursement conditions will
also be covered.

How to Use the European Switch Guideline and How to Solve Problems in
Application Procedures
Bernd Eberwein, BAH, Germany

What Can We Learn from Case Studies? (Switch Cases, SPC Harmonisation,
Are There Different Switch Cultures in the EU?)

Cheryl Hall, Johnson & Johnson MSD, UK

Horst Kastrup, Viatris, Germany

Council of Europe Policies in the Legal Classification of Medicines -
Forerunner and Pioneer?
Sabine Walser, Council of Europe, France

The Political Impact of the EU System of Classification of Medicines
Hubertus Cranz, AESGP, Belgium

NONCLINICAL SAFETY SCREENING IN THE DRUG DISCOVERY PHASE

Tutorial Chairperson:
Per Spindler, Biolmage A/S, Denmark

Tutorial Description

With a high number of drug candidates failing in preclinical development and
clinical trials due to metabolism, pharmacokinetic problems and/or toxicity,
there is an urgent need to develop and implement experimental systems for
accurate prediction of human drug toxicity. Many techniques are already
implemented in drug R&D, e.g. computer models, in vitro assays such as cell- or
tissue-based assays, and the techniques are used early in the drug discovery
process in a cost-effective and strategic manner.

Per Spindler, Biolmage A/S, Denmark

* Querview of the drug discovery process and the experimental systems for
early safety assessment: integrating early safety assessment with late stage
safety assessment

+ Assessment of the impact for discovery/development projects

* Predictive value of methods: Computer models - in vitro ADMET - cell-based
assays - tissue-based assays - in vivo (animal ADME and toxicology) -
human/patients

Pauline Gee. MDS Pharma Services, USA
¢ Predictive Chemogenomics Strategies

Stephan Chevalier, Pfizer, France
*» Combining Panomics Data to Investigate Toxicological Effect: Example of
Drug-induced Vasculitis

Lutz Miiller, Novartis Pharma AG, Switzerland

* Validation/assessment of methods

¢ Structure-based predictions of genotoxicity and toxicity

* Integrating in vitro genotoxicity screens into the drug discovery process
* Finding a predictive toxicogenomic screen

» From predictive screens to identification of biomarkers

¢ Case study

Questions and Answers / Panel Discussion




Tutorial 10

Tutorial 12

PHARMACEUTICAL PROJECT MANAGEMENT - A QUICK HEALTH CHECK

Tutorial Co-chairpersons:
John Faulkes, TeamC ications Development, UK
Ralph White, PPMLD Ltd., UK

Tutorial Description
Pharmaceutical Project Management Learning and Development

Delegates will be asked a series of diagnostic questions designed to determine
the health of a pharmaceutical development project. Technical aspects of the
project (target profile, risk identification and contingency planning) and human
factors (project leadership, teamwork) will be explored in an interactive session
that actively encourages reflection on the state of a project.

This tutorial is intended for those relatively new to product development - not
only project managers, but also functional managers interested in knowing more
about the development process. It will generate practical ideas that can be
applied at regular intervals in the workplace such as at milestone reviews.

Tutorial 11
POPULATION PK/PD STUDIES: INTRODUCTION, BIOSTATISTICAL
RECOMMENDATIONS AND GUIDANCE

Tutorial Co-chairpersons:
Harry Mager, Bayer AG, Germany
Joachim Vollmar, PRA International, USA

Tutorial Description

Population PK/PD modelling merges computational and statistical approaches
with pharmacokinetics and pharmacodynamics. The tutorial is positioned for
those relatively new to pharmacometric modelling - not only statisticians and
project managers, but also functional managers interested in acquiring some
knowledge on what population PK/PD may contribute to drug development.

PK/PD Models
Ruedi Port, German Cancer Research Centre, Germany

Pharmacometric Approaches to Population PK/PD Modelling
Underlying Assumptions and Principles
Harry Mager, Bayer AG, Germany

Useful Diagnostics in Population PK/PD Modelling
Niclas Jonsson, University of Uppsala, Sweden

APPLIED PHARMACOEPIDEMIOLOGY FOR INVESTIGATIONS OF SAFETY
SIGNALS

Tutorial Chairperson:
Monika Pietrek, PRA International, Germany

Tutorial Description
Pharmacoepidemiology, the study of the use and the effects of drugs on a large
number of people, has become an integral part of drug safety management. This
tutorial explains how pharmacoepidemiology contributes to the identification
and evaluation of safety signals, how risks can be quantified and which data
sources are available.

Investigating Safety Signals
Monika Pietrek, PRA International, Germany

Measuring Risks
Stephen J.W. Evans, London School of Hygiene & Tropical Medicine, UK

Data Sources for Investigations
Monika Pietrek, PRA International, Germany

Tutorial 13
SETTING UP A DRUG SAFETY DEPARTMENT

Tutorial Chairperson:
Andrzej Czarnecki, Eli Lilly & Company Ltd., UK

Tutorial Description

The tutorial is targeted at emerging biotech companies, CROs and academic
institutions. The talks will focus on the requirements for safety monitoring during
drug development and post approval with regard to processes, resources, skills,
tools and organization. The safety tasks considered will include safety
management plans for SAE and ADR handling as well as annual update and PSUR
generations. The tutorial will distinguish essential from nice-to-have features.
Options for in- and outsourcing will be discussed.

With Irina Baeumer, PRA International, Germany

Tutorial 14 e
CDISC: PROGRESS ON DATA STANDARDS FOR CLINICAL TRIALS FROM
BEGINNING TO END

Tutorial Chairperson:
Rebecca Kush, CDISC, USA

The Clinical Data Interchange Standards Consortium (CDISC), a not-for-profit
organization founded in 1997, has developed standards to support the
acquisition, exchange, submission and archive of electronic data to facilitate
clinical trials. These standards are open, platform-independent and vendor-
neutral. information on the progress of CDISC and international adoption and
usage of the CDISC standards will be presented. Specific tutorial focus will be on:
» The CDISC Submission Data Standards Version 3.1 and implications with
respect to the FDA Guidance on eSubmissions and the eCTD;

The collaboration of CDISC and Health Level Seven (HL7) and standards to
support XML-based data transfer from standard protocol elements through
regulatory submissions.

Speakers:

Charles Jaffe, AstraZeneca, USA

Rebecca Kush. CDISC, USA

Pierre-Yves Lastic, Sanofi-Synthelsbo, France
Udo Siegmann, Parexel GmbH, Germany




T 2T
PEREAAY

Prug Discovery and New Technelogies
Iman Barilero, Johnson & johnson Pharmaceutical R&D, UK
Lincoln Tsang, Arnold & Porter, UK

Clinical Trials and Therapeutic Arcas
Frangoise de Crémiers, Wyeth Research, France
Jacques Mascaro, Johnson & johnson Pharmaceutical R&D, UK

Project Management and Dutsourding
Gill Le Du, ICON Consulting, UK
Susanne Wedderkopp, Novo Nordisk A/S, Denmark

EU Regulatory Environment

Brenton James, GlaxoSmithKline R&D, UK
Christa Wirthumer-Hoche, Federal Ministry of Health and Women,
Austria

EU Enlargement
Dagmar Stard, State Institute for Drug Control, Slovak Republic
Anu Tummavuori-Liemann, F. Hoffmann-La Rache Ltd., Switzerland

international Reguiatory Issues
Rolf Bass, BfArM, Germany
Stéphane Callewaert, EFPIA, Belgium

Statistics and Data Management
Joachim Vollmar, PRA International, USA

Track 11

Gaby Danan, Aventis Pharma, France

Emerging Monclinizal lssues

Jennifer Sims, Novartis Pharma AG, Switzerland

M ssu0s and Manulacturing
Stuart Heir, Novartis Pharma AG, Switzerland
Rolf Spang, Swissmedic, Switzertand

Medical Devices
Martine Delétraz-Delporte, Faculty of Pharmacy of Crenoble. France
Roger Grase, BfArM, Germany

Public Policy and Patient Access to Medicines in Europe
Andrea Rappagliosi, Serono International S.A., Switzerland

Public Health, Patient Needs and Orphan Drugs

Andrea Rappagliosi, Serono International S.A., Switzerland

OTCISM and Herbal Products
Generic Medidinal Products
Cinter Hennings, hgh regulatory science, Germany

Special Populations
tngrid Klingmann. Pharmaplex, Belgium
Klaus Rose, Novartis Pharma AG, Switzerland

Statements made by speakers are their own opinion and not necessarily that of the organisation they represent

or that of the Drug Information Association.

Speakers and agendas are subject to change without notice.

Audiovisual taping of any DIA workshop or session is prohibited without prior written consent from DIA.




08:00  Welcome Coffee and Registration

09:00 Session 1

Drug Discovery and New Technologies
Iman Barilero, johnson & Johnson Pharmaceutical R&D, UK
Lincoln Tsang, Arnold & Porter, UK

Lunch in the Exhibition Area

12:30

14:00 Session 3

GENETICS AND PERSONALISED MEDICINE, MANAGING DRUG
DEVELOPMENT IN THE POST-GENOMIC ERA

Session Chairperson:

Tom Chu, Roche, USA

This session will review the underlying scientific opportunities for the
integration of genomic diagnostics into drug discovery, development and life-
cycle strategies and will characterise the underlying opportunities for value
creation associated with such. In light of the inherent predictive elements of
"personalised medicines,” consideration will also be given to the additional
requirements for diug development planning to ensure the co-delivery of
relevant and informative genomic diagnostics.

Pharmacogenomics Application in Drug Discovery and Development
Target Identification
Joachim Reischl, Scheting AG, Germany

Personalised Medicine: Implications for the Drug Development Process
Jorgen Dirach, Novo Nordisk A/S. Denmark

Prediction and Prescription - Exploring the Economic Implications of
Pharmacogenetics
Lisa Bradley, Roche, USA

Update from CIOMS Working Group on the Issue of Drug Development
and Cost

Juhana E. Iddnpiin-Heikkild. CIOMS, Switzerland

10:30  Coffee Break in the Exhibition Area

11:00  Session 2

PHARMACOGENOMIC-GUIDED DRUG DEVELOPMENT: REGULATORY
AND RESEARCH POLICY PERSPECTIVES

Session Chairperson:

Eric Abadie, AFSSAPS, France

The application of pharmacogenomics and pharmacogenetics in drug
development is developing rapidly to advance innovative changes in
prediction of the risks of diseases and in deciding the best use of drug
treatments. The genomic and genetic technologies also impact on drug
development strategies and costs and regulatory assessment of new
therapeutic products. The session will address the regulatory perspectives
and current initiatives regarding the integration of pharmacogenomics in the
drug development process and will discuss genetic research policy and
societal considerations.

Regulatory Perspective
- EU Views
Marisa Papaluca, EMEA. UK
- Submission of PG Data.for FDA Review
Larry Lesko, FDA, USA

Industry Perspective
Ronald Salerno, Wyeth, LISA

Genetic Research Policy and Societal Considerations
Celia Brazell, ClaxoSmithKline, UK

ENSURING DIAGNOSTIC STANDARDS FOR GENETICALLY-INFORMED
DRUG DEVELOPMENT

Session Chairperson:

David Jefferys, MHRA, UK

This session will describe and discuss the regulation and diagnostic standard
for tests which will underpin genetic and personalised medicine, and also
consider the development of pharmacogenomics-based diagnostic tests.

Regulatory Perspective on Regulating Diagnostic Tests
Steve Gutman. FDA, USA

A View from the Diagnostics Industry
Andy Bufton, Abbott Diagnostics. UK

Development of Pharmacogenomics-based Diagnostic Tests:
Practicality, Applications and Challenges

David Atkins, Ortho-Clinical Diagnostics, USA

15:30  Coffee Break in the Exhibition Area

16:00  Session 4

COMPARABILITY OF BIOTECHNOLOGICAL/BIOLOGICAL PRODUCTS
Session Chairperson:

Pierrette Zorzi-Morre, AFSSAPS, France

Manufacturers of biological medicinal products can make changes to their
products and processes during development and during the postmarketing
phase in order to improve or optimise a manufacturing process, to improve
product stability, or to make changes in order to comply with new regulatory
requirements. General guidance for demonstrating comparability between
prechange and postchange products has been provided in the CPMP Note
for Guidance on comparability that came into force in March 2001.
Comparability is also under consideration within }CH. However, further
guidance is still needed to assess the impact of a change in quality attributes
for a given product on its safety and its efficacy. The session will provide an
update on the current regulatory and scientific situation in addressing the
issue of comparability {e.g. preclinical and dlinical annex to CPMP NfG of
comparability. new ICH Q5E document, FDA guidance/considerations). The
session will provide an expert perspective on the issue, including the current
thinking at the EMEA and FDA level,

EMEA NfG on Comparabiiity and Annex Update
Pekka Kurki, National Agency for Medicines. Finland

ICH Q5E Update
Alan Moriison, Cefltech, UK

Resolving Scientific and Regulatory Considerations in the Assessment of
Comparability
Anthony Mire-Sluis, FDA/CDER, USA

Panel Discussion with Jean-Hugues Trouvin, AFSSAPS, France

17:30-
18:30

Reception in the Exhibition Area




Drug Discovery and New Technologies
iman Barilero. Johnson & Johnson Pharmaceutical R&D, UK
Lincoln Tsang, Amold & Porter, UK

09:00 Session 5

{Joint Session with Track 9 Session 5)

IMMUNOGENICITY OF BIOTECHNOLOGY-DERIVED THERAPEUTIC
PRODUCTS

Session Chairperson:

Iman Barilero, Johnson & Johnson Pharmaceutical R&D, UK

The majority of biotechnology-derived therapeutic products exhibit some
level of immunogenicity, with ciinical sequelae that vary from having no
adverse clinical consequences to severe adverse events, depending on the
product and its indication. The investigation of inmunogenicity is evaluated
by measuring levels of specific anti-product antibodies. However. results are
wholly dependent on the design and the analysis of the assay. The aim of this
session is to explore the safety problems associated with immunogenicity, to
address some considerations in designing studies to investigate
immunogenicity, and to provide some insight into current regulatory decision
making on immunogenicity testing, a risk-based approach. A target risk-
assessment, product/specific pharmacovigilance management plan will be
discussed. Representatives from industry, FDA, EMEA and Member States will
provide their views and experiences on this important issue.

Preclinical and Clinical Considerations

Cindy Wong. Medical Products Agency, Sweden

Current Regulatory Decision Making on | genicity Testing:
A Risk-based Approach?

Anthony Mire-Sluis, FDA/CDER. USA

Postmarketing Surveillance and Risk Management Plan
John Knight, Johason & Johnson Pharmaceutical R&D, USA

Panel Discussion with Pekka Kurki, National Agency for Medicines,
Finland
10:30  Coffee Break in the Exhibition Area

11:00  Session 6

BIOSIMILAR MEDICINAL PRODUCTS

Session Co-chairpersons:

Anne-Marie Georges, GlaxoSmithKline Biologicals, Belgium

John Purves, EMEA, UK

There is currently an attempt to create a regulatory framework for similar
biological medicinal products, in particular through the revision of Directive
2001/83/EC and its recently approved annex, Directive 2003/63/EC. The
changes in the regulation will have an impact on the thinking and activities in
the biolagical sector, including their implications on future Member States
within the scope of enlargement. In addition, the CPMP is working on an on-
going basis on relevant scientific guidelines dealing with this issue. The
framework could be further clarified in terms of criteria for demonstrating
similarity between a second-generation biological medicinal product claimed
to be similar to one already on the market. The session will address the
challenges of using the information available from the reguiatory framework
to demonstrate similarity. Will this framework be clear enough?

New Provisions in the EU Law and Implications for the Accession
Countries
Roland Dobbelaer. Scientific Institute of Public Health-Louis Pasteur. Belgium

How to Define the Appropriate Safety and Efficacy Data
Jacgues Mascaro, johnson & johnson Pharmasceutical R&D. UK

able Biotech

logy Products

The Development Pathway for Comp
John Greenwaod. GeneMedix plc, UK

12:30  Lunch in the Exhibition Area
14:00 Session 7
GENE THERAPY

Session Chairperson:

Jean-Hugues Trouvin, AFSSAPS, France

Although there has been scarce evidence to show the potential for gene
therapy to treat certain life-threatening diseases, it should be recognised
that we are still at the stage of developing gene transfer products and
evaluating their safety and efficacy. Adverse events have implicated certain
types of gene transfer products (essentially viral vectors) and have prompted
a number of actions regarding risk management and refi 1t of the
delivery systems for the sake of patient safety. This session will focus on the
current clinical development with gene therapy products, risk evaluation and
management, and related regulatory issues.

Gene Therapy Perspectives: Promises, Failures and Pitfalls
Phifippe Lebouich, Massachusetts Institute of Technology, USA

Safety Monitoring and Risk Management
Lincoln Tsang, Arnold & Porter, UK

Current Regulatory Development and Achie ts - CPMP Gene
Therapy Working Group

Marisa Papaluca, EMEA, UK

15:30  Coffee Break in the Exhibition Area
16:00 Session 8
CELL THERAPY

Session Chairperson:

Lincoln Tsang, Arnold & Porter, UK

There have been technological advances that have paved the way for the
therapeutic use of cell- or tissue-based products. The development of such
products will present new technical, regulatory, legal and bioethical
challenges. There is currently a lack of certainty and clarity about how such
products should be classified and regulated within the existing legal
framework. There are also new bioethical issues regarding the sourcing of
tissues and cells as well as their administration to the patients. There will also
be a rethink of the strategy for patient safety monitoring for cell- or tissue-
based products. This session will attempt to address some of these
questions.

Regulatory and Legal Aspects
Lincoln Tsang, Arnold & Porter, UK

Bioethical Consideration
Colin Gavaghan, University of Glasgow, UK

Safety Monitoring and Regulatory Guidance
- EU Point of View
Pekka Kurki, National Agency for Medicines, Finland
- US Point of View
Celia Witten, FDA, USA

17:30  Close of the 16th Annual EuroMeeting Prague 2004




08:00

Welcome Coffee and Registration

09:00  Session 1

CHS AND NEUROPATHIC PAIN GUIDELINES

Session Chairperson:

Barbara van Zwieten-Boot, Medicines Evaluation Board, The Netherlands
Up to now only a few medicinal products have been available for the
treatment of neuropathic pain and most of them are used off label. Recent
developments, however, indicate more interest in this area. At the CPMP level,
a Note for Guidance is being developed focusing on patient populations to be
included, endpoints and the indication. Concerning the latter. the possibility
of extrapolating from ane disease to another will be explored. This session will
focus on these issues and ideas from regulators and industry will be discussed.

EU Health Authority Viewpoint
Cristing Sampato. Iestituto Ue Farmacologia e Terspeutica Geral, Portugal

Industry Viewpoint
Stefan Schwabe, Johnson & fohnson Pharmaceutical RED, USA

Panel Discussion with Session Speakers and
Jean-Pierre Lehner, Sanofi-Synthelabo, France
10:30  Coffee Break in the Exhibition Area

11:00  Session 2

SHOULD NEW DATA CHANGE THE OSTEGPOROSIS GUIDELINE? (HRT -
DURATION OF (75}

Session Chairperson:

Barbara van Zwieten-Boot, Medicines Evaluation Board, The Netherlands
Although the CPMP Nate for Guidance on Osteaporasis in Post-Menapausal
Women has been recently revised in 2001, new developments invite for a new
update on this Guidance.

The place of estrogens is in discussion after new safety and efficacy data are
published. The duration of the clinical trials should be re-discussed now that
new data or new analysis show that for certain procedures the reduction on
the risk of fractures can be found already after 12-18 months. The use of
placebo in Phase 3 trials has been questioned by some experts. This will also
be discussed.

Regulatory Impact on the Osteoporosis Guideline
Frits Lekkerkerker. Medicines Evaluation Board, The Netherlands

Presentation of the New Data
Francine Caulin, FC Consulting, France

Industry Viewpoint Regarding HRT Safety Issues and Reference Product
Adirjam Mol-Arts, NV Organon, The Netherlands

Panel Discussion with Session Speakers and with Markku Toivonen,
National Agency for Medicines, Finland

12:30  Lunch in the Exhibition Area

Ciinical Triaks and Therapeutic Arsas
Franqoise de Crémiers, Wyeth Research, France
Jacques Mascaro, Johnson & Johnson Pharmaceutical R&D, UK

14:00  Session 3

EUROPEAN DIRECTIVE ON CLINICAL TRIALS:

CURRENT IMPLEMENTATION STATUS IN THE 15 MEMBER STATES AND
iN THE INDUSTRY - PART 1

ETHICAL ISSUES

Session Co-chairpersons:

Birka Lehmann, Belgium

Jacques Mascaro, Johnson & Johnson Pharmaceutical R&D, UK

The Clinical Trial Directive comes into force on May 1, 2004. The directive
will bring new compliance challenges that require attention.

One of the stakeholders that has to modify its procedures in order to comply
with the legislation is the Ethics Committee. The session will focus on the
issues relating to the implementation of the directive from an Ethics
Committee perspective, and will address important issues such as the
European Ethics Committee network.

The Role of Ethics Committees
Francis Crawley, EFGCP, Belgium

The European Network of Ethics Committees
Barbara Rhade, Furepean Commission. Belgium

The Industry Perspective
Kristel van de Voorde. Bristol-Myers Squibb. Belgium

15:30  Coffee Break in the Exhibition Area

16:00  Session 4

EUROPEAN DIRECTIVE ON CLINICAL TRIALS: CURRENT
IMPLEMENTATION STATUS IN THE 15 MEMBER STATES AND IN THE
INDUSTRY - PART i

Session Co-chairpersons:

Frangoise de Crémiers, Wyeth Research, France

Birka Lehmann, Belgium

This session will address EUDRACT practical implementation, GMPs and
Clinical Trial application packages to £Cs and CAs. The CTA will be discussed
regarding possible CTD format and harmonized applications throughout
Europe.

IMPs and GMPs: Site Certificate, CMC Documentation to ECs, IMPD,
Importation, QP Responsibilities

Heari Berfoye, AFSSAPS, France & Christine Gilissen, Ministry of
Belgivm

Piarr

Applications to Competent Authorities for CTAs - One or Many
Application Packages?
David Bill. Wyeth Research, UK

Is the CTD Format Usable for Clinical Trial Applications?
Sancira Hecher. Hecker & Assodiates, USA

Panel Discussion with Session Speakers and Steve Hasler, GlaxoSmithKline
Pharmaceuticals, UK

17:30-
18:30

Reception in the Exhibition Area




Clinical Trials and Therapeutic Areas
Frangoise de Crémiers, Wyeth Research, France
Jacques Mascaro, Johnson & johnson Pharmaceutical R&D, UK

09:00  Session 5

COMPLIANCE WITH GCP

Session Co-chairpersons:

Claire Massiot, Sanofi-Synthelabo, France

Fergus Sweeney, EMEA, UK

Assessing compliance with GCP in the new European Clinical Trials

Regulatory Environment:

+ Impact of the EU Clinical Trials Directive on EU inspections - GCP
inspection in Europe

¢ Parallel with USA-FDA approaches to GCP compliance assessment

¢ Approaches of pharmaceutical industry in GCP compliance assessment -
risk management

GCP Inspections in Europe
Pieire Henrs Bertoye. AFSSAPS, France

FDA GCP Update
David Lepsy, FDA, USA

Risk Management Approach to GCP Compliance
Beat Widles, F. Hoftmann-Le Roche Lid,, Switrerand

Panel Discussion with Session Speakers and Industry Speakers

10:30  Coffee Break in the Exhibition Area

11:00  Session 6

DEVELOPMENT OF GNCOLOGY PRODUCTS (PART 1)

Session Co-chairpersons:

Jean-Michel Alexandre, Hopital Européen Georges Pompidou, France

Stephane Andre, Wyeth Research, USA

The recent progress in understanding the various aspects of the molecular

biology of tumor cells and overall, tumor pathology. have led to the discovery

of numerous candidate drugs aimed at playing a role in the various exisling

chemotherapeutic treatments. Adequate development of these new-targeted

agents needs to be conducted using novel surrogate endpoints for clinical

efficacy based on pharmacological or pharmacodynamic features as well as

population stratification or profiling. However, from a regulatory perspective

the risk-benefit evaluation as single therapy or in combination therapy

remained based on the clinical benefit which may be a variable criterion

depending on the stage of the disease and the status of the patient. These

two sessions will provide the viewpoints of regulators and industry on the

development of these new drugs but will address also the regulatory

considerations from the EU and the US for registering drugs in the refractory

setting.

= Use of biological endpoints and surrogate markers in clinical trials for
registering novel cancer treatment

# Clinical endpoints for registering treatment in refractory cancers (EU/US
perspectives)

# Assessing combinations of cytotoxic and noncytotoxic cancer therapies

Biological Endpoints in Cancer Clinical Trials - Impact on Clinical
Development and Regulatory Endpoints

Rarof Sihors, Hammersmith Hospital, UK

Assessing Combination of "Cytotoxics” and "Noncytotoxics” -
Consequences for Disease Treatment Strategies
Bertil Jonssen. Medical Produci

Panel Discussion with Session Speakers and Industry Speakers (Jean-
Pierre Bizzari, Sanofi-Synthelabo, USA)

12:30  Lunch in the Exhibition Area

14:00  Session 7

DEVELOPMENT OF ONCOLOGY PRODUCTS {PART 1)

Session Co-chairpersons:

Jean-Michel Alexandre, Hopital Européen Georges Pompidou, France
Stephane Andre, Wyeth Research, USA

Clinical and Regulatory Strategies for Refractory Cancer Treatments -
An EU Perspective

Michel Marty, Institut Gustave Roussy, France

Clinical and Regulatory Strategies for Refractory Cancer Treatments
A US Perspective
Staven Hirschleld, FDA, U5A

Panel Discussion with Session Speakers, Industry Speakers and Martine
George, Johnson & johnson Pharmaceutical R&D, USA

1530  Coffee Break in the Exhibition Area
16:00 Session 8
TELEMATICS

Session Chairperson:

Steve Hasler, GlaxoSmithKline Pharmaceuticals, UK

A large programme of Telematics projects, in support of the European
Regulatory Procedures, is being undertaken by the EMEA. This session will
provide an overview of the projects ongoing or being planned and the
strategy being followed. The session will concentrate on an update on the
project to build and implement the Register of Clinical Trials, EudraCT,
required by the EU Clinical Trials Directive.

Telematics Update from EMEA

Timothy Buston, EMEA, UK

CT Directive Database - EUDRACT

Timothy Uk & Sieve Masler, GlaxoSmithKline

o, £

Pharmaceuticals, UK
Panel Discussion with Session Speakers

172:30  Close of the 16th Annual EuroMeeting Prague 2004




08:00  Welcome Coffee and Registration

09:00 S 1 and 2 combined

COMPETENCY MAPPING AND DEVELOPING HIGH-PERFORMANCE
TEAMS

Session Co-chairpersons:

Gill Le Du, ICON Consulting, UK

Susanne Wedderkopp, Novo Nordisk A/S, Denmark

These sessions will provide inspiration from competency and developing
mapping as applied to different organisations through practical examples.
Furthermore, the sessions will include suggestions and discussions on
applying the experiences in forming high-performance teams.

The last half of the sessions will be in roundtable style to give the attendees
the opportunity to exchange their experiences and thoughts on how to map
competencies and develop the best teams.

Competency Mapping in Project Management - Experiences and Visions
nark

Altan Wehinert, Lundbeck /
Competency Mapping in a Diverse Organisation - Practical Experience
and Lessons Learned

Chartoiie Lex, Nove Nor

kA, Denmark

Measurement of Competencies - Discussion of Different Methodologies
and How Results are lnterpreted
O fe fing, UK

opp. Nove Needisk A-S, Denmark

10:30  Coffee Break in the Exhibition Area

11:00  Sessions 1 and 2 (continued)

The roundtable discussion will be followed by presentations in plenum where
the attendees will be given the opportunity to present the highlights from
their discussions.

12:30  Lunch in the Exhibition Area
14:00  Session 3

THE PEESENT ARD FUTURE SHAPE OF PROJECT MANAGEMENT I
PHARMA RED

Session Co-chairpersons:

Andrew Arzymanow, Pfizer Global R&D, UK

Terry Cooke-Davies, Human Systems Ltd., UK

What might a “breakthrough” model of project management look fike for
pharmaceutical R&D?

This session presents a provocative and innovative look at how development
projects might be structured and managed, in order to deliver time and cost
breakthroughs of the order accomplished in other industries, while
recognizing the existence of real constraints typical to the pharma industry.

Developing the Breakthrough Model - Latest Results of Ongoing
Research in Both Pharma and Other Industries

The Shape of a "Breakthrough” Model for Project Management in
Pharma, How It Mlght Look and How it D!ffers from Current Practice

En

Crll Le Du, ICON Cnnsultmg UK

Susanne Wedderkopp, Novo Nordisk A/S, Denmark

The Path to Breakthrough Performance. The Steps to be Taken and the
Challenges to be Overcome by Organisations if They Implement the
"Breakthrough" Model

B0 Sigwart-

15:30  Coffee Break in the Exhibition Area
16:00 Session 4
KNOWLEDSE MANAGEMENT
TRAINING NEEDS

Session Chairperson:

FOR CLINICAL TEAMS: IDENTIFYING

‘Sylvie Penine-Gouverneur, Wyeth Research, France

As a team member, have you ever been to a training session and wondered
what you were doing there?

Even if the trainer is a good subject matter expert and has defined training
objectives very clearly, you still feel frustrated and so may the other team
members. In this session we will see how we can identify training needs for
teams. how individual training can improve the team training quality, how a
collection of well-trained individuals can become an effective team and how
competencies and personal development can be measured.

Knowledge Management for Clinical Teams: Identifying Their Training
Needs
Syhvre

Perme, Wyeth Research. france

Team Management of Knowledge and the Development of Open
Communications are the Key to Identifying Training Needs and
Satlsfactxon with the Trammg Process

How We Have Developed Online Measurement of Performance
Competency and Personal Development Case Study

Sue

17:30-
18:30

Reception in the Exhibition Area




Project Managemant and Quizourdny
Gill Le Du, ICON Consuiting, UK
Susanne Wedderkopp, Novo Nordisk A/S, Denmark

09:00
R
Session Chairperson:

Art Gertel, Beardsworth Consulting Group, USA

Effective clinical trial project management embodies two dimensions: clinical
expertise and clinical trial management experience as well as experience in the
practice of the science of formal project management. It is the rare project
manager who possesses both skill sets. This panel will explore an alternative
to the traditional “all-in-one” model in assessing the potential for a
partnership of two individuals, each bringing expertise to fulfill the needs of
the team. The panel will also discuss aspects of leading project teams in
differing cultures.

Regional/Cultural Differences: Critical Factors in Planning and
Conductmg Successful International Clinical Trials
Kilars Kova i LHISA

ot i

t and Planning: A Small Company Perspective

s, Daiichi Pharmacentical Corporadion, USA

Project M

The Global Project Manager/Planner - Crossing Cultural Barriers: Global
Trlal Success through a Process of Integration

Rosegreh Strat nc. USA

Coffee Break in the Exhibition Area

10:30

11:00  Session 6

PROJECT MANAGEMENT QUTSIDE FRODUCT DEVELOPMENT

Session Chairperson:

Inger Mollerup, Novo Nordisk A/S, Denmark

Praject management is obviously also useful outside the scope of
development of new drugs. This will be illustrated through examples covering
use of project management to control partnering/outsourcing profects,
within regulatory agencies and for management of the life cycle phase of an

approved drug.

Implementation of Project Management in the Regulatory Evaluation
Process

Mike Mosis, argd heland

Medicines Bo

Workmg with Uncertamty

12:30  Lunch in the Exhibition Area

Session 5 14:00 Session 7
TECT PLANNER: A NEW ROLE ON THE PROJECT TEAM PROJECT MANAGEMERT IN THE “NEW EU" - CENTRAL AND EASTERN
FUROPE

Session Chairperson:

John Shillingford, IMFORM GmbH, Germany

Project management is defined and described in a number of different ways,
all depending upon the needs and environment of the project. This session
will explore three different project management processes driven by the
differing requirements of circumstance with particular emphasis on projects
focused on Central and Eastern Europe.

Central and Eastern Europe - Chances and Challenges for the Project
Management of the Pharmaceutlcal lndustry

Pro;ect Management in Russia and the Ukraine from a US Standpoint
4 184

man, G :n\, Resparch Inc,

15:30  Coffee Break in the Exhibition Area
16:00 Session 8
CUTSOURCING STR
Session Chairperson:
Peter Davidson, ICON, UK

There will be three short presentations on the approach and philosophy of
the process of selecting a CRO from the perspective of each of the following
companies by the following discussants:

TEGIES OF SELECTING A (RD

The different approaches will be compared in a wrap-up session .

17:30  Close of the 16th Annual EuroMeeting Prague 2004




08:00  Welcome Coffee and Registration

09:00  Session 1

CENTRALISED PROCEDURE - THE ROLE OF THERAPEUTIC ADVISORY
GROUPS (TAG)

Session Chairperson:

Sue Forda, Eli Lilly & Co., Ltd., UK

In this session, the function of therapeutic advisory groups in the evaluation
of applications for marketing authorisations in the centralised procedure will
be discussed fram the perspective of rapporteurs, EMEA and industry.

Current Experience to Date of the Use of Therapeutic Advisory Groups
Marisa Papaluca-Amati. EMEA, UK

Industry Views on the Role and Function of Therapeutic Advisory Groups
in the Current Centralised Registration Procedure
Chiistine-Lise Julou. EFPIA, Belgium

What Industry Expects of Therapeutic Advisory Groups in the Future
Legislation for the Centralised Procedure after Implementation of the
Regulation

Sue Forda, Eli Lilly & Co., ltd, UK

10:30  Coffee Break in the Exhibition Area

11:00  Session 2

KEY ELEMENTS IN THE REGULATION OF THE NEW EUROPEAN
MEDICINES LEGISLATION

Session Chairperson:

Paul Huckle, GlaxoSmithKline, UK

Major changes to the centralised procedure will be elaborated and discussed
in detail.

Update from the Commission
Philippe Brunet, European Commission. Belgium

Impact on National Regulatory Agencies
Rolf Bass. BFArM. Germany

Impact on the Pharmaceutical Industry
Frances Charlesworth, AstraZeneca, UK
12:30  Lunch in the Exhibition Area

14:00  Session 3

CPMP SCIENTIFIC ADVICE AND PROTOCOL ASSISTANCE

Session Co-chairpersons:

Agnés Saint-Raymond, EMEA, UK

Markku Toivonen, National Agency for Medicines, Finland

The tasks and performance of the CPMP Scientific Advice Working Group
(SAWG) will be reviewed based on experience gathered in its first year of
functioning. The SAWG’s experiences in giving Protocol Assistance are
reviewed by a representative of the COMP and SAWC. Quality and impact of
the advice will be discussed in the light of case studies.

Update on Activities of the Scientific Advice Working Group
Markku Toivonen, National Agency for Medicines, Finland

EU Regulatory Environment
Brenton James, GlaxoSmithKline R&D, UK
Christa Wirthumer-Hoche, Federal Ministry of Health and Women, Austria

CPMP/COMP Protocol Assistance: Experience
Rembert Elbers, BfArtM, Germany

CPMP Scientific Advice: Case Studies
Paul Huckle, GlaxoSmithKline R&D, UK
15:30  Coffee Break in the Exhibition Area

16:00  Session 4

KEY ELEMENTS IN THE DIRECTIVE 2001/83/EC - NONCENTRALLY
APPROVED PRODUCTS

Session Chairperson:

Christa Wirthumer-Hoche, Federal Ministry of Health and Women,
Austria

In this session the latest results on discussions about proposed changes in
the Directive 2001/83/EC will be presented.

The pros and cons of important key elements of the Directive and their
implications on the licensing procedures of medicinal products from the
authority and industry point of view, taking into account the EU enlargement,
will also be presented.

Latest News of the Review of Directive 2001/83/EC
Irene Sacristan-Sanchez, European Commission, Belgium

The Redesign of MRP - Will It Solve the Problem?
Christa Wirthumer-Hoche, Federal Ministry of Health and Women, Austria

Industry Point of View on the Review of the Directive
Barbara Sickmiifler, BP|, Germany

MRP and DCP - Implications for the Applicant - A Critical Appraisal from
an Industry Perspective
Kurt Ehlert, AstraZeneca, UK

17:30-
18:30

Reception in the Exhibition Area




EU Regulatory Environment
Brenton James, GlaxoSmithKline R&D, UK
Christa Wirthumer-Hoche, Federal Ministry of Health and Women, Austria

09:00 Session 5

14:00

Session 7

REFERRALS - WHICH WAY NOW?

Session Chairperson:

Tomas Salmonson, Medical Products Agency, Sweden

The outcome of the Anorectic’s case creates uncertainties with regard to the
legal status of an EC decision, following an Article 30/31 referral.
Furthermore, there are a number of practical issues remaining, relating to the
maintained harmonisation of products involved in the referral as well as the
harmonisation of generics following an Article 30 referral for the innovator
product. Nevertheless, the issues justifying these referrals will continue to
exist. The aim of this session is to discuss how to move forward given the
current and future legal situation.

From the Point of View of a CPMP Member
Tomas Salmonson, Medical Products Agency. Sweden

View of the EMEA: Past, Present and Future
Anthony Humphreys, EMEA, UK

Industry Point of View

Nicole Dillier, Novartis Pharma, Switzerland
10:30  Coffee Break in the Exhibition Area

11:00  Session 6

REGULATORY DATA PROTECTION

Session Chairperson:

Manuel Campolini, Addleshaw Goddard, Belgium

The new European legislation proposes changes on issues that are likely to
impact product development decisions as well as on the market opportunities
for generic products. In this context, one of the focal points of opposition
between the innovative and the generic industries concerns the protection
given to the registration dossier. The objective of this session will be to
provide an update on this important topic as it stands at the time of the
accession.

The Current and New Legislation: What Is Changing? Impact on the EU
Enlargement
Irene Sacristan-Sanchez, European Commission. Belgium

The View of the Generic Industry
Nadene McClay, European Generic Medicines Association (EGA), Belgium

The View of the Innovative Industry
Anne Nielsen, Bristol-Myers Squibb, Belgium

12:30  Lunch in the Exhibition Area

VARIATIONS

Session Chairperson:

Peter Bachmann, BfArM, Germany

Following the introduction of the new Varistion Regulations (Commission
Regulation (EC) No 1084/2003 and 1085/2003) for medicinal products
authorised through Mutual Recognition and Centralised Procedure, first
experiences have been gained. The pros and cons of the new Variation
Regulations are discussed in this session from both sides - regulators and
industry.

Practical Experience with Variations in the Centralised Procedure
Hilde Boone, EMEA, UK

Practical Experience with Variations in the Mutual Recognition

Procedure
Shirley Norton, MHRA, UK

Practical Experience from the Industry Point of View
Monica Lofgren. Merck. Sharp & Dohme (Europe) Inc., Beigium
1530 Coffee Break in the Exhibition Area

16:00  Session 8

TRANSPARENCY IN EUROPEAN PROCEDURES

Session Chairperson:

Daniel Brasseur, Ministry of Public Health, Belgium

An overview of the evolution of transparency at the EMEA during the last 2-
3 years, with special attention on CPMP procedures and communication
strategy will be presented. Expected further improvements are to be
discussed.

Transparency Policy of the EMEA
Noél Wathion. EMEA, UK

CPMP/EMEA Communication with Patients
Frits Lekkerkerker, Medicines Evaluation Board, The Netherlands

Patient Point of View
Yann Le Cam, Eurordis. france

Industry Point of View
Ture Sjoblom, AstraZeneca, Sweden

17:30  Close of the 16th Annual EuroMeeting Prague 2004




08:00

09:00  Session 1

REGULATORY iMPLICATIONS: FROM 15 TO 25 MEMBER STATES

Session Chairperson:

Milan Smid, State Institute for Drug Control, Czech Republic

Views on implications of enlargement of the Furopean Union on regulatory
practices in the enlarged EU will be presented and discussed by speakers from the
Furopean Commission, EMEA, national regulatory authorities and the
pharmaceutical industry. The participants will be informed on measures adopted
to facilitate the transition from 15 to 25 EU Member States and on perspectives
of further development of EU regulatory framework, and how these are reflected
in the amended EU pharmaceutical legislation. Key issues concerning the balance
between interests of stakeholders in the enlarged EU, extent of centralised and
national regulatory operations. use of telematic tools and databases inside EU
regulatory network and access of EU citizens to medicinal products will be open
for discussion.

Weicome Coffee and Registration

Regulatory Framework in the EU Consisting of 25 Member States
Philippe Brunet, European Commission, Belgium

Role and Operations of EMEA within the Enlarged EU
Anthony Humphreys, EMEA, UK

Phasing-in into EU Regulatory Procedures
Milan Smid, State Institute for Drug Control, Czech Republic

The Implications of Moving from the EU 15 to EU 25 for Industry -
Viewpoint of Innovative Industry
Michael Doherty, F. Hoffmann-La Roche Ltd, Switzerland

Harmonisation - Accession - Europe; Experiences of a CEE Based
Pharmaceutical Company
Ales Rotar, Krka Pharmaceuticals, Sloveria

10:30  Coffee Break in the Exhibition Area

11:00  Session 2

CENTRALLY APPROVED PRODUCTS: THE IMPACT OF EU ENLARGEMENT
Session Co-chairpersons:

Anthony Humphreys, EMEA, UK

Amu T ori-Li f. Hoffr La Roche Ltd., Switzerland

The marketing authorisations of EU Centrally Approved Products will extend to
the New Member States upon accession. This has many consequences on a
practical level:

» What is the impact of the enfarged CPMP evaluation procedures?

* How wil the new languages be incorporated in the systems?

Impact on Operation of CPMP and Related Evaluation Procedures
Anthony Humphreys, EMEA, UK

Co es of Extension of Cc Decisions to New Member States
Jitka Sabartovs, State Institute for Drug Control, Czech Republic

Extension of CAPs to 10 New Member States. What is the Impact on
Industry?
Anu Tummayuon-Liemann, F. Hoffmana-La Roche Ltd, Switrerand

12:30  Lunch in the Exhibition Area
14:00 Session 3

EU Enfargement
Dagmar Stard, State Institute for Drug Control, Slovak Republic
Anu Tummavuori-Liemaan, F. Hoffmann-La Roche Ltd., Switzerland

competent authorities and pharmaceutical industry from a new region involved.
What will the implications be for the mutuaf recognition procedure? How are all
partners - regulators and industry - prepared for the exercise? The current status
of experience, based on voluntary preaccession cooperation will be presented by
regulators both from the point of view of an acceding country and a member of
MRFG. Which challenges can be expected in the period early after accession? A
complex view will be presented by the pharmaceutical industry.

How to deal with MA applications pending and not finalised before the accession
in future new member states? Is the arrangement for upcoming period after
accession transparent enough? Outcomes from the PERF discussions will be
presented.

Preparation and Challenges for Phasing-in of New MSs in MRP in May
2004 - View of a Regulator of an Acceding Country
Dagmear Stard, State Institute for Drug Control, Stovek Republic

Preparation and Challenges for Phasing-in 10 new MSs in MRP in May
2004 - View of a MRFG Member
Truus Janse-die Hoog, Medicines Evaluation Board. The Netherlands

MRP: Phasing-in 10 New Member States - Innovative Industry View
Kerstin Franzen, EFPIA, Belgium

An Acceding Country Industry Perspective - A Point of View of a New
Participant in MRP

Ales Rotar. Kika Pharmaceuticals, Slovenia
Panel Discussion with Generic Industry Representatives

15:30  Coffee Break in the Exhibition Area

16:00  Session 4

GOOD REGULATORY PRACTICE CHALLENGE

Session Chairperson:

Ludevit Martinec, State Institute for Drug Control, Slovak Republic
Regulators and industry representatives will share experiences with the
introduction of a quality management system adapted to specific regulatory
activities to ensure that users of medicinal products, applicants and regulators are
satisfied with opinions. assessment reports, inspections, taking into consideration
legal requirements and guidance in order to protect and promote human health.
Views from a current EU drug regulatory authority, acceding country national
authority and industry. From SOPs to a quality management system. How to
assess performance and processes, which indicators to use. Achieving scientific
consistency in review process. Predictable and adequate decision making.
Acceding countries becoming part of the EU regulatory system. PERF Ml -
benchmarking joint visit programme, focus on dossier assessment and
pharmacovigilance. What have we leamed about our quality systems? Experience
with self-assessment in identification of areas in need of improvement.
Communication and transparency in regulatory procedures between key players -
industry and competent authorities. Which specific regulatary information should
be directed to agencies, to industry and general public.

Quality Management System of the Drug Regulatory Authorities of the
Acceding Countries
Ludevit Martinec, State Institute for Drug Control, Slovak Republic

One Way to Ensure Adequate Quality
Tomas Sakmonson, Medical Praducts Agency, Sweden

MRP: SMOOTH PHASING-IN 10 NEW EU MEMBER STATES

Session Chairperson:

Dagmar Stard, State Institute for Drug Control, Slovak Republic

The expected accession of 10 additional European countries to the current EUin
2004 represents a challenge for an EU regulatory system, with 10 new

Ce ication and Transparency between Competent Authorities and
ndustry

Jean-Pierre Osselaere. Schering Plough Europe, Belgium

17:30-  Reception in the Exhibition Area

18:30




EU Enlargement
Dagmar Stard, State Institute for Drug Control, Slavak Republic
Anu Tummavuori-Liemann, F. Hoffmann-La Roche Lid., Switzerland

09:00  Session 5

14:00

Session 7

MARKET STRUCTURE AND IMPACT ON EXISTING PRODUCTS

Session Chairperson:

Tamds Padl, National Institute of Pharmacy, Hungary

Medicine markets in the acceding countries comprise mostly generics,
although there is also access to innovative medicines. The consolidated
CADREAC simpiified processes for recognition of EU, CP and MRP products
have promoted introduction of the latter. Nevertheless, quicker introduction
of new innovative medicines is expected. At the same time, EU Commission
requires upgrading of old dossiers of ail existing products. This has led to a
rapid decrease of marketing authorisations. Surprisingly enough, while local
companies have been trying their best, many EU-based firms refused to
submit upgraded dossiers of their old products on the CEE markets. Its
impact on the market and patient access of the first wave, second wave and
non-EU candidate European countries should be considered.

Public Health and Medicines: A Wider European Perspective
Kees de Joncheere. WHO, Denmark

Effect of Enlargement from an Acceding Country’s Industry Point of View
Gyorgy Thaler. Gedeon Richter Ltd., Hungary

EU Enlargement - A Global Company View
Monica Lifgren. Merck Sharp & Dohme, Belgium
10:30  Coffee Break in the Exhibition Area

11:00  Session 6

THE TREATY OF ACCESSION, SPECIFIC MECHANISM AND DEROGATION
PROVISIONS

Session Chairperson:

Brendan Barnes, EFPIA, Belgium

The Accession Treaty introduces a specific mechanism for medicinal products
that are put on the market in one of the new Member States of the EU and
that, for historical reasons, do not have the same level of patent or
Supplementary Protection Certificate (SPC) coverage as available in the
current EU 15 Member States. for these products, the patent/SPC holder,
or his beneficiary, will be able to invoke the patent or SPC rights against any
imports of such products in each concerned EU Member State. This session
aims to analyse the content and functioning of the provision as well as its
implications for New Member States, Member State of the EU 15 and
industry.

The View of the New Member States
Vesna Koblar, Agency for Medicinal Products, Slovenia

The View of the Member States of the Current EU
John Lisman, Medicines Evaluation Board, The Netherlands

The View of the Pharmaceutical Industry
Rachel Thornley, GlaxoSmithKiine, UK

12:30  Lunch in the Exhibition Area

CONSEQUENCES OF IMPLEMENTATION OF EU REGULATION ON
PROMOTION OF MEDICINAL PRODUCTS

Session Chairperson:

Alar Irs, State Agency of Medicines, Estonia

Pharmaceutical marketing and promotion practice as well as its regulation
differ significantly among the current EU Member States. Even greater
differences can be seen in accession countries. Accession forces the new
Member States to review their current regulation of pharmaceutical
advertising and its enforcement. The pharmaceutical industry will probably
harmonise its marketing practice in old and new Member States. What are the
current differences in promotion of medicinal praducts in old and new
Member States? What experiences has the industry gained in the countries
with different forms of regulation (self-regulation of advertising. combined
regulation or state-regulated environment)? What might be the possible
changes in advertising policy and regulation in the enlarged EU?

An Informed Patient Is a Better Patient
Marie-Claire Pickaert, EFPIA, Belgium

Current Practice of Advertising Regulation in the EU
Bjorn Beerman, Medical Products Agency. Sweden

Advertising and Its Regulation in Accession Countries
Alar lrs, State Agency of Medicines, Estonia

15:30  Coffee Break in the Exhibition Area

16:00  Session 8

IMPLICATIONS OF EU ENLARGEMENT IN CONDUCTING CLINICAL TRIALS
IN EUROPE

Session Chairperson:

Fergus Sweeney, EMEA, UK

EU enlargement and implementation of the Directive 2001/20/EC will take
place at the same time - May 2004. The enlargement will create a large
research area, with an increasingly harmonised regulatory environment, and
480 million citizens, with many commercial and noncommercial research
initiatives. The benefits and challenges in ensuring research quality and
efficacy are explored from the perspective of regulators, industry and CROs.

Regulator’s Perspective of Enlargement and Implementation of the
Directive 2001/20/EC
Alar Irs, State Agency of Medicines. Estoiia

The Expected Impact of the EU Enlargement on Clinical Trials - A Clinical
Operations Perspective
Norbert Szakolczai-Sandor, Omnicare Clinical Research, Hungary

Implementation Plans and the Impact on the Conduct of Clinical Trials in
the Accession Countries - An Industry Perspective
Moira Darvels, AstraZeneca. UK

17:30  Close of the 16th Annual EuroMeeting Prague 2004







tonal Regulatory oyees - Ha

Rolf Bass. BfArM, Germany

Stéphane Callewaert, EFPIA, Belgium

08:00  Welcome Coffee and Registration

09:00  Session 5

(MIPLEMENTATION OF (70

Session Co-chairpersons:

Stéphane Callewaert, EFPIA, Belgium

Yves juillet, Les Entreprises du Médicament (LEEM), France

Since July 2003. CTD implementation has been compulsory. It may be the
origin of some difficulties. Practical information will be given using first
submissions experience from regulators and industry speakers in Europe.
Specific US summary issues will also be addressed in this session.

lmplementatlon of CTD in Europe

Practlcal Implementation

se Meicion, Avertis Pharma,

Coffee Break in the Exhibition Area

10:30

11:00  Session 6

eCTD IMPLEMENTATION

Session Chairperson:

Andrew Marr, GlaxoSmithKline Pharmaceuticals, UK

eCTD will have become a reality in Europe from June 2003 as optional filing
became possible from that date. This session will provide feedback on agency
and industry experience to date and also the future direction of eCTD
development.

The Experience of MEB with Receipt and Review of eCTDs to Date

Slar var Beikun. Medic

sation Board, The Neth

e5 Byl

The Experience of an Applicant with Construction and Submission of an
eCTD
Iy %

sitical R&ED, UK

The Resolution of Current Issues and Future Developments of the eCTD
within ICH

12:30  Lunch in the Exhibition Area

14:00
PAITHER
REGIONS
Session Chairperson:

Jurij Petrin, Pharmaceutical Regulatory Services, Inc., USA

Non-ICH countries have been following the development of global drug
development harmonisation efforts from the very beginning of ICH. Lately, we
have witnessed an increasing acceptance of ICH and incorporation of ICH
guidelines into local diug development regulations worldwide, including in
countries that are not ICH members. This suggests the fact that ICH has now
become the accepted international standard for drug development.
Nevertheless. important differences between ICH members and non-iCH
countries still exist, and some of them will be highlighted and discussed in this
session.

Session 7
LHIP M HARMOHIBAY

TGN WITH BONACH COURTRIES/

Current Status and lssues wrth Global Acceptance of ICH

Asian Harmomsatxon and Acceptance of ICH

H

shsn, FDA,

Coffee Break in the Exhibition Area

15:30

16:00  Session 8
REGICNAL (OOPERATION 1
Session Chairperson:
Borislav Borissav, Bulgarian Drug Agency, Bulgaria

The objective of this session is to look into the countries that are planning to
Jjoin the EU later on in the future enlargement wave, namely the remaining
CADREAC countries after May 1, 2004 (Buigaria, Romania) and the Balkan
Region.

Clinical Trials

do

GCP Inspections

17:30

Close of the 16th Annual EuroMeeting Prague 2004




Statistics and Data Management
Joachim Vollmar, PRA international, USA

08:00  Welcome Coffee and Registration

09:00  Session 1

ENDPOINTS IN CLINICAL CPMP GUIDELINES:

STATISTICAL IMPLICATIONS

Session Chairperson:

Joachim Réhmel, Federal Institute for Drugs and Medical Devices,
Germany

During the last 10 years CPMP has approved more than 60 clinical Note-for-
Guidance and Points-to-Consider documents. Many of them include strong
requirements for clinically meaningful and interpretable endpoints. The
consequences of these requirements on the design and statistical analysis are
often not fully understood, even among statisticians. Three selected areas will
be scrutinized in the session:

1. Clinical relevance; 2. Noninferiority; 3. Combined endpoints

Assessment of Requirements for the Demonstration of Clinical
Relevance in CPMP Guidelines
Meinhard Kieser, Schwabe Pharmaceuticals, Germany

Combined Endpoints with Components of Different Importance
Armin Koch, Federal Institute for Drugs and Medical Devices, Germany
Joachim Réhmel, Federal Institute for Drugs and Medical Devices, Germany

The Concept of Noninferiority and Noninferiority Margins in the CPMP
Clinical Guidelines

Stephen Senn, University of Glasgow, UK

10:30  Coffee Break in the Exhibition Area

11:00  Session 2

CURRENT STRATEGIES FOR DEALING WITH MISSING DATA IN CLINICAL
TRIALS

Session Co-chairpersons:

Michael Branson, Novartis Pharma AG, Switzerland

Armin Koch, Federal Institute for Drugs and Medical Devices, Germany
In mast clinical trials we observe, to a greater or lesser extent, missing data.
Clinical trials in which some patients have missing responses, or outcome(s),
induce potential probiems in terms of performing an analysis that reflects
appropriately the treatment difference and the confidence with which such
differences should be stated. Consequently, clinical interpretation will also be
affected. In this session, methods for dealing with missing data in clinical trials
will be discussed and approaches outlined that permit differences between
treatments to be quantified. Such approaches will also be discussed from a
regulatory perspective.

Missing Data in Clinical Trials: Moving from Simple Approaches to More
Principled Strategies - A Discussion
Michael Branson, Navartis Pharma AG, Switzerland

Considerations Regarding Choice of the Primary Analysis in Longitudinal
Trials with Dropouts: An FDA Perspective

Robert O'Neifl, FDA, USA

Discussion

12:30  Lunch in the Exhibition Area

14:00  Session 3

REPORTING GUIDELINES FOR CLINICAL TRIALS

Session Chairperson:

Simon Day, MHRA, UK

This session will review published reporting guidelines for clinical trials, meta-
analyses and studies of diagnostic agents. The usefulness of the guidelines
for publication in journals and for license applications will be considered.

QUOROM (Guideline for Reporting Meta-Analyses)
David Wright, MHRA, UK

Guidelines for Reporting Studies of Diagnostic Agents
Mike Campbell, University of Sheffield, UK

CONSORT (Guideline for Reporting Individual Trials)

Stephen | W. Evans, London School of Hygiene & Tropical Medicine, UK
15:30  Coffee Break in the Exhibition Area

16:00 Session 4

ELECTRONIC TRIALS AND DOCUMENT MANAGEMENT

Session Chairperson:

Thorkild Nielsen, F. Hoffmann-La Roche Ltd., Switzerland

This session will cover the broad topic of e-trials and document management,
and the speakers will share their experience and views on management of
documents and information from an internal company perspective when
interacting with investigators. Ideas on how to extend the use of the Internet
and using portals will be presented, as well as further outlooks.

Benefits of IntraWeb as a Communication and Collaboration Tool for
International Data Management
David Townsend, Novo Nordisk A/S, Denmark

Managing Cc ication Chall between Disparate Teams to Make
Sure e-Clinical Trials Work in Practice
Graham Bunn, Quintifes, UK

Moving Beyond the Portal
Ken Youngstein, BIOCOM Ltd., Switzerland

17:30-
18:30

Reception in the Exhibition Area




Statistics and Data Management
Joachim Vollmar, PRA International, USA

09:00 Session 5

14:00 Session 7

STATISTICAL CONSIDERATIONS IN THE EVALUATION OF PK/PD DATA
Session Chairperson:

Harry Mager, Bayer AG, Germany

Population PK/PD models have recently received a great deal of attention,
both in drug development and for the establishment of individualized dosing
regimens. Important decisions, including labelling, may be based on these
models and, thus, the statistical assumptions they rely on. The session will
take a critical ook at the assumptions that may slip into the modelling
endeavours, for example the normal distribution of errors, provide guidance
on diagnostics supporting the detection of influential cases, and will give the
opportunity fo discuss the potential usefulness of the Bayesian modelling
approach in a clinical setting.

New Developments in Parametric and Nonparametric Population
Modelling
Roger Jelliffe, University of Southern California, USA

Mixed-effects Modelling of Population Kinetics with Bayesian Estimation
of Individual Parameters
Ruedi Port, German Cancer Research Center, Germany

Testing the Statistical Assumptions in Population PK/PD Analyses
Niclas Jonsson, University of Uppsala, Sweden

10:30  Coffee Break in the Exhibition Area

11:00  Session 6

SUCCESSFUL SWITCH TO ELECTRONIC DATA CAPTURE

Session Chairperson:

Siegbert Kloos, F. Hoffmann-La Roche Ltd., Switzerland

This session will focus on the paradigm shift and its consequences when
transitioning from paper to electronic CRFs. Special attention will be paid to
the magnitude and scope of organisational changes and the critical success
factors when implementing EDC on a global scale.

EDC at the German Coordination Centres for Clinical Trials (KKS) -
State of the Art for Data Management
Thomas Bratke, KKS. Germany

Critical Success Factors for Global EDC Implementation
Ronald Waife, Waife & Associates, Inc, USA

Case Report: Global Implementation of EDC in Roche
Andrew Monaghan. Roche, UK

12:30  Lunch in the Exhibition Area

STATISTICAL TOOLS TO MANAGE THE PRODUCT DEVELOPMENT
PROCESS

Session Chairperson:

Joachim Volimar, PRA International, USA

The drug development process is an imperfectly predictable process. This is
often neglected when applying conventional programme management
techniques. The use of different statistical tools and models ip product and
life cycle management will be discussed in this session featuring speakers with
statistical drug development expertise.

Study Management: It's All in the Probability Distribution
Stephen Jones, Covance, UK

Applying Disease Progression Models to Clinical Trials
Alan Hochberg, ProSanos Corporation, USA

Probability-Cost-Profitability Architecture of Portfolic Management in
the Pharmaceutical Industry

Aundreas Zipfel, Bayer Pharma, France

15:30  Coffee Break in the Exhibition Area

16:00 Session 8

STATISTICAL AND DATA MANAGEMENT ISSUES IN PAEDIATRIC DRUG
DEVELOPMENT

Session Chairperson:

Klaus Rose, Novartis Pharma AG, Switzerland

This session will give an update on the state of the art of statistical and
methodological challenges in paediatric drug development. It will cover
methodological aspects of extrapolation of adult and elder children’s data
into younger children as well as hands-on experiences of electronic data
capturing in paediatric clinical trials.

Statistical and Methodological Challenges in Designing Paediatric Drug
Development Programmes
* industry Perspective

Amy Racine, Novartis Pharma AG, Switzerland

Statistical and Methodological Challenges in Designing Paediatric Drug
Development Programmes
» Academic Perspective

Wolfgang Koepke, University of Muenster, Germany

Electronic Data Capturing in Paediatric Clinical Trials
Valdo Arnera, PHT, Switzerland

17:36  Close of the 16th Annual EuroMeeting Prague 2004




08:00  Welcome Coffee and Registration

09:00 Session 1

Session Chairperson:

Birka Lehmann, Belgium
The presentations will be focused on the principles and the implementation |
of the guidance documents relating to clinical safety as viewed by the
Commission, the Member States and a company. Some specific challenges will
be discussed together with the contribution of the CIOMS VI Working Group |
dealing with the same topic.

Management of Clinical Safety in Clinical Trials According to the EU
Directive

The Guidance on Safety Reporting - Toward a European and Worldwide
Harmonisation of the Regulatory Requirements

Implementing the EU Clinical Trials Directive Guidance
Panel Discussion with Marianne Keisu, AstraZeneca R&D, Sweden
10:30  Coffee Break in the Exhibition Area

Session 2

;

Gaby Danan, Aventis Pharma, France

14:00

Session 3

Session Chairperson:
Panos Tsintis, EMEA, UK

. This session will describe the organisation of the pharmacovigilance sector at
i the European Agency for the Evaluation of Medicinal Products, the activities

| to the EMEA

| Panel Discussion with Bernd Eberwein, B

and the current status of EudraVigilance database and its use in
pharmacovigilance, the collaboration with the competent authorities of the
Member States and finally a company experience of the electronic
transmission of Individual Case Safety Reports.

‘Safety Data Handling at the EMEA: Roles, Responsibilities and

Procedures

EudraVigilance System:

Pre- and Postmarketing Safety Data Management

Electronic Transmission of Individual Case Safety Reports by a Company

)

band der Ar
Hersteller, Germany
15:30  Coffee Break in the Exhibition Area

16:00  Session 4

11:00
]

Session Chairperson:

Anne Castot, AFSSAPS, France

One of the remaining areas for the development of ICH guidelines is
pharmacovigilance. After the first £2 series and their implementation in the
three |CH regions, there was a need to complement these by further
harmonisation of approaches to drug safety. This initiative has resulted in
new guidelines: An addendum to ICH E2C (related to Periodic Safety Update
Reports). £2D aimed at harmonising definitions and standards during pre-
and pastapproval periods as well as Good Case Management Practices and
E14, which deals specifically with clinical trials aimed at detecting and
evaluating the potential of new compounds to prolong QT/QTc interval and
induce torsade de pointes.

The Addendum to ICH E2C Guidelines: For a Better Preparation of |

Periodic Safety Update Reports {(PSURs)
ICH-E2D: Postapproval Safety Data Management
Postmarketing Evaluation of Torsadogenic Risk and its Management

Panel Discussion with Thierry Nebout, IRIS, France

Lunch in the Exhibition Area

12:30

! Tran

i HEERE AL

B E
Session Co-chairpersons:

Sabine Brosch, EMEA, UK

Gaby Danan, Aventis Pharma, France

In February 2003 a new Implementation Working Group (IWG) was created
in ICH to facilitate through the publication of questions and answers received
from the users of the harmonisation of the electronic iransmission of the
Individual Case Safety Reports according to E2BM guideline and M2
specification. This session will describe the remit and activities of this IWG,
including the cooperation with MedDRA “Points to Consider” and M2
waorking groups and will provide an update of the situation in the US and
Japan.

The Activities of the ICH E2BM IWG and the Situation of the Electronic
smission of ICSRs in the EU

s Al b

US Perspective on the Electronic Transmission of Individual Case Safety
Reports Using the ICH E2BM Standard

The Situation of the Electronic Transmission of ICSRs in Japan

Reception in the Exhibition Area




09:00

Session Chairperson:
Jan Petracek, State Institute for Drug Control, Czech Republic
Accession countries have their own culture, history and practices of ADR

monitoring. This session should address the impact of EU harmonised

legislation on existing day-to-day practices. including emerging technical and
ethical questions in the area of pharmacovigilance.

Meeting Accession Challenges in the Pharmacovigilance Area

Pharmacovigilance Unit in a CEEC Drug Regulatory Agency

Ethics and Pharmacovigilance in Postmarketing Safety Studies

10:30  Coffee Break in the Exhibition Area
11:00  Session 6
K 15 Wy

Session Co-chairpersons:
Barry Arnold, AstraZeneca, UK
Noél Wathion, EMEA, UK

This session will review the need for improved patient risk management |

activities in Europe and then cover aspects relating to ongoing pre- and post-
marketing risk management initiatives.

Evaluating Evidence of Safety

Premarketing Pharmacovigilance in the Future: Impact of Recent
Initiatives
Postmarketing Risk Management Activities

With the participation of No&l Wathion, EMEA, UK

12:30  Lunch in the Exhibition Area

Session Chairperson:

Gaby Danan, Aventis Pharma, France

Within the framework of compliance with the pharmacovigilance obligations,
more and more attention is being paid by the competent authorities to
| pharmacovigilance systems developed by companies. Although their ability
to document and report adverse events is under scrutiny, all of the processes
and procedures to ensure good pharmacovigilance i.e. detection, evaluation,
assessment and prevention of drug safety issues are being carefully
inspected. What do the companies need to know to be successfully
inspected? This session will give attendees the opportunity to learn from and
discuss with experts from Member States and companies their experience of
inspections.

PMS Inspections: Is "Zero Tolerance” Effective?

rhokar it Ea B o

The Reality of Inspections in Europe

Pharmacovigilance Inspections: Recent Lessons Learned

15:30  Coffee Break in the Exhibition Area

Session 8

1 16:00

Session Chairperson:

Carmen Kreft-jais, AFSSAPS, France

Good Pharmacovigilance Practices are being written in the EU and in the US
and will be the reference documents for audits and inspections. This session
will describe the latest developments in this area by the most involved
regulators and the members of the industry.

Introductory Remarks

! Good Pharmacovigilance Practices - A Perspective from the Pharmaco-
vigilance Working Party

pes A iy

' How to Improve Data Quality in Pharmacovigilance

Good Pharmacovigilance Practices - A Perspective from the US

17:30  Close of the 16th Annual EuroMeeting Prague 2004




Jennifer Sims, Novartls Pharma AG, wauedand

u\;, S\f“‘;w Bl 201

Welcome Coffee and Registration

09:00  Session 1

SAFETY PHARMACOLOGY: ICH UPDATE AND HEW APPROACHES
Session Co-chairpersons:

Gerd Bode, Altana Pharma, Germany

Andrew Sullivan, GlaxoSmithKline, UK

Safety pharmacology is a rapidly evolving area of nonclinical safety testing,
and an area of particular interest at present is assessment of the effect of
compounds on cardiac repolarisation. The first presentation in this session
will provide an update of both the nonclinical (S7B) and the clinical (E14)
guidelines being written under the ICH process. This will be followed by a
discussion of recently available data in this area. Finally, there will be a
presentation of new methodology that has the potential to predict the ability
of a compound to cause cardiac arrhythmias rather than just QT interval
prolongation.

Regulatory Update on S7B and Its Impact on E14

Kis

Coffee Breal in the Exhibition Area

10:30

11:00 _ Session 2

MMUNOTOXICOLOGY: ICH UPDATE AND TRICKY ISSUES

Session Chairperson:

Steven Spanhaak, joh & joh Pharmaceutical R&D, Belgium
This session aims to give insight into the different standpoints regarding the
response on the recently performed ICH immunotoxicology survey.
Regulatory, industrial and academic points of view will be presented.

A Regulator’s View of the ICH Survey Response and the Way Forward in
the EU

fhe Ne

14:00  Session 3
SUVERILE ARINMAL TOXITY
TREATMENT OF CHILDREN
Session Chairperson:

Bengt Danielsson, AstraZeneca, Sweden

This session will review the FDA guidance for nondlinical studies to support
paediatric indications and allow the opportunity to hear the European view
on juvenile toxicity studies. An industry speaker will discuss the implications
of the available guidance for industry and practical considerations when
conducting juvenile animal studies.

TESTING OF DRUGE INTENDED FOR THE

Overview of US FDA Cu:dance for Juvenile Toxicity Studies

European View on Nonclinical Safety Evaluation of Paediatric Drug
Products

Considerations When Undertaking juvenile Animal Studies: Implications
for the lndustry

1530  Coffee Break in the Exhibition Area
16:00 Session 4
FIRST-TIME-H-MAN STUDIES USING RIOMARKER APPROACHER:

WHAT BOES THE CLINIIAN EXPECT FROM THE TOXICOLOGIST?
Session Chairperson:

Phil Wilcox, GlaxoSmithKline, UK

This session will discuss the growing interest in conducting early single-dose
pharmacology studies in man to aid the selection of drug candidates with
optimal properties based on pharmacokinetic or pharmacodynamic
endpoints. Barriers to conducting such studies will be addressed, including
the supporting preclinical toxicology package. The discussion will focus on
the value of such studies in selecting/developing better medicines and
whether abbreviated toxicology packages could be designed that would
facilitate the conduct of such studies whilst providing appropriate
reassurance of safety for the volunteers/patients involved.

Utility and Safety of Single-dose Clinical Studies of New Chemical
Entities

Panel Discussion with Ken Hastings, FDA, USA

12:30  Lunch in the Exhibition Area

Clinical Interpretation of Nonclinical Data: Is Regulatory Oversight
Simply One of Addressing the Guidelines?

f7'.30-
18:30

Reception in the Exhibition Area




08:00  Welcome Coffee and Registration
09:00  Session 5

(Joint Session with Track 1 Session 5)
HABUNOGERIITY OF BIOTECHNOLOGY-
FRODUCTS

Session Chairperson:

Iman Barilero, Johnson & johnson Pharmaceutical R&D, UK

The majority of biotechnology-derived therapeutic products exhibit some
level of immunogenicity. with clinical sequelae that vary from having no
adverse clinical consequences to severe adverse events, depending on the
product and its indication. The investigation of immunogenicity is evaluated
by measuring levels of specific antiproduct antibodies. However, results are
wholly dependent on the design and the analysis of the assay. The aim of this
session is to explore the safety problems associated with immunogenicity, to
address some considerations in designing studies to investigate
immunogenicity, and to provide some insight inta current regulatory decision
making on immunogenicity testing, a risk-based approach. A target risk-
assessment, product/specific pharmacovigilance management plan will be
discussed. Representatives from industry, FDA, EMEA and Member States will
provide their views and experiences on this important issue.

Preclinical and Clinical Cons:deratlons

Current Regulatory Decision Making on Immunogenicity Testing -
A Risk-based Approach?

Postmarketmg Survenllance and Rlsk Management

Panel Discussion with Pekka Kurki, National Agency for Medicines,
Finland

10:30  Coffee Break in the Exhibition Area

11:00  Session 6

QUALITY ASPECTS OF TOX! iﬁii}ﬁ? STUDIES: THE MUNIBISATION OF
DRUG IN CONTROL SAMPLE

Session Chairperson:

David Kirkland, Covance, UK

The CPMP Position Paper intends to give guidance to industry on the need
to assay the levels of test substance in the samples from controls in the most
relevant toxicology studies, on reporting the findings and on assessing the
impact of any putative “controls contamination” on the validity of the
studies. A workshop organised by EFPIA in October 2003 brought together
senior toxicologists and bioanalytical experts with the objective of reaching a
consensus on minimisation of the detection of drugs in biological samples
from control animals in toxicology studies. The outcome of this workshop will
be presented.

CPMP Position Paper on Contamination of Control Samples in
Toxicology Studies

Feedback from Industry Workshop: Best Practices in the Conduct of
Toxicology Studies

Feedback from Industry Workshop: Best Practices in the Toxicokinetic
and Bioanalytical Aspects of Toxicology Studies

12:30  Lunch in the Exhibition Area




oy - W Trad - 4 8
Stuart Heir, Novartis Pharma AG, Swntzeriand
Rolf Spang, Swissmedic, Switzerland

iy sues and ing

08:00

Welcome Coffee and Registration

09:00  Session 5

GUALITY GUIDTLINES UPDATE

Session Chairperson:

Jean-Louis Robert, Laboratoire National de la Santé, Luxembourg

The session will give an update on recent developments in the pharmaceutical
quality area with special emphasis on pharmaceutical development and risk-based
approach, including the chemical and pharmaceutical industry.

Qualnty Toplcs

Viewpoint of the Chemu:al |ndustry

-L3 Roche Lid.,

Coffee Break in the Exhibition Area

10:30

11:00  Session 6

HUTUAL RECOGNITION AGREEMENT

Session Chairperson:

Susanne Braunhofer, Novartis Pharma AG, Switzerland

This session describes the implications of MRA in relation to EU batch release
strategy, implementation at indusiry, EU regulations and the impact on EU
accession countries.

They have a big impact on company release strategy, avoidance of redundant
analytical work and complex supply chains.

Status of other MRAs.

MRA and EU Batch Release - lmplementatnon in Industry

Begtize 4

Lunch in the Exhibition Area

12:30

14:00  Session 7

AP INSPECTIONS

Session Chairperson:

Emer Cooke, EMEA, UK

This session will explore the relationship between the information provided from
a GMP perspective and the information provided in the quality part of the dossier
and look at the potential benefits of enhancing this cooperation. It is anticipated
that elements from the ICH discussions on GMP for the 21st century will be
addressed, particularly in the context of facilitating the introduction of innovative
new technologies.

The Pharmaceutncal Development Report as Tool for GMP Inspections

5 1
AEA, LK

Approaches to New Technologies, the Role of the GMP Inspector vs. the
Role of the Quahty Assessor

15:30  Coffee Break in the Exhibition Area

16:00  Session 8

£ CERTIRICATION

Session Chairperson:

Katrina McLoughlin, GlaxoSmithKline R&D, UK

The area of “quality” certification is an increasingly varied one - this session will
review what js available from drug product through to drug substance, as well as
highlighting the broader relevance of such certification around the globe.

The WHO Certification Scheme and Activities

WO

17:30

Close of the 16th Annual EuroMeeting Prague 2004




Medical Devices - Half Track - 4 Sessions
Martine Delétraz-Delporte, Faculty of Pharmacy of Grenoble, France
Roger Grase, BfArM, Cermany

08:00 Welcome Coffee and Registration

09:00  Session 5

CLASSIFICATION OF DEVICES IN THE EU

Session Chairperson:

Martine Delétraz-Delporte, Faculty of Pharmacy of Grenoble, France
Borders between medicinal products and devices are not well defined in many
cases. It is different from one region to another. and implementation of
European regulations may be not totally coherent in the Member States. Due
to these difficulties it is not always easy for companies to make good choices
and consider the classification of their products, particularly for medical
devices. Answers are to be found in theory in the European Directives and
guidelines, but in practice the answers are sometimes difficult to find. In the
session the current regulations will be described and practical examples of
implementation will be given with some information on how the difficulties
have been addressed.

European Directives and Borderline Products: Basic Data
Martine Delétraz-Delporte, Faculty of Pharmacy of Grenoble, France

Directives Implementation: Classification of MD
Johann Rader, TUV, Germany

Directives Implementation: Propositions of Modifications
Stéphane Laroche, Lab Becton Dickinson, France

10:30  Coffee Break in the Exhibition Area

11:00  Session 6

THE REGULATION OF DEVICE/DRUG COMBINATION PRODUCTS

AN INTERNATIONAL COMPARISON

Session Chairperson:

Roger Grase, Federal Institute for Drugs and Medical Devices, Germany
Device/drug combination products are the newest challenge of the
pharmaceutical and medical devices sector. The increasing importance is also
based on recent advances in technology. An overview on the regulations of
medical devices is given. This session Is of interest to both medical devices
and pharmaceutical sector representatives.

The Regulation of Combination Products in Canada - Recent Experiences
Karolyn Lui, Health Canada, Canada

The Consultation Procedure for Combination Products in the EU
Roger Grase, Federal Institute for Drugs and Medical Devices, Germany

The Review of Drug-Device Combinations in the EU - An industry
Perspective
Julian Britton, Wyeth Research, UK

12:30  Lunch in the Exhibition Area

14:00  Session 7

REGULATORY, CLINICAL AND STATISTICAL CONSIDERATIONS IN
EVALUATING MEDICAL DEVICES

Session Chairperson:

Joachim Schwarz, Quintiles GmbH, Germany

Overview of regulatory requirements for the clinical development of medical
devices (MDs), including in vitro diagnostic devices (IVYDMDs) in Europe, the
legal prerequisites and requirements for clinical trials and statistical
considerations. including sample size aspects. Relevant differences between
Europe and the USA will be addressed to comply with both legislations and
to avoid redundant work when developing MDs and IVDMDs.

Clinical Trial Regulatory EU vs. USA
Gerd Juhl, Quintiles Consulting, Germany

Requirements for Clinical Trials with Medical Devices {including IVDs)
Joachim Schwarz, Quintiles GmbH, Germany

Statistical Considerations EU vs. USA

Joachim Réhmel, Federal Institute for Drugs and Medical Devices, Germany
15:30  Coffee Break in the Exhibition Area

16:00  Session 8

ADVERSE INCIDENT - VIGILANCE AND USER REPORTING

Session Chairperson:

David Jefferys, MHRA, UK

This session will review recent developments in vigilance reporting for medical
devices across Europe and internationally through the Global Harmonisation
Task Force. It will also consider important recent developments on the
handling of medical device/user errors and the importance of designing for
patient safety.

Vigilance and User Reporting in the UK
David fefferys, MHRA, UK

GHTF Global Aspects
Rainer Voelksen, Swissmedic, Switzerland

Industry Perspective
Roland Gerard, St. Jude Medical Europe, Inc., Belgium

17:30  Close of the 16th Annual EuroMeeting Prague 2004
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Public Policy and Patient Access to Medicines in Europe - Half Track - 4 Sessinns

Andrea Rappagliosi, Secono International S.A., Switzerdand

08:00 Welcome Coffee and Registration

09:00  Session 1

COLLABORATION BETWEEN “HEALTH TECHNOLOGY ASSESSMENT"
AND INDUSTRY: A WAY FORWARD

Session Chairperson:

Rod Taylor, University of Birmingham, School of Public Health, UK
Health Technology Assessment (HTA), and particularly its focus on cost
effectiveness, has been seen by the healthcare industry as an unwelcome
addition to the traditional licensing requirements of quality, safety and
efficacy - the so-called “fourth hurdle.” This session will discuss some of the
current key initiatives of interaction between HTA and the healthcare
industry across Europe and also explore possibilities for future collaboration.

Balancing Clinical and Cost Effectiveness: The NICE Experience
David Barnett, University of Leicester, UK

How Can We Foster Synergism? A Conceptual Model for Transparent
“"Rules of the Game" Based on a Systematic Assessment of Health
Technologies, Outcomes Research, and Fair Technological
Competitiveness

José Antonio Valverde. AETSA, Spsin

HTA - Industry Collaboration: Thinking Out of the Box
Brigitte Casteels, Kyphon, Belgium

10:30  Coffee Break in the Exhibition Area

11:00  Session 2

THE CHANGING ECONOMIC ENVIRONMENT FOR PHARMACEUTICAL
INNOVATION AND NEW TRENDS IN REIMBURSEMENT POLICIES

Session Chairperson:

Francois Meyer, AFSSAPS, France

Trends in drug development costs, risks, and returns will be described and
discussed. In light of these trends, the potential from changes of new
pharmaceutical pricing and reimbursement policies in Europe will also be
examined.

Trends in New Drug Development - Costs, Risks and Returns
Stuart Walker, CMR International, UK

Trends in Pharmaceutical Pricing and Reimbursement in Europe
Robert Geussen, Gewrsen Consulting, Germany

Medical Evaluation in the New Transparency Committee in France
Jean-Michel Hatton. Plizer. France

12:30  Lunch in the Exhibition Area

14:00 Session 3

MEDICINES EVALUATION IN THE REAL-LIFE SETTING

Session Chairperson:

Robert Jones, Association of the British Pharmaceutical Industry, UK
Through discussion of the work of NICE in the UK since its first guidance was
issued in 2000, this session will explore approaches to the real-life evaluation
of medicines. It will review the objectives and methodology of NICE, and
discuss the UK health service context within which it works. The evolving
relation of NICE with the pharmaceutical industry will also be explored.

The Context of NICE's Activities
David Barnett, University of Leicester. UK

NICE Methodology
Carole Longson, Nationaf lnstitute for Clinical Excellence (NICE). UK

Health Technology Assessment - Its Scope and Limits

Robert jones, Associstion of the British Pharmaceutical Industry, UK
15:30  Coffee Break in the Exhibition Area

16:00  Session 4

EU ENLARGEMENT AND PRODULT DIVERSION: HOW TO MEET THE
NEEDS OF PUBLIC HEALTH

Session Chairperson:

Frances Charlesworth, AstraZeneca, UK

There are significant differences in healthcare provision between existing and
new member states. This session will describe why innovative medicines are
particularly important in countries with limited healthcare resources. The role
of accession country governments in ensuring that patients have access to
modern medicines will be examined, as will the role of the European
Commission in ensuring that strict adherence to free movement of goods
does not jeopardise the chances of new and effective treatments being
available in the new member states.

The Use of Innovative Medicines in the Accession Countries: Medical
Necessity and Financial Limitations
Sandor Kerpel-Fronius, Semmelweis University of Budapest. Hungary

The Case for Market Segmentation in the Interest of Public Health
Dermot Glynn, European Economic Research Ltd., UK

17:30-
18:30

Reception in the Exhibition Area
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DRUG INFORMATION ASSOCIATION

‘Dedicated to Your Information & Advancement

s www.diahome.org

~Upcoming DIA EUROPEAN EVENTS
MARCH - NovemBER 2004

This calendar contains a listing of the DIA events currently scheduled. Complete programmes are generally available three months prior to the
event. If you are interested in receiving programme information for an event, please do not hesitate to contact your nearest DIA office. More
workshops and educational seminars being planned, watch for the announcements. All programmes are posted on our Web Page

www.diahome.org which is regularly updated.

MarcH 15-16, 2004

APPLIED EPIDEMIOLOGY TRAINING COURSE
Hoter CrRownE PLaza AMsTERDAM CrTy CenTRE, AMSTERDAM,
THE NETHERLANDS

ArryL 19-21, 2004

15TH INTERNATIONAL WORKSHOP ON STATISTICAL
METHODOLOGY IN CLINICAL R&D

THE BURUNGTON HOTEL, DUBLIN, IReLAND

ApriL 21, 2004

A HALF DAY SURVIVAL COURSE IN STATISTICS FOR
GENOMIC DATA

THe BURLINGTON HoTEL, DUBLIN, IrRELAND

ApRiL 22-23, 2004

471+ INTERNATIONAL WORKSHOP ON STATISTICAL
METHODOLOGY IN NON-CLINICAL R&D

THE BURLINGTON HOTEL, DUBLIN, IReLAND

APRIL 26-29, 2004

SPECIAL TRAINING COURSE ON

US REGULATORY AFFAIRS

PHASE I - IND PHASE

PHASE I1 - NDA PHASE INCLUDING CTD
HEIDELBERG MARRIOTT HOTEL, HEIDELBERG, GERMANY

May 10-11, 2004

ASSESSING TREATMENT IMPACT USING PRO :
CHALLENGES IN STUDY DESIGN, CONDUCT AND ANALYSIS
HoTeL SoFITEL PARIS Forum Rive GAUCHE, PARIS, France

June 7, 2004
TRAINING COURSE ON EUROPEAN REGULATORY AFFAIRS
Scanotc HoTeL CopennaGeEN, COPENHAGEN, DEnmMARK

SepremBER 28-30, 2004
MIDDLE EAST REGULATORY CONFERENCE MERC 6
Dusai, U.A.E.

Qcroser 6-8, 2004

TRAINING COURSE ON PRACTICAL GCP COMPLIANCE
AUDITING OF TRIALS AND SYSTEMS

Hotew CopTHORNE Tara, LONDON, UK

QOcroser 14-15, 2004

11t SEMINAR ON MEDICAL APPROACH IN DIAGNOSIS
AND MANAGEMENT OF ADRs

Hotew SoFITeL Paris FOrRuM RIVE GaucHEe, PARIS, France

Novemger 8-10, 2004
THree WORLDS ONE VOICE - FIRST JOINT ANNUAL CONFERENCE
LiNIcAL DATA MANAGEMENT
NFORMATION TECHNOLOGY
ALIDATION
RAI AMSTERDAM INTERNATIONAL ExHIBITION & CONGRESS CENTER,
AMSTERDAM, THE NETHERLANDS

MNovemger 29, 2004
TRAINING COURSE ON EUROPEAN REGULATORY AFFAIRS
HoTEL REnAISSANCE PARIS La D EnSE, PARIS, France

Novemger 29-30, 2004

FIRST DIA MULTI-TRACK MEETING ON CLINICAL TRIALS
AND PHARMACOVIGILANCE

HoTeL SOFITEL PARIS ForuM Rive GaucHe, PARIS, France




08:00

Welcome Coffee and Registration

09:00  Session 1

PATIENTS, SCIENCE AND INDUSTRY: A EUROPEAN WAY OF PROMOTING
RESEARCH AND RAISING AWARENESS TOGETHER

Session Co-chairpersons:

Ysbrand Poortman, Dutch Alliance Parent Patient Organisations
(VSOP), The Netherlands

Josep Torrent-Farnell, Fundacié Dr. Robert, Spain

This session will present a strong and exemplary contribution of the activities
of patient organisations towards promoting research and awareness for
achieving new medicines for arphan diseases.

From Diagnosis to Effective Treatment - A National, European and
Global Approach by Family Groups
Peter Streng, VSN, The Netherlands

Raising Awareness
Fern Torquati, lialian Gaucher Association, Haly

EPPOSI, Partnering for Better Healthcare Policies towards Treatment
and Prevention of Genetic Disease

Ysbrand Poortman, Dutch Alfiance Parent Patient Organisations (VSOP).
The Netherlands

10:30  Coffee Break in the Exhibition Area

11:00  Session 2

FROM CONCEPT TO THERAPY: THE INFLUENCE OF PATIENT GROUPS IN
THE RESEARCH AGENDA

Session Chairperson:

Alastair Kent, Genetic Interest Group, UK

The aim of this session will be to demonstrate how working in partnership
with patients can make 2 qualitative change for the better when setting the
research agenda. This applies when looking across the spectrum from basic
biological research through to the final stages of product development and
delivery.

The Case of the "European Neuromuscular Centre”
Ysbrand Poartman. Dutch Alliance Parent Patient Organisations (VSOP),
The Netherlands

Gene Therapy and Cystic Fibrosis
Rosie Barnes, Cystic Fibrosis Trust, UK

Patient Groups and the Pharmaceutical Industry, a New Partnership, the
Example of France
Jerome Soletti, Les Enireprises du Médicament (LEEM). france

12:30  Lunch in the Exhibition Area

14:00 Session 3

THE CHALLENGE OF GOLD STANDARDS: CLINICAL TRIALS FOR RARE
DISEASES, A PUBLIC HEALTH PERSPECTIVE

Session Chairperson:

Josep Torrent-Farnell, Fundacié Dr. Robert, Spain

Rare diseases are defined in terms of prevalence lower than 5/10.000 in
habitants in the EU being children, a major subpopulation group. Moreover,
other factors such as severity of these conditions, lack of appropriate
pharmacological treatment, geographical dispersion, scarcity of experts,

fewer reference centres for an early diagnosis and medical management,
increasing demand of patients’ expectations, ethical concerns in vulnerable
population groups, and the impact of emerging therapies. may undermine the
conduct of clinical investigations for gathering pre- and postmarketing clinical
data of new medicines. This session aims to:

+ Outline why a new clinical research paradigm for low-prevalence conditions
is needed as opposed to well-known methodologies for nonorphan drugs.
Balance scientific evidence, keeping abreast of patients’ needs and
regulatory requirements with continuing biomedical advances. A case
study on anti-cancer orphan designated drugs will be used to illustrate
such needs.

Consider some practical approaches to optimise the planning and
conduct of clinical trials in these conditions. Special attention will be given
to the increasing role of biotech-derived medicinal products.

-

.

Introduction
Josep Tarreni-Farnel, Fundacid Dr. Rubert, Spain

Framing the New Paradigm for Clinical Research of Rare Diseases
Brendan Buckley, University of Cork. Irefand

Low Prevalence Oncology Conditions: Scientific Evidence for Orphan
Medicines
Rembert Elbers. Federal Institute for Drugs and Medical Devices, Germany

Promoting Orphan Drug Research: Transparency, Communication and
Public Health
Catarina Edfidll, Actelion, Switzerland

Panel Discussion with Eric Abadie, AFSSAPS, france and Andrew
Galazka, Serono International S.A., Switzerland

15:30  Coffee Break in the Exhibition Area

16:00  Session 4

POLICY CONTINUITY IN ORPHAN DRUGS: FROM CONCEPT TO PATIENTS
Session Chairperson:

Ségoléne Aymé, Orphanet INSERM SC11, France

The European Directive on Orphan Drugs has already had measurable effects
on the development of innovative therapies for patients with rare diseases. If
the designation process at EMEA is judged satisfactory by all stakeholders, it
is time to carefuily monitor the trajectory of the designated products, from
marketing authorisation to availability and reimbursement in European
countries, and to find ways to reduce inequities.

Policy Continuity: From COMP Opinion to CPMP Decisions
Eric Abadie, AFSSAPS. france

Policy Continuity: The Industry Perspective
Andrea Rappagiiosi, Serone International $.A., Switzerland

Policy Continuity: The Patients’ Perspective
Yann Le Cam, Furordis, France

17:30-
18:30

Reception in the Exhibition Area

Pubjic Health, Patient Needs and Orphan Drugs
Andrea Rappagliasi, Serono International S.A.. Switzedand



Public Health, Patient Meeds and Orphan Drugs
Andrea Rappagliosi, Serono International S.A., Switzerland

09:00  Session 5

SHOULD PATIENTS HAVE A VOICE IN THE EUROPEAN HEALTH AGENDA?
Session Chairperson:

Rodney Elgie, GAMIAN Europe, UK

Health is of the greatest importance to all citizens of Europe. As such, it
would seem rational that patients should be entitled to influence politicians
who are the ultimate decision makers. The patient’s voice within this arena
could validly assist in political decisions pertaining to such issues as equity of
access, the safety of medicines, information and education. patient mobility
and the optimum matching of needs to resources within the European Union.
The health debate is essential, but how can such a debate have validity or
authenticity without the patient’s voice?

European Perspective
Andre Broeckmans. NV Organon, The Netherlands

Region View of Member State
José Antonio Valverde, AETSA ({Andalusiae Agency for Health Technology
Assessment), Spain

Patient Group Perspective

Christoph Thatheim, European MS Platform. Belgium
10:30  Coffee Break in the Exhibition Area

11:00  Session 6

ACCESS TO MEDICINES IN DEVELOPING COUNTRIES

Session Chairperson:

Yves Juillet, Les Entreprises du Médicament (LEEM), France

The TRIPS WTO agreement, finalized in August, will allow practical
implementation of compulsory licences in developing countries. It will not
solve the problem of access. In this session the WTO agreement will be
presented as well as initiatives taken at the international level to enhance
research in neglected diseases and international organisation programmes to
guarantee quality of drugs provided, specifically antiretrovirals.

The WTO Agreement Description and Consequences
Lric Noehrenberg, IFPMA. Switzerland

Drug Neglected Disease Initiative
Yves Champey. DNDI, Switzeriand

Antiretroviral Certification - WHO Actions
Lembit Rigo, WHO. Switzeriand

12:30  Lunch in the Exhibition Area

14:00  Session 7

IGNORED OR INFORMED: WHAT SHOULD PATIENTS KNOW?

Session Co-chairpersons:

Silvia Matile-Steiner, F. Hoffmann-La Roche Ltd., Switzerland

Noé&l Wathion, EMEA, UK

The European Parlisment (EP) and the Council did not agree in fall 2003 with
initial proposals within the review of the pharmaceutical legislation
concerning information to patients. It was initially proposed to introduce a
pilot project in three disease areas (diabetes, AIDS, asthma and chronic
pulmonary disorders). The EP mandated the Commission to consult all
interested parties, and to present a report to the EP and the Council putting
forward recommendations. The GI10 high level expert group had

recommended to work out the distinction between advertising and
information with all stakeholders, to develop standards to ensure the quality
of such information and to assess the extent to which such information meets
the needs of patients. On the other hand, in April 2003, EMEA established
an EMEA/CPMP Working Group with patients’ organisations in order to look
at further improvements in the fields of transparency and dissemination of
information, product information, pharmacovigilance and EMEA/CPMP
interactions with patients” organisations.

This session will provide the outcome of the discussions at the level of the
EMEA/CPMP Working Group and will allow for a first reaction by patients’
organisations and the pharmaceutical industry.

Outcome of the Discussions at the Level of the EMEA/CPMP Working
Group with Patients Organisations
Frits tekkerkerker, Medicines Fvaluation Board, The Netherlands

Viewpoint of Patients Organisations
Christel Nourissies, Eurordis. France

Viewpoint of Pharmaceutical Industry
Scott Ratzan, Johnson & Johnsan. Beigium

Discussion

15:30  Coffee Break in the Exhibition Area

16:00  Session 8

SERVING THE PUBLIC'S HEALTH: HEALTH UITERACY AND MEDGUIDES
Session Chairperson:

Eleanor Vogt, Institute for the Advancement of Community Pharmacy, USA
Two major and pioneer initiatives will be presented:

1) The partnership for Clear Health Communication including the "ASK ME
3" campaign and the results of the University of South Florida and Pfizer
sponsored Health Literacy Study on Diabetes and Hypertension will be
presented along with the interactive tools for patients’ disease self-
management.

2) The Medicines Information Project, a collaborative approach in the UK to
meeting patient needs for information will be presented. How patients, health
providers, regulators and industry in both the UK and the US are coming
together to set goals and outcomes for improving patient education will be
analyzed, In this interactive session we will share what we have learned and
encourage session participants to share and develop action plans of their
own.

The Wisdom of the People - A Medication Safe Use Initiative
Eleanor Vogt. Institute for the Advancement of Community Pharmacy. USA

The Medicines Information Project - A Collaborative Approach to
Meeting Patients’ Information Needs
Steve Matt, Datapharm Communications Ltd., UK

Health Literacy - Partnership for Clear Health Communication
Barbara DeBuono, Pfizer Inc., USA

17:30  Close of the 16th Annual EuroMeeting Prague 2004
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08:00

Welcome Coffee and Registration

09:00  Session 1

FUTURE LEGISLATIVE FRAMEWORK FOR NONPRESCRIPTION
MEDICINES

Session Chairperson:

Hubertus Cranz, AESGP, Belgium

The new EU pharmaceutical legislation will have important implications for
nonprescription medicines. Issues to be covered include incentives for moving
medicines from prescription to nonprescription status and measures to
guarantee the safe use of new indications in self-medication.

The European Self-medication Market
radf, IMS Heslth UK

New Indications for Self-medication

shason & johnson MSD,

Data Exduswlty for Switch Apphcatmn

husnei-Hoche, Federal Ministr fth and Women, Austris

Safety of Nonprescription Medicines
Curman

Medicnes Manvlaciurers Associstion (BAH}.

W,

10:30

Coffee Break in the Exhibition Area

11:00  Session 2

FUTURE LEGISLATIVE FRAMEWORK FOR HERBAL MEDICINAL
PRODUCTS

Session Chairperson:

Hubertus Cranz, AESGP, Belgium

The session will analyse the major implications of the envisaged directive for
traditional herbal medicines for the authorisation in current EU Member
States and the enfargement countries.

Introduction

Hud

Cran AES \,P

The New Directive on Traditional Herbal Medicines
r BEAML ("’r’.‘:w

Impact on National Leglslatlon
e of Pharmacy, b

12:30  Lunch in the Exhibition Area

OTCISHM and Herbal Prod
Generie Medicnal Produe
Giinter Hennings, hgh regulatory science, Cermany

14:00  Session3

SUENTIFIC ASSESSMENT OF MEDICINAL PLANTS

Session Chairperson:

Konstantin Keller, BfArM, Germany

The scientific assessment of herbal medicines has been going through an
important harmonisation process. The session will look at the achievements
so far and future priorities. Incentives for research with herbal medicines will
also be discussed.

Update on the Work of the EMEA Working Party on Herbal Medicinal
Products

Constantin K

e, BEAAM,

Cormany

Standardization of Herbal Medicinal Products

o Krawazyk !

§
&

Incentive for Research with Herbal Medicines

Ralf Zurban, Boshringer Ingelbelin GmibH, Cormany
15:30  Coffee Break in the Exhibition Area
16:00  Session 4

FOOD SUPPLEMENTS AND BORDERUINE BETWEEN MEDICINES AND
FGOD

Session Chairperson:

Bernd Eberwein, German Medicines Manufacturers Association (BAH),
Germany

This session will analyse the implementation of the EU food supplements
directive on the national level and will discuss further legislative measures, e.g.
in the area of quality assurance.

Implementation of the Food Supplements Directive in National
Legislation

SIS, LT OpRan

Quahty Assurar\ce of Food Supplements

4((\.

17:30-
18:30

Reception in the Exhibition Area




DTCSM and Havbal P
Gaveric Medicinal Prody
Ginter Hennings, hgh regulatory science, Germany

09:00  Session 5

14:00  Session 7

GENERICS AND THE FUTURE MEDITINES LEGISLATION

Session Chairperson:

Nadene McClay, European Generic Medicines Association, Belgium

What will be the result of the review of EU pharmaceutical legislation and how
will this affect the generic medicines industry?

The Review in the Generics’ Contex’(

ines Associaion, 8
Commxss:on Perspectlve
frgne 5, s-Rancher, Lurapean Commission,
lndustry Perspectlve
10:30  Coffee Break in the Exhibition Area
11:00  Session 6

{MPLEMENTATION OF HARMORNISED SMPCs: POLICIES AND
STRATEGIES

Session Chairperson:

Suzette Kox, Kox Pharma sprl, Belgium

The session will address the Heads of Agencies’' initiative of Article 30
referrals and the implementation of the outcome at the national level by
generic companies. It will explore the feasibility and the limits of the MRP
Recommendation of January 2003 and possible ways forward,

Implementation of Article 30 Decisions for Generic Products and
Feasibility and Limits of the MRFG Recommendation
Surefie Kox, Kox Ph fgiu

3 spil B

EU Perspective

T, s Sabmenen Aactiogh §
Tomaes Satvonson, Medics! F

lucts Agency. Sw

Viewpoint of a Member State Authority and Issues of Implementation of
Harmomsed SPCs

Ha chwein, BEARM, Cermany

A Company's Approach Towards Implementation
Caroline Klemjean, Sandoz {Novactis Generigs). The Nether

i

12:30  Lunch in the Exhibition Area

GENERICS AND EU ENLARGEMENT

Session Chairperson:

Beata Stepniewska, European Generic Medicines Association, Belgium
The objective of this session is to present specific issues linked to registration
of generic products before and after accession from the perspective of the
regulatory authority in acceding country. current EU Member State and
generic industry. Practical aspects of registration procedures across enlarged
Europe - threats and opportunities for generics as well as possible solutions -
will be expressed by all interested parties.

Generxc Industry Perspe(txve

r, Belgium
&

Ve Age

3 Koblsi,

Current EU Member State Perspective

John Lismary Medicies ion Board, The Netherlands

15:30  Coffee Break in the Exhibition Area

16:00 Session 8

GENERICS: IMPALT ON PUBLIC HEALTH SYSTEMS AND INNOVATION
Session Chairperson:

Greg Perry, European Generic Medicines Association, Belgium

The session will explore the impact of generics on public health systems and
innovation. and address the conclusions and the implementation of the G10
process.

G1 0 and Generics: Impact on Publlc Healih and lnnovatlon

The Innovation Gap - Will the Generic Pipeline Dry Up?

i+ & Dokme GmbH, Austria

17:30

Close of the 16th Annual EuroMeeting Prague 2004




08:00

Welcome Coffee and Registration

09:00 Session 1

DRUG DEVELOPMENT IN PREGNANCY

Session Co-chairpersons:

Jean-Marc Husson, Eudipharm, France

Jacques Mascaro, Johnson & Johnson Pharmaceutical R&D, UK

The session will address scientific and regulatory issues relating to the
development of medicinal products within the scope of pregnancy and the
related constraints.

Regulatory Perspective USA
Kathleen Uhl, FDA, USA

Regulatory Perspective EU
fan Willem van der Laan, Medicines Evaluation Board, The Netherfands

Industry Perspective
Patricia Maillere, IRIS, France
10:30  Coffee Break in the Exhibition Area

11:00  Session 2

BETTER MEDICINES FOR CHILDREN: NOT AN EASY ROAD

Session Co-chairpersons:

Klaus Rose, Novartis Pharma AG, Switzerland

Agnés Saint-Raymond, EMEA, UK

This session will give an update on the European approach to promotion of
paediatric research from the point of view of European health authorities, the
pharmaceutical industry, physicians and patients.

European Initiative 2004
Agnés Saint-Raymond, EMEA. UK

Initiative or Incitement
Daniel Brasseur. Ministey of Public Health. Belgium

Should Europe Provide Incentives to Pharmaceutical Companies?
Klaus Rose, Novartis Pharma AG, Switzerland

Panel Discussion with Yann Le Cam, Eurordis, France

12:30  Lunch in the Exhibition Area

Spadal Populations - Half Track - § Sessions
Ingrid Klingmann, Pharmaplex, Belgium
Klaus Rose, Novartis Pharma AG, Switzerland

14:00  Session 3

DRUG DEVELOPMENT IN THE AGING POPULATION

Session Co-chairpersons:

Sture Eriksson, University of Umea, Sweden

Jean-Frangois Thiercelin, Sanofi-Synthelabo, France

The development of diugs for the rapidly growing aging population requires
an understanding of the physiological. pharmacological and pharmacokinetic
changes in this population as well as an appraisal of the clinical and social
situation of these patients including the impact of a potential progressive
cognitive decline. This session will provide a better understanding of this
complex situation and will propose clinical, statistical and trial design
approaches to finding more adequate drugs, doses and dosage regimens for
this patient population.

Drug Development Issues in the Elderly Population
Jean-Frangols Thisrcelin, Sanofi-Synthelabo. France

The Role of Clinical Profiles in the Elderly in Clinical Trials
Sture Eriksson, University of Umea, Sweden

Innovative Statistical Approaches to the Inhomogeneity of the Elderly
Population
Joachim Yollmar, PRA internations!. Germany

Open Forum Discussion

15:30  Coffee Break in the Exhibition Area

16:00  Session 4

ETHICAL ISSUES IN STUDIES WITH VULNERABLE POPULATIONS

Session Co-chairpersons:

Marcel Kenter, CCMO, The Netherlands

Ingrid Klingmann, Pharmaplex, Belgium

The need for customized medication for special patient populations creates
substantial challenges for the protection of vulnerable patients in dlinical
trials, This session will provide a better understanding of the particular issues
of including unconscious patients. very old patients and children in clinical
trials. propose solutions and give an opportunity for exchange of experiences.

The Informed Consent Process in Unconscious Patients
Marcel Kenter. CCMO, The Netherlands

Inclusion of Very Old Patients in Clinical Trials
Jean-Mayie Vetel Syndicat National de Gerontologie Clinique, France

Informed Consent in Paediatric Studies
Ingrid Klingmann, Pharmaplex, Belgium

17:30-
18:30

Reception in the Exhibition Area




General Information

sy LODE

i
The dress code for the Annual EuroMeeting is business casual. Slacks and casual dress are encouraged for wear throughout the meeting. Neckties,
business suits. or other business attire are acceptable, but not necessary.

Comfortable shoes are a must!

Wednesday, March 10, 2004
After Wednesday's Plenary and Ask the Regulators sessions, the Distinguished Career and Outstanding Service Awards Ceremony will be followed

by the Black and White Theatre Performance and an extensive, international buffet reception at the Prague Congress Centre.

This will not be a formal sit-down dinner, but it has been arranged to increase the opportunity to network and meet colleagues. Admission to the
awards ceremony and buffet reception is free of charge to all registered attendees. To help with the arrangements. please indicate your participa-
tion on the registration form on the back of this programme. Tickets for guests and partners may be purchased at the registration desk at the Prague

Congress Centre.

Thursday, March 11, 2004
A New Member Welcome and SIAC Breakfast will be held at the Prague Congress Centre on Thursday morning from 08:00 - 08:45 for new members

and/or interested SIAC members.

After the close of Thursday's sessions, a reception will be held in the exhibition area from 17:30 to 18:30. All registered participants are welcome

to attend the reception to meet old colleagues and forge new friendships.

< SESSION/STUDENT POSTER SESSION

Posters selected by the review committee, addressing topics similar to those in the programme, will be on display in the exhibition area. Presenters

will make themselves available to discuss their work, Thursday and Friday, during the coffee and lunch breaks, at the congress centre.

The Poster Review Committee will select the three best student posters, and the winning authors will receive a EuroMeeting Student Poster Prize.
The prizes will be awarded at the Student Poster Award Ceremony on Thursday, March 11, 2004, at 17:30 in the Exhibition Area of the congress

centre.

217 Havl OPPORTUNITIES
Scientific Exhibit

There will be 96 companies exhibiting in the Prague Congress Centre, which also serves as the site of coffee breaks, huncheons and receptions.

Employment Opportunities
DiA will provide employment opportunities electronically via the job bank located in the DIA booth. Participants will also have the ability to post

positions on this system at the EuroMeeting.
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Booth 112
Fax: +49 351 21444-15

ABX-CRO advanced pharmaceutical services
Telephone: +49 351 21444-0

Email: kluge@abx-cro.com

Web Address: www.abx-cro.com

ABX-CRO provides quality clinical research services for innovative investigational
products & complicated trial designs in Brazil, Canada, CEE, EU, USA. Special services
include image data management, PET studies & preclinical experiments.

Booth 13
Fax: 0049 89 666 084 18

Aris Global

Telephone: 0049 89 666 084 0

. Email: germansales@arisglobal.com
Web Address: www.arisglobal.com

Aris Global has pioneered the advancement of clinical, pharmacovigilance and
regulatory software and is specialized in developing innovative Drug Safety and
Regulatory software solutions for the pharma, biomedical and medical device
industries.

Booth 86
Fax: +46 46 31 32 50

Clinical Data Care

Telephone: +46 46 31 32 00

Email: tanja.majander@clinicaldatacare.com
Web Address: www.clinicaldatacare.com
Clinical Data Care is a contract research organsiation located in Sweden, Spain and
Japan. Our services include regulatory affaics, biostatistics, data management,
programming, monitoring, clinical drug safety, project management and medical
writing.

Booth 30
Fax: +442082614445

ClinTec international Ltd
Telephone: +442082614610
Email: nela@clintec.com

Web Address: www.clintec.com
ClinTec International is committed to providing high-quality clinical research support
to the pharmaceutical and biotechnology industries in their endeavour towards clinical
development of medicines for the benefit of mankind.

Booth 78
Fax: +44 1189 563001

Cognitive Drug Research
Teleph +44 1189 563000

B&C Group Booths 586, 57
Telephone: +32 15 459 959 Fax: +32 15 459 950
Email: gb@bnc-group.com

Web Address: www.bnc-group.com

B & C Group. a European group of Packaging & Logistics Companies solely dedicated
to (Pre)Clinical Research.

B & C increases both the efficiency and the audit trail quality of the distribution,
transport and reconciliation of all Trial Materials.

Booth 29
Fax: 267-757-3007

Bio-imaging Technologies, Inc.
Telephone: 267-757-3144
Email: cmiller@bioimaging.com
Web Address: www.bioimaging.com
Bio-Imaging is the world's largest independent and dedicated provider of medical
image management for clinical trials. We handle every possible dimension from
consultation to final submission.

Booth 28
Fax: +322 6612071

BioMedical Systems

Telephone: +32 2661 20 70
Email: soumenk@biomedsys.com
Web Address: www.biomedsys.com
Biomedical Systems provides centralized diagnostic services including 12-lead ECG,
Spirometry, Holter . Ambulatory Blood Pressure, Echocardiography. Pulse Oximetry,
Cardiac Event and Obstetrical Monitoring,

Booth 63
Fax: +4633743030

Capio Diagnostik

Telephone: +4533743091

Email: y .lech@capiodiagnostik.dk

Web Address: www.capiodiagnostik.dk
. Capio Diagnostik is Scandinavia's largest provider of laboratory services. Capio

Diagnostik Clinical Trials is a GCP compliant and GLP certified/1SO 170235 accredited

central lab service. Alliance partners in US, Australia, South Africa, and Israel.

Booth 76
Fax: +44 116 271 3155

Clinical Contract Research Association
Telephone: +44 116 2719727
Email: mail@ccra.org.uk

Web Address: www.ccra.org.uk

CCRA is a UK trade association of organisations involved in clinical development
support services to the pharmaceutical industry. International members, especially
within Europe, may benefit from networking with their UK counterparts.

Email: paulas@cdr.org.uk

Web Address: www.cdr.org.uk

The world’s leading provider of computerised cognitive funiction assessment services
that definitively measure effects of pharmaceuticals on the mental efficiency of
volunteers and patients at each phase of clinical trial

Covance Booth 84, 87
Telephone: +44 01423 500888

Email: info@covance.com

Web Address: www.covance.com

Covance, headquartered in Princeton, New Jersey, is one of the world's Jargest and
most comprehensive drug development services companies, with global operations in
18 countries, with 6,700 employees. Visit www.covance.com for more information.

Booth 12
Fax: +49 6196 7709-120

Covidence GmbH

Telephone: +49 6196 7709-327
Email: michael.stephan@covidence.com
Web Address: www.covidence.com
Covidence is a clinical development service organization, formed from the clinical
research, medical writing, pharmacovigilance, data management and biostatistics
departments of Clobal Pharma.

Booth 7
Fax: +31765737778

CRLMedinet

Telephone: +31765737521
Email: i.struik@analytico.com

Web Address: www.crimedinet.com
CRLMedinet is a Global Central Laboratory Organization with over 10 years of
experience in global clinical trials. We have fully standardized laboratories in the USA,
Netherlands, Australia, South Africa and Japan, providing 1 single database.

Booth 77
Fax: 01382 645606

DDS Medicines Research Ltd.
Telephone: 01382 646317
Email: dsomerville@ddsmr.com
Web Address: www.ddsmr.com
DDS is a teaching-hospital-based CRO conducting clinical phase (| &H) studies to ICH
GCP, with full Bioanalytical (GLP); QA: Statistics and Data Management; Report
writing support capabilities.




Booth 10
Fax: +31 30 227 9099

DOCS International

Telephone: +31 30221 9090
Email: Kieran.Engels@DOCS-int.com
Web Address: www.DOCS-int.com
DOCS International is a leading European staffing company dedicated to the
healthcare industries. Established in 1997, DOCS has successfully entered the
international market and integrated in the local markets of Germany, France, UK and
the Nordics.

Booth 17
Fax: +31 20 485 3222

Elsevier

Telephone: +31 20 485 3091

Email: m.margaritis@elsevier.com

Web Address: www.elsevier.com/locate/embase
Elsevier has successfully developed a variety of bibliographic databases in many
scientific areas, including Biomedicine and Pharmaceutical Sciences. EMBASE.com
combines Embase and Medline databases online. Please visit booth 17 for more

information.

Booth 53
Fax: +44 2074188670

EMEA

Telephone: +44 2074 18 84 26
Email: beatrice.fayl@emea.eu.int
Web Address: www.emea.eu.int
The EMEA is in charge of coordinating scientific resources existing in member states
with a view to evaluating and supervising medicinal products for both human and

veterinary use.

Booth 100
Fax: 004930520024101

Entimo AG

Telephone: 004930520024104
Email: dk@entimo.com

Web Address: www.entimo.com
Entimo AG was founded in autumn 2002 as a spin-off of a German IT company's long-
established pharmaceutical IT solutions business. {ts primary focus is providing eR&D
solutions and professional services to the pharmaceutical and crop science sectors.

Booth 14
Fax: +49-5161-9890-18

ERA Consulting Group

Telephone: +49-5161-9890-0
Email: info@eraconsulting.com

Web Address: www.eraconsulting.com
ERA offers consulting services in regulatory affairs and project development,
specializing in biotech and biological products, to the biopharmaceutical industry. A
highly interactive team with offices in the UK, Germany, USA and soon Australia.

Booth 59
Fax: 908-541-0091

eResearchTechnology, Inc.
Telephone: 908-704-8010
Email: eresearch@ert.com
Web Address: www.ert.com
eRT's technology and services enable clients to evolve from traditional paper-based
processing to the digital collection, interpretation, and distribution of cardiac safety
and clinical data required to accelerate clinical development safely.

First Consulting Group Booth 97
Telephone: ++49 89 97 007 -162

Web Address: www.fcg.com

FCG is a leading provider of consulting, integration, and IT outsourcing services for

healthcare, pharmaceutical and other global life-sciences organisations

Booth 8
Fax: +49 2131 155229

FOCUS Clinical Drug Development GmbH
Telephone: +49 2131 155267

Email: marina.friese@focus-cdd.de

Web Address: www.focus-cdd.de

FOCUS Clinical Drug Development GmbH is a privately owned CRO with headquarters
in Neuss, Germany. Our core competences comprise first-into-man studies and early
patient studies with rare patient populations of any indication and disease stage.

Booth 98
Fax: +44-870-710-7155

Fulcrum Pharma Developments Ltd.
Telephone: +44-870-710-7155

Email: neil.oughton@fulcrumpharma.com
Web Address: www.fulcrumpharma.com
Fulcrum Pharma PLC is an independent public company which offers virtual drug
development and strategic outsourcing services to the pharmaceutical and
biotechnology industries through operating companies in Europe the USA and Japan.

Booth 64
Fax: 617 969-7936

Geny Research Group, Inc.
617 969-7939
Email: N.Gershman@ Genyresearch.com

Telephone:

Web Address: www.genyresearch.com

Full service CRO in Russia: Project Management, Monitoring, Regulatory Affairs.
Medical Writing, Data Management, Translation Services, QA Services, Logistics,
Central Pharmacy. Drug Registration, Biomedical and Pre-Clinical Research, Phase
-V,

Booth 96
Fax: +44 1865 338 005

Health Decisions Ltd.

Telephone: +44 1865 338 427
Email: smlawrie@healthdec.com
Web Address: www.healthdec.com
Health Decisions is a global, award winning, full-service clinical research organisation
that can significantly improve the efficiency of the drug development and clinical
evaluation process and reduce the time required for product development.

Booth 114
Fax: +31 71523 6267

Heart Core B.V. Global Medical Imaging
Telephone: +31 71 523 33 95

Email: e.groeneveld@heartcore.nl

Web Address: www.heartcore.nl

Heart Core is a central laboratory for management and quantitative analysis of medical
images in clinical trials. Experienced in international multicenter trials, Heart Core
serves the pharmaceutical, medical devices and contrast agents industry.

i3 Research Booths 71,72, 73
Telephone: 44 1 628 408 439

Email: mark.holliday@i3research.com

Web Address: www.i3research.com

i3 Research is a global CRO with extensive therapeutic expertise focusing in oncology,
central nervous system and respiratory and infectious disease. We deliver the science

that helps our clients deliver better patient care.

Booths 18, 19
Fax: 215-699-6288

1CON Clinical Research {UK) Limited
215-616-3286

Email: veroste@iconus.com

Telephone:

Web Address: www.iconclinical.com

Founded in Dublin {1990), ICON is a full-service global clinical research organization
(Phase I-IV). With 32 offices in 18 countries, ICON has conducted over 800 studies
with 250,000 patients across 12,000 centers, using 20 languages in 40 countries.




Image Solutions (1S1) GmbH Booth 20
Telephone: 0049 6227 381 403 Fax: 0049 6227 381 200

Email: gilbert.kampfner@imagesolutions.com

Web Address: www.imagesolutions.com

IStis the global leader in eSubmissions and eCTDs, with a proven track record.

151 has an innovative suit of products for each stage of the clinical process, involving
image capture, workflow. pdf conversion, completion and submission.

Booth 85
Fax: +31 412 403054

 IMRO TRAMARKO international
Telephone: +31 412 407070
Email: a.bonefaas@itgroups.com
Web Address: www.imrotramarko.com
IMRO TRAMARKO is a full service European Contract Research Organisation with
more than 15 years of experience.
Services: Clinical Trial M . Data M.
Quality Assurance and Drug Distribution.

t, Statistics, Medical Writing,

Booth 40
Fax: 00 44 20 7291 7489

Infermed Ltd.

Telephone: 00 44 20 7291 7448
Email: mark.sneli@infermed.com
Web Address: www.infermed.com

INTERLAB - Worldwide Central Lab Booth 45
Telephone: +49 89 74 13 93 30

Email: wolfgang.pohi@interlab.de

Web Address: www.INTERLAB.de

INTERLAB supports clinical trials worldwide, including routine and esoteric testing,
microbiology and histology. Highest quality testing, project and data management, as
well as reliable shipment logistics.

Booth 62
Fax: 212-543-7801

Intralinks, inc.

Telephone: 212-543-7730
Email: plynch@intralinks.com
Web Address: www.intralinks.com
Intralinks’ drug development solutions allow life-sciences companies to transform
paper-based processes into a secure, web-based document and information exchanges
dramatically reducing study start-up time for clinical trials.

Booth 89
Fax: 412-390-3020

{nvivodata, inc.
412-390-3014
Email: byoung@invivodata.com

Telephone:

Web Address: www.invivodata.com
Booth 65
Fax: 33149700571

Kelly Scientific Resources

Telephone: 33153250606

Email: josee.paradis@kellyservices.com

Web Address: www.kellyscientific.com

Kelly Scientific Resources, the world’s largest provider of scientific human resources
" solutions, offers a wide range of services including recruitment of clinical research

professionals, as well as insourcing and outsourcing.

Booth 15
Fax: +44 1344 760995

Kendle International
Telephone: +44 1344 753091
Email: allanj bridget@kendl
Kendle International is a premier provider of quality clinical development services for
the pharmaceutical and biotechnology industries.

com

Booth 93
Fax: 0044-01727 844 838

Key ?eobie d.
Telephone: 0044-01727 811 634
Email: Pharma@keypeople.co.uk
Web Address: www.keypeople.co.uk
KeyPeople Pharmaceutical Limited

Booth 80
Fax: +48 223131314

Kiecana Clinical Research
Telephone: +48 2231313 13
Email: michal.dysko@kiecana.com
Web Address: www.kiecana.com
Kiecana Clinical Research (KCR)-KNOWLEDGE BASED CLINICAL RESEARCH SERVICE
KCR Ltd. full-service Contract Research Organization conducts clinical trials in Central
and Eastern Europe (CEE). The company is the first subscriber of the MedDRA in CEE.
Booth 35
Fax: +49 251 83 57026

KKS - MS University of Muenster
Telephone: +49 251 83 57110

Email: kks@uni-muenster.de

Web Address: www.kks-ms.de
Koordinierungszentrum fiir Klinische Studien is an institution for planning, design and
analysis of clinical trials in Germany. As a network partner it is working together with
university clinics, pharmaceutical industry, CRO’s and other coordination centers.

Booth 68
Fax: +44 1954 718226

LCG Bioscience

Telephone: +44 1954 717271
Email: david.griffiths@lcg-bourn.co.uk
Web Address: www.lcg-bioscience.com
LCG Bioscience is a European CRO specialising in exploratory phase clinical
development (Phase | to Phase lla). Our comprehensive range of services includes
clinical laboratory analysis for all phases of development.

Booth 82
Fax: 00 44 1249 653015

Liquent

Telephone: 00 44 1249 705356
Email: jdavies@liquent.com

Web Address: www.liquent.com
Liquent, Inc., is the global leader in providing regulatory software solutions,
information products, and related services for the life sciences industry. Liquent's
offerings help ensure clients meet the strict standards of regulatory authorities.

Booth 58
Fax: +44 1256 473332

Logos Technologies Ltd.

Telephone: +44 1256 478900

Email: info@logostechnologies.com

Web Address: www.logostechnologies.com
ALPHADAS the complete & proven Clinical Management & EDC solution has been
designed to capture, store & report on all activities involved in Phasel-IV clinical drug
development including patient diary trials using SPDC improving patient compliance.

Booth 38

Email: rlorenz@lorenz.cc

LORENZ Life Sciences
Telephone: +44-1483 549 053
LORENZ provides submission assembly, compilation and publishing systems to the
pharmaceutical industry. Its flagship submission management product, docuBridge, is
compliant with various standards such as eCTD and eNDA.

Baoth 34
Fax: +33 1 56 97 56 99

Marken

Telephone: +33 156 97 56 97
Email: willy.fifer@marken.com
Web Address: www.marken.com
Marken offers transport services to many pharmaceutical and biotechnology
companies along with the most important CROs and central laboratories. We handle
biological samples, whether they be infectious, noninfectious, ambient or on dry ice.

Booths 26, 27
Fax: 5143338861

MDS Pharma Services
Telephone: 5143330033
Email: info@mdsps.com

Web Address: www.mdsps.com
MDS Pharma Services is a premier provider of innovative drug discovery and
development solutions, including discovery, preclinical, early clinical research,
bioanalytical, central lab and multicenter global clinical services.




a

MedFiles Ltd. Booth 94
Telephone: +358-9-8494 5721 Fax: +358-9-8494 5710
Email: hannu.rautanen@medfiles.fi Web Address: www.medfiles.fi
Oy MedFiles Ltd services includes Phase I-IV Studies, GCP Training, Auditing Services,
Regulatory Affairs, Medical Affairs, Investigational Product Services, Site Management

Services, Drug-Food Clinical Trials and Consuitation.

Booth 60
Fax: 212-918-1818

Medidata Solutions, Inc.
Telephone: 212-918-1800
Email: mbayer@mdsol.com
Web Address: www.mdsol.com
Medidata RAVE is a platform-indifferent, zero-client, eCDM environment featuring
intuitive, fast (S6Kb) and flexible EDC; license or ASP models. Report tools blend
clinical and metric data during collection to create real-time trial efficiency.

Booth 31
Fax: 301-424-0474

Maedifacts International
Telephone: 301-296-4712
Email: mkeen@medifacts.com
Web Address: www.medifacts.com
Medifacts Intermational is a global CRO focused on cardio. renal, pulmonary, stroke,
and metabolic clinical programs for pharma, biotech, and device companies. Medifacts

provides a full range of clinical trial manag, and noni research services.

Booth 41
Fax: 513-579-0444

Medpace, inc.

Telephone: 513-579-9911
Email: j.mcclure@medpace.com
Web Address: www.medpace.com
Medpace is a full-service CRO that partners with leading pharmaceutical and biotech
organizations to bring promising new drugs to market. Medpace is headquartered in
Cincinnati, Ohio, with additional offices located throughout the world.

Booths 36, 37
Fax: 0049 251 214 01 539

MONITORING FORCE
0049 251 214 01 30
Email: contact-germany@monitoring-force.de

Telephone:

Web Address: www.monitoring-force.de

MONITORING FORCE is the small but global CRO and Consultant that provides
individual services worldwide. We focus on project management and if it gets difficult
in clinical trials.

Booths 42, 43
Fax: 484-679-2410

Omnicare Clinical Research
Telephone: 484-679-2400

Email: Morelnfo@OmnicareCR.com
Web Address: www.OmnicareCR.com
Omnicare Clinical Research is a full-service, global Contract Research Organization
with a presence in 30 countries worldwide. We are committed to customer service,
cutting-edge technology and quality.

Oracle Booth 109, 110
" Telephone: +33 6 87 61 70 41

Email: daniel.wayne@oracle.com

Web Address: www.oracle.com/industries/life_sciences/

The Oracle Pharmaceutical Applications suite is an integrated solution for Electronic
Data Capture, Clinical Data Management, Adverse Event Reporting, Dictionary
Management, Clinical Trials Management and data mining in a regulatory compliant

manner.

Booth 51
Fax: +44-1235-437-437

Origin Pharmaceutical Services Ltd.
Telephone: +44-1235-437-400
Email: fsherriff @originpharm.com
Web Address: www.originpharm.com
Origin is an international, full-service CRO providing services in clinical trials,
regulatory affairs, product development, data management and statistics, quality
assurance and medical writing to the pharmaceutical and biotechnology industry.

PAREXEL Booths 104, 105, 106
Telephone: 441483245004

Email: KATE.HALL@PAREXEL.COM

PAREXEL International provides a broad range of clinical development, medical
marketing, consulting and leading-edge technology services to pharmaceutical,

biotechnology and medical device industries worldwide.

Booths 102, 103
Fax: +44 121 616 5601
Web Address: www.perceptive.com

Perceptive Informatics
Telephone: +44 121 616 5616
Email: vicki.gill@perceptive.com
Perceptive Informatics is a global company dedicated to providing business solutions
to the clinical research sector. Our product portfolio focuses on the following areas:
CTMS (which includes IMPACT), IVRS, PORTAL and IMAGING.

Booth 46
Fax: 44 1344 890335

Pharm-Olam International (POI}
Telephone: 44 1344 891121

Email: H.Springford@pharm-olam.co.uk
Web Address: www.pharm-olam.com
Established in 1994, POl is a CRO originally set up to serve the needs of the
pharmaceutical industry wishing to perform studies in Central and Eastern Europe-POI
now provides full service capability covering over 25 countries.

Booth 24
Fax: 44-14-85515301

Pharmafile Ltd.

Telephone: 44-14-83515310
Email: g.pluthero@pharmafile.co.uk
Web Address: www.pharmafile.com
The Pharmafile Directory is the premier contact resource for the pharmaceutical
industry, combining contact information on key individuals at pharma companies with
comprehensive listings and data on the service companies that partner them.

Booth 21
Fax: +49 2304 7 59 68

PharmaForms GmbH

Telephone: +49 2304 7 59 59
Email: info@pharmaforms.com

Web Address: www.pharmaforms.com
Specialist for printing and shipping quality-assured CRFs, patient diaries and
submission dossiers. PharmaForms supplies the revolutionary dotforms technology
that enables Anoto functionality for clinical trials.

Booths 22, 23
Fax: +44 1494 896269

PharmaNet

Telephone: +44 1494 8962 02
Email: phall@pharmanet.com

Web Address: www.pharmanet.com
PharmaNet is an international drug development company dedicated to providing the
highest possible level of expertise and client satisfaction, offering a complete range of
clinical developement and consulting services.

Booths 66, 67
Fax: +33 1 40 83 0052

Phase Forward

Telephone: +33 140 83 0701
Email: kmontiel@phaseforward.com
Web Address: www.phaseforward.com
Phase Forward is the leading provider of integrated DM solutions for clinical trials and
drug safety. Our proven solutions are currently used by 11 of the top 15 pharma
companies. Our offices are in the US, UK, Australia, France, and Japan.




Booth 4
Fax: +44 208 332 8999

PJB Publication Ltd.

Telephone: +44 208 332 8870
Email: oliver.king@pjbpubs.com

Web Address: www.pjbpubs.com

PJB is the the publisher of Scrip - the leading news source for the global
pharmaceutical and biotechnology industries. PJB will also be demonstrating
Pharmaprojects, the leading source of business-critical intelligence on drugs in global

R&D.

Booth 1
Fax: 007 812 320 3850

PSI Pharma Support Int
Telephone: 007 812 320 3820
Email: the@psi.ru

Web Address: www.psi.ru

PSI Pharma Support International is a leading full-service CRO conducting clinical trials
in Eastern Europe. Our strengths are in design, setup and conduct of clinical trials,
particularly large Phase I} and lll international programs.

Quadramed Booth 47
Telephone: 017 30 81 23 02

Email: paul@quadramed.org.uk

Web Address: www.quadramed.org.uk

QuadraMed is a uniquely effective network of consultants to the pharmaceutical
industry and the medical devices industry providing regulatory affairs expertise to

international clients.

Booth 101
Fax: 831 461 1553

Quality & Compliance Consulting, Inc.
Telephone: 831-461-1553

Email: qc2@qc2.com

Web Address: www.qc2.com

Audits of investigative sites, Phase | units, clinical trial reports, data listings. study files,
laboratories, data management systems, and clinical/project management/safety
systems:; SOP review and preparation.

Booth 95
Fax: 44 1707 395757

Quantum Research

Telephone: 44 1707 395800

Email: c.wood@quantum.ferrarisgroup.com
Web Address: www.quantum ferrarisgroup.com
Quantum offers complete CardioRespiratory research services/equipment to produce
high-quality data in support of clinical trials. Qur qualified staff provide study-specific
software, test analysis, centralised data management and site training/support.

Booth 69
Fax: +44 208 377 3350

Quest Diagnostics Clinical Trials
Telephone: +44 208 377 3300

Email: niall.w.balfour@questdiagnostics.com
Web Address: www.questcentralab.com
With over 20 years experience of providing global central laboratory services for alf
phases of clinical trials, Quest Diagnostics Clinical Trials is uniquely qualified to meet
the demands of our pharmaceutical, CRO and biotechnology clients.

Booth 88
Fax: 44 0 20 8757 7597

QuickSTAT

Telephone: 44 0 20 8856 8764
Email: charlotte.gowling@quick.co.uk
Web Address: www.qicstat.com
QuickSTAT - The Worldwide Biopharmaceutical Logistics Specialists - Meeting your
Time-Critical & Temperature-Sensitive Clinical Trial Logistics Requirements -
Delivering Innovative Solutions, industry intelligence & Complete Peace of Mind.

Booth 79
Fax: 609-936-2602

RadPharm

Telephone: 609-936-2600
Email: santoro@radpharm.com
Web Address: www.radpharm.com
RadPharm manages the imaging segment of global clinical trials. Over 30 full-time,
board-certified, sub-specialty trained physicians provide centralized, independent,
blinded interpretation of images, exceeding your expectations.

Boath 16
Fax: +41 61971 52 84

RCC Lid

Telephone: +41 619751111
Email: marketing@rcc.ch

Web Address: www.rcc.ch

RCC is a leading global one-source Contract Research Organization located in
Switzerland, providing testing, registration and consulting services for
Pharmaceuticals, Agrochemicals and Chemicals. For more information - please visit
www.ree.ch

Booth 99
Fax: 0039-050-2204315

Regulatory Pharma Net

Telephone: 0039-050-503954

Email: a.falezza@regulatorypharmanet.com
Web Address: www.regulatorypharmanet.com/
Regulatory Pharma Net offers full regulatory affairs consultancy services. RPN assist
pharmaceutical industries in drug development and in starting up in Italy and Spain.
RPN offices are based in ltaly and Spain, with partners in all EU countries.

Relsys International, Inc. Booth 55
Telephone: 949 453-1715

Email: rahimah@relsy.net

Relsys International is a trusted provider of specialized software for pharmaceutical,
biotech and medical device companies. Our solutions allow our customers to capture,

manage, analyze safety and product complaint data in order to minimize risk.

Richmond Pharmacology Ltd. Booth 90
Telephone: 020 8879 7111 Fax: 020 8879 6237

Email: info@richmondpharmacology.com

Web Address: www.richmondpharmacology.com

Richmond Pharmacology, is the UK’s largest phase | full-service CRO. Based within a
London university hospital and Medical School. Provider of Japanese Bridging Studies
and guaranteed recruitment.

Booth 83
Fax: +32 15 27 3250

SGS Life Sciences - MSI

Telephone: +32 15 27 32 45

Email: liesbeth.vandenbergh@medisearch-int.com
Web Address: http://www.sgsbiopharma.com
SGS Life Sciences Services is a global leading CRO focusing on dlinical development
(phase | (2units), bioanalysis, phase I1-1Y)and biostatistics for biopharma clients
worldwide. Regulatory Affairs and Pharmacovigilance complete our host of services.

Booth 81

Scope International Life Sciences
Fax: +49 40 800 40140

Telephone: +49-40-80040127
Email: chemker@scope-hamburg.com
Web Address: www.scope-hamburg.com
A European CRO providing Phase | clinical and bioanalytical services to the
Pharmaceutical and Biotech Industry with the opportunity to deliver the full service in-
house. Furthermore we participate in Phase I a studies.




Booth 70
Fax: +45 43 63 72 04

Tarius

Telephone: +45 43 2274 30
Email: ELP@tarius.com

Web Address: www.tarius.com
Tarius offers global intelligence of regulatory and compliance information for Human
Drugs, Biologics and Medical Devices. Tarius gives access to well-structured
compilations of international reference documents and expert briefings via the
Internet.

Booth 11
Fax: +33 1 46 99 94 51

THERAPHARM Recherches
Telephone: +33 1 46 99 94 50

' Email: therapharm@therapharm.com
Web Address: www.therapharm.com
THERAPHARM from CIDER SANTE Croup, based in France, offers to Pharma
Companies a scope of services from Phase | to IV including Project Management,
Monitoring, Biometrics, Qutsourcing, Pharmacovigilance, QA, Training and Medical
Writing,

TransPerfect Translations Booth 44
Telephone: +44 2074644044

Email: aosullivan@transperfect.com

Web Address: www.transperfect.com

TransPerfect Translations provides a full range of international communications
services in over 100 languages tailored to meet the specific needs of pharmaceutical,

biomedical and healthcare professionals.

Booth 52
Fax: +46 18 65 60 80

The Uppsala Monitoring Centre
Telephone: +46 18 65 60 60
Email: mats.persson@who-umc.org
Web Address: www.who-umc.org
Drug Safety spells UMC-the Uppsala Monitoring Centre offers products & services
from the WHO database; WHO Drug Dictionary. Data-mining, WHO Adverse Reaction
Terminology. Searching the WHQ database, Herbals, Publications

Booth 9
Fax: +49 931 4972 909

VIASYS Healthcare

Telephone: +49 931 4972 900
Email: achim.schuelke@viasyshc.com
Web Address: www.viasysclinical.com
VIASYS Clinical Services supports advancements in drug development through
innovative medical devices, service and solutions based on mobile and web
technologies to collect and process clinical data.

Booth 111
Fax: 01204 669034

Woodiey Equip Comp
Telephone: 01204 669033
Email: sarahw@woodleyequipment.com

Web Address: www.woodleyequipment.com

Medical and laboratory equipment rental specialists - centrifuges, refrigeration, ECG,

Near Patient testing, patient monitoring, delivery systems. Launched this year, low-

y Ltd,

. cost swing-out centrifuges for hire/purchase-view the Clinispin Horizon today.

World Class international Booth 32
Telephone: 023 92 245218

Email: worldclass@wcigroup.com

Web Address: www.wcigroup.com

WCI provides the ConnectedEnterprise - creating value for our customers by
connecting people with lean processes and leading edge technolagy. Result: Effective

and lasting solutions.

Booths 2, 3
Fax: 003227125089

World Courier

Telephone: 003227125080
Email: nfoucart@worldcourier.be
Web Address: www.worldcourier.com
The leading service provider of premium transportation solutions to the
Biopharmaceutical industry with35 years experience in 48 countries, providing a full
range of packaging, coolants and full logistical and regulatory support.

An Introduction to the Drug Information Association

With more than 27.000 members worldwide, the Drug Information Association
(DIA) is the premier member-driven organisation encompassing the full continuum
ssion of DIA is
to serve and develop members by providing a neutral, global forum that promates
the exchange of information critical to their professional performance and

of disciplines in the pharmaceutical and related industries. The

achievement. The goal of DIA is to be the most effective means for members to
obtain the knowledge they need to advance their career. their profession, and
their organization.

A few of the many benefits that DIA membership offers:
Share the latest knowledge for tomorrow’s challenges

Meet and exchange views with colleagues from all aspects of the
healthcare environment

Learn from professional training courses, workshops and conferences
*  Keep up to date with DIA publications

More than 100 WORKSHOPS covering a broad spectrum of healthcare issu
areas including clinical research &development, investigator sites and regulatory
affairs are developed each year.

Multiple annual offerings of DIA training courses are held nationwide. offering
personal career advancement opportunities through expert instruction.

ridwide Headguarte

800 Enterprise Road. Suite 200

Horsham, PA 19044-3595

Tel:+1 2154426100 = Fax:+1 2154426199
Email: dia@diahome.org

European Branch Office

Efisabethenantage 11, Postfach

4002 Basel, Switzerland

Tel:+41 61 22551 51 « Fax+41 61 22551 52
Email: diseurope@diaeurope.org

Drug Information Association LLC

Level 2, Toranomon 10 Mari Building

1-18-1, Toranomon, Minato-ku, Tokyo 105-0001 Japan
Tel: +81 3 5322'1336 » Fac:+81 3 53 22 2872
Email: diajapan@gol.com
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List of Poster Abstracts

P1
Development of a Muiti-Language Web-Based
Pharmacovigilance Training Program

H. Ward, C. Anderson, and }. Casoy
(Wyeth Pharmaceuticals USA)

Objectives:

To develop an easily accessible, functional and effective program on adverse event reporting training for
glabal pharmaceutical company personnel. Requirements for the program included understandable content
in local language, provision of necessary reporting taols (forms and contact information), and metrics to

d bt n "

comp and ing of the material.

Methods:
Training all emplayees of a global pharmaceutical company on adverse event reporting is a challenge. New
employees are frequently hired, and existing emplayees should receive periodic re-training. Training must be

4 t

ly to new employees, understandabl

provided in a way that is available i to all employees, and
measurable by management with a test.

Methods: A Macromedia Flash-based program was developed and approved in English. The template text was
provided for translation into two pilot languages (one Roman alphabet-based, Portuguese; one non-Roman
alphabet-based, Hindi) and customized with specific local information (telephone, fax number, e-mail
address, etc.). The program included a mandatory (test) with i
incorrect answers. Designated system admini pletion rates. Technical and translation issues
encountered during the pilot program are described.

diate feedback on correct or
s track ¢

Results:

Based on the information gained during pilot testing, the program is in development for use in 35 countries
in Europe, Latin America, Asia, and North America. Demonstrated advantages of the program are the ability
to provide adverse event reporting training in local language, via the Internet, to new employees promptly
upon their employment, in a measurable manner {with a test) for a cost that is less than traditional classroom
based training,

Conclusions:
A train company employees in their local language on adverse event reporting, and provided management a
method for tracking completion of the training.

P2
Extending Drug Information across Europe

Marité Ode, Claire Foster, Thomas Merrifield, Lynn Weddell and Ivor Cowlrick
(Fujisawa GmbH, Germany)

Objectives:
Fujisawa Pharmaceuticals is a global company with ‘centres’ in Japan, the US and Germany. Lead products
include i ppressive and dermatological preparations, which are available in approximately 70

countries worldwide. The European web site was launched in early 1999 and has been extended across
Europe. With both consumers and the medical community in mind, a balance was sought to provide
information on products and target diseases to an expanding European community.

Methods:

Following the creation of a standard template and design, additional functions were added.. The
implementation of a content management system permitted changes to the web site independent of any
ing content and impl
improvements. As the products are prescription only medicines, web site structure, style and content are

external party which saves time and costs. This ongoing process includes g
important. Vivid colours, complicated graphics and gimmicks are avoided. Quality medical information
targeted for health professionals is provided by an-line registration or by DocCheck (DocCheck Medical
Services, Kdln), and access to password-protected sections,

Results:

The web site offers:

* Company and European subsidiary contact details (finks to other centres)
* 'Parent’ site in English language

* News, announcements, company awards, press releases

* Information and prescribing information and slide databases

* A calendar of important events (>200 congresses and meetings)

* Medical and media enquiries, general information by e-mail

« Information on disease areas (patient video, CD-ROM in 8 languages)

* Links to support groups, congress organisers and other related organisations

Immunological and dermatologicat sections can be reached from the home page. Each of the company's
European subsidiaries has also opted for a local web site created similarly to the parent site and conforming
to local regulations. Germany, Austria, Spain, Italy and Sweden are all currently represented in their local
with plans te acc d

languages. Web sites for the remaining EU member states are also in prep
new EU entrants.

Conclusions
A rapid increase in visits to the web site from 10,000 hits/month in 2000 to 150,000 hits/month in 2003
is matched by a parallel increase in registered health care professionals from Europe and beyond

P3
Knowledge and Acceptance of Clinical trials
Among Breast Cancer Patients

B. Haussler, and M. Kurepkat
(Clinische Studien Geselischaft GmbH, Cermany)

Summary:

Women with breast cancer only know a few details about clinical trials. However, the acceptance is high. And
it even increases after participation in a clinical trial. Comprehensive educational work about clinical research
could facilitate recruitment fundamental.

Background:

In Germany it is hard to recruit the required number of suitable patients for a clinical trial. One of the reasons
might be that only few people are open towards such studies due to a lack of knowledge. At the moment
there are hardly any valid insights about how potential participants perceive such studies as well as how
patients who went through it experienced those.

Methods:
Subjects were asked to fill out a standardized tionnaire. The tionnaires were

q qt

Aictrib

d among
women in two university hospitals, self-help groups and medical practices of office-based gynaecologists. 142
actual breast cancer patients as well as women who had breast cancer in the past were being interviewed. 65
of those women had already taken part in a clinical trial. Besides sociodemographice data all respond
were being probed for their degree of knowledge in terms of clinical trials.

Results:

Particular features of clinical trials are unknown. 68,8% has no knowledge about the procedure of
randomisation, 56,3% is unsure of the relevance of SAE. Additionally, the perception of clinical trials was
explored: 89% of respondents stated that they would participate in a study if it were necessary. There is 2
huge difference between women who have taken part in a study and women without this experience. A 51%
of former trial participants would definitely recommend taking part in such a trial to other women. The vast
majority of female interviewees associated a higher quality of care that comes along with those types of trials
(87,5% better control of the disease, 64,9% best practice).

Conclusion:

Potential trial participants are open towards taking part in them. There is a difference between former
participants and non-participants. 80% of non-participants with little knowledge about it are
uncertain/declining about it. The need to inform both groups is extremely high. Giving more information
about clinical studies in general could probably improve the number of recruited participants.
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P4
Literature Reviews of Off-label Drug Use in Pregnancy:
A Case Study

Gail Head, PhD.,
{PAREXEL International, UK)

Obyectives:
To review the hterature for efficacy and safety of a drug with substantial off-label use in pregnancy.

Methods:

Two CRO medical writers reviewed publications identified from 23 databases, and data extracted into a
customised excel database. A medical officer from the sponsonng pharmaceutical company reviewed
database output against each publication. Adverse events were coded using standard dictionaries. Data were
reviewed and summarised from three perspectives:

i Randomised, blind, controlled studies versus a drug licensed for the same indication in pregnancy

2. All adequate controlled studies.

3. All studies. Within the Medical Wnting Department an expert report, tabulations and listings were
produced.

Results:
Of 55 publications, 47 were summarised. Safety information included matemal, foetal or neonatal deaths,
SAEs and other AEs, neonates admitted to the neonatal ICU and neonates with Apgar scores <7 at 5 minutes.
Efficacy iformation included four categorical outcomes, and continuous measures of absolute status,
improvement from baseline, and neonatal birth weight. In controlled tnals versus the ficensed ¢

P6
The Use of Interactive Voice Response (IVR) Systems in
Measuring Clinical Endpoint Data in Crohn's Disease Studies

De Bill Byrom, Ana-Mane Shepherd, (ClinPhone Croup Ltd. UK), and
Dr Yamin Khan, (Pharm-Olam International UK)

Objectives:

The primary efficacy measurement in Crohn’s disease studies 15 the Crohn’s Disease Actwity Index (CDAI).
This index is a utiity score, calcufated from patient diary data {number of stools, general well-beng,
temperature etc), chmcal assessment data (disease symptoms, abnormal masses) and laboratory data
(haematocnt) by applying an alganthm. The diary data are typically collected on paper, and the CDAI
calculation performed by Investigators with the aid of a worksheet. Manual calculation 1s subject to human
error, and furthermore can be burdensome. Collection of primary efficacy data using paper dianes can
produce data that is lacking n quality and integnty.

Electronic diary applications overcome these issues, the most commonly used solutions being IVR and
handheld devices. We d how IVR provides an effective means of diary data collection and CDA!

calculation 1n Crohn's disease studies.

Methods:

High patient comphiance and acceptability are associated with the use of IVR-diary applications Real-time
fax/email notifications to site enable proactive encouragement of patients to continue entering diary data on
a daily basis. Because both patient and Investigator can access the central VR application, Investigators can
use telephone/web-interfaces to combine faboratory and clinical data with the patient diary records. This
integration enables automatic CDAI calculation, which can be reported to the study ste or held
confidentially C ly, high quality, robust CDAI scores can be delivered across the project team on

consistent differences in favour of the off-label drug were seen for both safety and efficacy. The expert report
and data tabulations enabled a judicious assessment of the efficacy and safety of the drug without the need
for a specific clincal tnal program in this specialised patient population, thus avoiding many of the associated
ethical and emotive issues.

Conclusion:
Systematic Iiterature reviews can assess the risk benefit of off-label use in pregnancy and support subsequent
hne extension dossiers.

P5
Selection Criteria when Evaluating Laboratories

Hermann Schulz, MD, and Wolfgang Pohi
(INTERLAB central lab worldwide, Germany)

Obijectives:
To show selection criteria, which have to be held n mind when evaluating, ¢

&

Foad lah,

ies: which
questions are essential when selecting a central laboratory and why many of them are never asked.

Methods:

Use of centralized laboratones is becoming very common in Europe but nevertheless sponsors or CROs do
not always professionally perform selection of  laboratory to support a multicenter and multinational study.
An analysis 15 shawn how sponsors approach a central laboratory which questions they raise and which they
forget.

Results and Conclusions:
This poster provides a comp

h

listing of questions, which must be raised in the selection process

when outsourcing laboratory services 1s seeked.

Y

a real-time basis.

Conclusion:
IVR systems are well surted to collection of datly symptoms diary data m Crohn's disease. The abilty for the
Investigator to access and review these data in real-time, and enter the required clinical parameters nto the
common database offers significant advantages over the other methods commonly employed to calculate
CDAI scores.
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SP1
EU Directive 2001/20/EC: Impact on the Initiation of Clinical
Trials in the Accessing Countries.

I Bertrand, £. Viant-Gobel, and A, Serve (DES S, france)

Objectives:

The aim of this poster 1s to show how to initiate clinical tnals in the Accessing Countnes, before and after
the implementation of the Directive 2001/20/EC, with emphasis an the roles of Ethics Commuttees (ECs)
and Competent Authorities (CAs).

Methods:

These data were compiled from two key sources:

* An extensive search of the websites of the local medicinal product agencies and/or CAs, ECs, the IDRAC
database and the prof | org;

* Surveys sent to the relevant professionals.

Results:

The items covered are:

* Details on the clinical trial submission procedure (sequential or parallel to the CAs and ECs);

¢ ECs' organisations and applications to the ECs (process, required documents, timelines, fees);

* CAs' names and applications to the CAs {process, required documents, timelines, fees).

The findings of the review are presented in a table, which reflects the situation before and after the

pl of the ab tioned Directive.

Conclusion:
This synapsis attempts to highlight the major aspects in the initiation of the clinical trals and the ways each
Accessing Country will interpret the EU Directive 2001/20/EC.

NB* The nformation provided at the time of presenting this abstract might be incomplete due to the ever-
changsng situation.

SP2
EU Directive 2001/20/EC: Impact on the Initiation of Clinical
Trials in Belgium, Denmark, Finland, Luxembourg,
The Netherlands and Sweden.

M. -E. Beydon, A. Girard, and S. Lordey (D.E.S.S. France)

Objectives:

The aim of this poster is to show how to imitiate clinical tnals in Belgium, Denmark, Finland, Luxembourg, The
Netherlands, and Sweden, before and after the implementation of the Directive 2001/20/EC, with emphasis
on the roles of Ethics Commuttees (ECs) and Comp Authorities (CAs).

Methods:

These data were compiled from twa key sources:

* An extensive search of the websites of the local medicinal product agencies and/or CAs, ECs, the IDRAC
database and the profe |

* Surveys sent to the relevant professionals.

B

Results:

The items covered are:

* Details on the clinical tnal submission procedure (sequential or parallel to the CAs and ECs);

* ECs’ orgamisations and applications to the ECs (process, required documents, timelines, fees);

* CAs' names and applications to the CAs (process, required documents, timefines, fees).

The findings of the review are presented in a table, which reflects the situation before and after the
! of the abi d Directive.

Conclusion:

This synopsis attempts to highlight the major aspects in the initiation of the chrical trias in Belgium,
Denmark, Finland, Luxembourg, the Netherlands, and Sweden, and the ways each Member State will interpret
the EU Directive 2001/20/€C.

NB The information provided at the time of presenting this abstract might be incomplete due to the aver-
changing situation.

SP3
EU Directive 2001/20/EC: Impact on the Initiation of Clinical
Trials in Austria, Germany, France, Ireland and UK

J. Chnquy, A, Fuller, and A. Mergey (D £S.5. France)

Objectives:

The aim of this poster 1s to show how to imtiate chinical trals in Austria, Germany, France, Ireland and the
United Kingdom, before and after the implementation of the Directive 2001/20/EC, with emphasis on the
roles of Ethics Commttees (ECs) and Competent Authonities (CAs).

Methods:

These data were compiled from two key sources:

* An extensive search of the websites of the local medicinal product agencies and/or CAs, ECs, the IDRAC
and the profe B
* Surveys sent to the relevant professionals.

datab

Resuits:

The items covered are.

* Details on the chinical trial submission procedure (sequential or parallel to the CAs and ECs);

* ECs’ organisations and applications to the ECs (process, required documents, timelines, fees);

¢ CAs" names and applications to the CAs (process, required documents, timelines, fees).

The findings of the rewiew are presented in a table, which reflects the situation before and after the
implementation of the above-mentioned Directive.

Conclusion:

This synopsis attempts to highlight the major aspects in the inttiation of the clinical trials in Austria, Germany
France, Ireland and the United Kingdom, and the ways each Member State will interpret the EU Directive
2001/20/€C.

NB: The iformation provided at the time of presenting this abstract might be incomplete due to the ever
changing situation

SP4
EU Directive 2001/20/EC: Impact on the Initiation of Clinical
Trials in Greece, italy, Portugal and Spain.

M. Leduc and ). Penitot (D E.S.S. France)

Objectives:

The aim of this poster is to show how ta initiate clinical trials in Greece, ltaly, Portugal and Spain, before and
after the implementation of the Directive 2001/20/EC, with emphasis on the roles of Ethics Committees
(ECs) and Competent Authonties (CAs).

Methods:

These data were compiled from two key sources:

¢ An extensive search of the websites of the local medicinal product agencies and/or CAs, ECs, the IDRAC
database and the prof | i

* Surveys sent to the relevant professionals.

Results:

The items covered are:

¢ Details on the chinical tnal submission procedure (sequential or parallel to the CAs and ECs);

* ECs’ organsations and applications to the ECs (process, required documents, timelines, fees);

* CAs’ names and applications to the CAs (process, required documents, timelines, fees).

The findings of the review are presented in a table, which reflects the situation befare and after the
| of the abx

p

d Directive.

Conclusion:
This synopsis attempts to highisght the major aspects i the imitiation of the chmical tnals n Greece, Italy,
Portugal and Spatn, and the ways each Member State will interpret the EU Directive 2001/20/€C.

NB: The information provided at the time of presenting this abstract might be incomplete due to the ever-

changing situation.
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SP5
Prospective Review of the Directive 2001/20/EC
Implementation in the Future Enlarged European Union.

8. Calvet, A. Corbé, and C. Vechot, (D.E.S.S. France)

Objectives:
The aim of this poster is to show the main implications of the Directive 2001/20/EC on the Clinical Trial
approval procedures in the future enlarged European Union.

Methods:

These data were compiled from two key sources:

* An extensive search of the websites of the local medicinal product agencies and/or Competent
Authorities (CAs), Ethics Committees (ECs), the IDRAC database and the professional

¢ Surveys sent to the relevant professionals.

&

Results:

The review of the collected data points out a number of positive aspects and of concarns.
The assessment is presented in three parts, which are:

* The achievements;

* The national specificities;

* The outstanding issues.

Conclusion:
The review attempts to draw a summary of the achievements and to paint out concerns in the approval of
Clinical Trials.

NB: The information provided at the time of presenting this abstract might be incomplete due to the ever-
changing situation.

SP6
Schedule of the Directive 2001/20/EC Implementation

D. Hallé, and M. Mac Nair (D.ES.S. France)

Objectives:
The aim of this poster is to give the schedule of the Directive 2001 /20/EC implementation and the possible
related transition phases in the future enlarged European Union.

Methods:

These data were compiled from two key sources:

* An extensive search of the websites of the local medicinal product agencies and/or Ccmpetent
Authorities (CAs), Ethics Committees (ECs), the IDRAC database and the professionals arganisati

* Surveys sent to the relevant professionals.

Results:
The poster is presented as a general summary table. The data provided are related to the dates of

impl ion and possible phases in each of the twenty-five concerned countries.

Conclusion:
This review gives an overall picture of the implementation of the Directive 2001/20/EC and transition phases
in the fifteen current Member States and the ten accessing countries.

NB: The information provided at the time of presenting this abstract might be incomplete due to the ever-
changing situation.

SP?7
Regulatory Challenges for Tissue Engineering
Product Development

Maarit Heinonen, Quti Nieminen and Katrina Nordstrém
(Helsinki University of Technolagy, Finland)

Objectives:

The future of cell-based and related therapies in Finland is cautiously optimistic. Reg
therapies is under preparation in the EU and the emerging regulation will have a major impact on the future
of the new technologies. The aim of the present study is to contribute to an insight for building a future
regulatory framework within the EU, which would facilitate bringing safe, ethically acceptable and

commercially viable products to the markets without unreasanable delay.

for cell-based

Methods:
Developers of TE-products, regulatory authorities, experts on infection risks and patenting officials were
interviewed in Finland and abroad. Altogether 22 experts were interviewed.

Results:

A centralised evaluation seems the anly way to ensuring a uniform assessment of TE products, a feature that
is necessary for the access to the common EU-market. Evidently, the existing regulation for cell-based and
related therapies is not sufficient for covering all product categories, however, a new regulatory category may
not be the solution.

Conclusion:

There is a general consensus that some of the products do resemble medicinal products and some medicinal
devices. Developers feel that current legislation is not suitable for autologous and aliogenic products, but
on the other hand, the safety risks of TE products are regarded as high. From a regulatory point of view, this
should lead to a legislation that would be at least as stringent as current legisfation for medicinal products.

Thus, 2 new directive would be feasible only if the level of requirements for a TE product is set clearly below
the standards of a medicinal product. This, however, is an unlikely scenario, but future regulatory
requirements for TE products will probably not be stricter than the current requirements for medicinal
products.

SP8
Technical, Commercial and Regulatory Aspects of
Bio Products Scale-up

Marko Nirhi and Katrina Nordstrom
(Helsinki University of Technology, finfand)

Objectives:

The aim of the present study was to find out what the future needs of the biotechnology industry in Finland
will be and what types of technologies are needed for the scale-up and manufacturing of biopharmaceuticals
and biomaterials. Furthermore, the aim was to elucidate what regulatory requirements should be anticipated
in the designing of future manufacturing capacity, processes and facilities.

Methods:

Information from Finnish pharmaceutical and biotechnological associations as well as individual companies
was gafhered via the Internet and by e-mail questionnaires.  Personal interviews were conducted with
representatives of thirteen companies, including biopharmaceutical and biomaterial developers, contract
manufacturing organizations and other service providers.  National regulatory authorities were aiso

interviewed.

Results:

Finnish biopharmaceutical companies focus mainly on antibodies, therapeutic proteins, vaccines and viral
vectors. Biomaterials companies are producing primarily self-reinforced and restorable polymer implants,
fibre reinforced compasites, bioactive glass preparations, starch-based biopolymers or biotechnologically
manufactured recombinant collagen and gelatine. General biotechnological or polymer processing methods
manufactures both biopharmaceuticals and biomaterials, but the manufacturing requires clean rooms and the

requirements for the purity of the end product are tight.

Conclusion:
Mast Finnish biopharmaceutical companies have their own pilot scale clean rooms for manufacturing, but as
yet no biopharmaceutical is being produced in commercial scale manufacturing facilities. However, as most
biopharmaceutical companies are aiming to licence products before phase lli clinical studies, there may not
be a need for phase lll scale manufacturing facilities yet. On the other hand, some biomaterial companies are
already manufacturing their products commercially and rely on their own manufacturing premises. The more
stnngent regulatory reqmrements for biopharmaceuticals production are more of a hurdle than are the
for bi Is production. Interp of differing EMEA and FDA policies is a challenge for
th: praducer as are also the problems associated with the outsourcing of commercial production.
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The future Committee on
Herbal Medicinal Products

Impact on current activities of the HMPWP

Dr. Konstantin Keller
Federal Institute for Drugs and Medical Devices, Bonn

Chair of the Herbal Medicinal Products Working Party,
European Medicines Evaluation Agency, London

_

N BrATYI

Achievements and Challenges

Comprehensive set of guidelines on the assessment of
qualiry, safety and efficacy of herbal medicimnal products and
monographs (core-data) is available:

www.emea.eu.int

Close co-operation with European Pharmacopoeia and
WHO traditional medicines program

Achievements and Challenges

Guidelines are general recommendations that have no
direct legal value; they may be implemented or not by
national authorities in the EU

Purely traditional products with insufficient scientific data
on efficacy are not adequately addressed by legislation

Enlargement of the EU from 15 to 25 Member States will
require streamlining of procedures and clarity in legislation

EMEA Committee on
Herbal Medicinal Products

1 May 2004 New EU Members
Austa Germany Malta
Belgum Greece Netherlands
Cyprus Hungary Poland
Czech Republic Ireland Portugal
Denmark Italy Slovak Republic
Estoma Latvia Slovema
Finland Lithuania Spain
France Luxembourg Sweden

United Kingdom

Key-elements of the new EU legislation

Committee for Herbal Medicinal Products
Article 16 h)

25 Members / 25 Alternates from all Member States chosen
on the basis of their specific scientific competence

max. 5 additional co-opted Members if additional specific
scientific competence 1s needed; chosen among experts
nominated by Member States or EMEA

Members may be accompanied by Experts

The Future Committee on
Herbal Medicinal Products

The interim period

Timeframe for implementation
Member States: 18 months (new applications)

EMEA
approx. April 2004 (Title TV of the regulation),
max. 18 months (Directive on trad. HMP)

Implementation in the Member States may depend
on input from the new Herba!l Committee
(list, monographs, classification etc.)




The Future Committee on
Herbal Medicinal Products

The interim period

HMPWP will organise two additional meetings in
preparation of the implementation of the Directive

However

Some delegatiors expressed concerns on the legal
value of such work

The Future Committee on
Herbal Medicinal Products

The interim period
Reasons

The Status of the new Committee will differ
substantially from the present status

The composition of the new Committee will differ
from that of the HMPWP (new MS, experts)

A new interpretation of the legislation, e.g. on well-
established use, may develop

The Future Committee on
Herbal Medicinal Products

The interim period
Reasons

Decisions of the new Committee are, in principle,
independent from past decisions

However

The high scientific quality of the documents of the HMPWP
is acknowledged by the majority of the Member States,
WHO, scientific organisations and regulatory agencies
outside the EU

The Future Committee on
Herbal Medicinal Products

Current activities

existing documents are an excellent scientific basis for the
fast implementation of the new Directive

a first draft proposal for the structure of a possible list of
traditional HMP is going to be prepared

safety of herbal substances remains a priority

core-data state the level of evidence (I-IV) found in
literature to allow future re-allocation to the traditional or
to the well-established area

Grading of Evidence / Recommendations

- New products
2 senous diseases
2
= major claims Herbal medicinal
E product for... (reamment,
= . prevention .. )
© munor claims
Traditionally used
Tradwonal

without supportive
medicinal prod PP

Fraudulent or
misleading
claims

scientific evidence
pevalmdhch bl

Concept paper on the implementation of different
levels of scientific evidence in core-data
for herbal drugs

February 2004

A) High level of evidence (Level Iz, Ib; Grade A)

The claims - "For the treatment, cure or management of any
serious disease or disorder and - “For the prevention of any
serious disease or disorder* should be reserved for products

with high level of evidence only




Concept paper on the implementation of different
levels of scientific evidence in core-data
for herbal drugs

B) Minimum requirement:
Medium level of evidence (Level Ila, IIb, III; Grade B)

The following claims may be acceptable:
* Reduction of the risk of a disecase / disorder
* Reduction in frequency of a discrete event

= Alds/assists in the management of a named symptom /
disease / disorder

Relief of symptoms of a named disease or disorder

Concept paper on the implementation of different
levels of scientific evidence in core-data
for herbal drugs

C) Minimum requirement:
General evidence (Level IV, Grade C)

The following claims may be acceptable:

Relief or management of symptoms or description of a
pharmacological action related to management of symptoms of a
munor, self-limiting disease / disorder that does not require medical
intervention for diagnosis or monitoring.
If general evidence is submutted, additional supporting scientific
evidence, e.g. phammacological data, may be necessary for
acceptance.

The Future Committee on
Herbal Medicinal Products

The Future Committee on
Herbal Medicinal Products

Current activities

Safety
Final position papers on herbal medicinal products
containing
Asarone
Methyleugenole

Estragole
Capsicum/Capsaicin

Current activities
Pharmacovigilance

Draft position statements on herbal medicinal products
containing
Chamomile

Soya - preparations / Arachis oil

The Future Committee on
Herbal Medicinal Products

The Future Committee on
Herbal Medicinal Products

Current activities

Efficacy

Final core data for

Lini semen

Primulae radix

Salicis cortex

Thymi herba

Menthae piperitae aetheroleum
Menthae piperitae folium

Current activities

Efficacy
Draft core data for

Urticae radix

Concept paper on the implementation of different levels of
scientific evidence in core data

SOP “Recording of core-data for herbal drugs ..”




Key elements of the new EU legislation

Article 16¢

1. The application shall be accompanied by:
(c) bibliographical or expert evidence ... that the
medicinal product in question, ... has been in medicinal
use throughout 2 period of at least thirty years preceding
the date of the application, including at least 15 years
within the Community. At the request of the Member
State where the application for traditional-use
registration has been submitted, the Committee for
Herbal Medicinal Products shall draw up an opinion on
the adequacy of the evidence of the long-standing use of

the product ... J

Key elements of the new EU legislation ]

Key elements of the new EU legislation

Article 16c

4. Where the product has been used in the Community
for less than 15 years, but is otherwise eligible for
simplified registration, the MS where the application for
traditional-use registration has been subrnitted shall
refer the product to the Committee for Herbal Medicinal
Products. ... The Committee shall consider whether the
other criteria for a simplified registration ... are fully
complied with. If the Committee considers it possible, it
shall establish a Community herbal monograph ...
which shall be taken into account by the Member State
when taking its final decision. J

Article 16¢

1. The application shall be accompanied by:

(d) 2 bibliographic review of safety data together with
expert report, and where required by the competent
authority, upon additional request, data necessary for
assessing the safety of the medicinal product..

Key elements of the new EU legislation

Key elements of the new EU legislation

The Committee for Herbal Medicinal Products will prepare:
Article 161

A list of traditional herbal drugs/-preparations/combinations
that can be used for the registration procedure

Article 16h

Monographs on herbal drugs/-preparations that may be used
for traditional use registrations or full marketing '
authorisations of well-established herbal medicinal products

Article 16f

1. Alist of herbal substances, preparations and
combinations thereof shall be established in accordance
with the procedure referred to in Article 121(2). The list
shall contain with regard to each herbal substance the
indication, the specified strength and the posology, the
route of administration and any other information
necessary for the safe use of the herbal substance.




The Future Committee on
Herbal Medicinal Products

Herbal medicinal products are part of the European cultural
heritage. Concerns have been raised that the new EU
legislation may reduce therapeutic options available to
consumers and to health professionals.

Scientific excellence alone will not be sufficient for
success.

Building confidence in consumers, health professionals and
applicants will be the first challenge to the Committee.

Confidence requires respect for different cultures together
with a well-balanced assessment and a high degree of
transparency
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Improving the legal framework for herbal

Initiatives to adapt EU legislation
medicinal products in the European Union

The new EU Directive on traditional

1.Review of the pharmaceutical legislation
herbal medicinal products

http://pharmacos.eu.int

Dr. Konstantin Keller - proposed Regulation defining the role of the
Federal Institute for Drugs and Medical Devices, Bonn European Medicines Agency
Chair of the Herbal Medicinal Products Working Party, - proposed Directive defining marketing

European Medicines Evaluation Agency, London authorization procedures and requirements

63 1 raent e

Key elements of the new EU legislation

Initiatives to adapt EU legislation

Simplified procedure for access to the market:
2. Proposal for a Directive on traditional herbal

medicinal products Article 16a

Registration of traditional herbal medicinal products
applicable to traditional herbal medicinal products;

first reading adopted by EP 21 November 2002 vitamins and minerals may be added if their action is

ancillary to the herbal constituent(s)

first proposal by the EC 17 January 2002

Council common position 4 November 2003

Preference to full marketing authorisation, if possible
2nd reading adopted by EP 17 December 2003

Definition of a “traditional” product:
positive opinion from EC 13 February 2004

> 30 years of medicinal use on the territory of the EU or

> 15 years in and > 15 years outside the EU
Deviations mav be decided by the Herbal Committee

adoption by EU Council of Ministers expected March 2004

Key elements of the new EU legislation Key elements of the new EU legislation
Simplified procedure for access to the market: Simplified procedure for access to the market:
Article 16¢

Inclusion Criteria (Article 16a)
Dossier requirements

Administrative and Pharmaceutical dossier Indication(s) appropriate to traditional herbal medicinal
identical to “full” marketing authorisation products
Bibliographical or expert evidence on traditional use use without the supervision of a medical practitioner for
of the product or a corresponding product diagnosis, prescription or monitoring of treatment
Expert report on safety specified strength / posology

all safery-studies that are necessary may be requested

Only oral use, external use and inhalation
by the Agency




Key elements of the new EU legislation

Simplified procedure for access to the market:

Inclusion Criteria (Article 16a)

sufficient data on traditional use of the product
in particular to prove safety

Pharmacological effects / efficacy plausible
on the basis of long-standing use and experience

Key elements of the new EU legislation

Simplified procedure for access to the market:

Labelling / Package leaflet (Article 16g)
statement that

the product is a traditional herbal medicinal product for use
in specified indications exclusively based upon long-
standing use and

the user should consult a doctor or qualified health care
practitioner if the symptoms persist during the use of the
product or if adverse effects not mentioned in the
package leaflet occur

Key elements of the new EU legislation

Simplified procedure for access to the market:

Labelling / Package leaflet (Article 16g)

A Member State may require to mention the
nature of the tradition in question

Key elements of the new EU legislation

Committee for Herbal Medicinal Products
Article 16h

25 Members / 25 Alternates from all Member States chosen
on the basis of their specific scientific competence

max. 5 additional co-opted Members if additional specific
scientific competence is needed; chosen among experts
nominated by Member States or EMEA

Members may be accompanied by Experts

Legal status identical to other EMEA scientific commuittees

Key elements of the new EU legislation

Committee for Herbal Medicinal Products
The Committee for Herbal Medicinal Products shall

at the request of a MS draw up an opinion on the
adequacy of the evidence of the long-standing use

after referral of a MS draw up a Community monograph
on traditional herbal products used < 15 years within the
Community

be involved in MR for traditional herbal medicinal
products registered on the basis of EU monographs or
EU listings

Key elements of the new EU legislation

Committee for Herbal Medicinal Products
The Committee for Herbal Medicinal Products will prepare:
Article 161

» A list of traditional herbal drugs/- .
preparations/combinations that can be used for the
registration procedure (replacing expert report on safety '
and documentation of traditional use)




Key elements of the new EU legislation

Key elements of the new EU legislation

Committee for Herbal Medicinal Products
Article 16h
The Committee for Herbal Medicinal Products will prepare

« Monographs on herbal drugs/-preparations that may be
used for full marketing authorisations of well-
established herbal medicinal products (replacing
bibliographic documents) or simplified registrations of
traditional herbal medicinal products

Committee for Herbal Medicinal Products
Article 16h
The Committee for Herbal Medicinal Products will

« be responsible for arbitration/referral procedures
originating from different views among Member States
on nationally authorised herbal medicinal products

- give an opinion on other medicinal products containing
herbal substances for human use referred to the EMEA

Key elements of the new EU legislation

Key elements of the new EU legislation

Committee for Herbal Medicinal Products
Article L6h

The general provisions of the proposed Regulation
relating to the Committee for Human medicinal
products shall apply by analogy to the Committee for
Herbal Medicinal Products

Follow up
Article 16i

A report from the Commission to the European
Parliament and to the Council, addressing the possible
extension to other categories of medicinal products is
required three years after date of entry into force
(approx. April 2007)

Key elements of the new EU legislation

Key elements of the new EU legisiation

Implementation
Member States and EMEA
Article 2

1. Member States shall comply by (18 months after
entry into force; i.e. approx. September 2005)

2. Member States: Traditional herbal medicinal
products already on the market: 7 vears after entry
into force; i.e. approx. Aprit 2011

EMEA

Review of Regulation 2309/93 EC

TITLE IV
THE EUROPEAN MEDICINES AGENCY - RESPONSIBILITIES
AND ADMINISTRATIVE STRUCTURE
Article 56

1. The Agency shall comprise:
(a) the Committee for Medicinal Products for Human Use,

(d) the Committee on Herbal Medicinal Products;




Key elements of the new EU legislation

EMEA
Article 56 (cont.)

() a Secretariat, which shall provide technical, scientific
and administrative support for the committees and ensure
appropriate coordination between them:

2. The committees referred to in paragraph 1(a) to (d) may
cach establish standing and temporary working parties.
Each committee shall establish a standing working party

with the sole remit of providing scientific advice to
undertakings.

Key elements of the new EU legislation

EMEA
Review of Council Regulation 2309/93 EEC
TITLE IV, Article 57
The Agency through its committees shall

i) upon request provide technical and scientific support to
the Community, Member States, intemational
organizations

m) advise undertakings on the conduct of tests and trials in
quality, safety; efficacy

Key elements of the new EU legislation

EMEA

Review of Council Regulation 2309/93 EEC
TITLE IV, Article 57

The Agency through its committees shall

0) on request by the Commission, give an opinion on
products and starting materials

Key elements of the new EU legislation

EMEA

Review of Council Regulation 2309/93 EEC
TITLE IV, Article 59

In case of any fundamental scientific conflict with any other
EU agency or scientific committee a joint document has to
be prepared and submitted to the Commission Guidelines

The Future Committee on
Herbal Medicinal Products

Review of Council Regulation 2309/93 EEC
Article 64, paragraph 3

Each year the Executive Director shall submit a draft
report covering the activities of the Agency in the
previous year and a draft work programme for the
coming year ... making a distinction between ...
activities concerning medicinal products for human use,
those concerning herbal medicinal products and those
concerning veterinary medicinal products ..

The Future Committee on
Herbal Medicinal Products

Review of Council Regulation 2309/93 EEC
Article 64, paragraph 3

The draft report ... shall include information about the
number of applications ..., the time taken for the
..evaluation and the medicinal products authorised,
rejected or withdrawn.




Key elements of the new EU legislation

EMEA
Review of Council Regulation 2309/93 EEC

TITLE IV
Article 77

The Commission may, in agreement with the Management
Board and the relevant Committee, invite representatives of
international organizations as observers.

Key elements of the new I U legislation

EMEA
Review of Council Regulation 2309/93 EEC

TITLE IV
Article 78 (2)

The committees and any working pan shall in general
matters establish contacts, on advisors basis, with parties
concerned ... in particular with patient urganizations and
health care professional organizations

Key elements of the new EU legislation

EMEA
Review of Council Regulation 2309/93 EEC
Article 89

This Regulation (Title IV) shall enter into force on the
twentieth day following that of its publication in the Official
Journal of the European Union.

April 2004

The Future Committee on
Herbal Medicinal Products

Next steps

EMEA must develop rules of procedurc for the different
obligations of the new Commitiee

EMEA must guarantee sufficient organisational/secretarial
support

Nomination of delegates, alternates anu experts by Member

. States

National agencies should identify clear responsibilities for
decisions and allocate resources for a timely and high-level
scientific input in activities, e.g. as rapporteur

Perspectives for Herbal Medicinal Products

European Union
Consolidation of the legal framework

+  adaptation of requirements and procedures to the
situation of herbal medicinal products

+ three types of documentation (new tests and trials,
bibliographic, traditional use) and two procedures
(marketing authorization, trad. registration)

+ new Committee with specific expertise and increased
reliability of decisions

Perspectives for Herbal Medicinal Products

European Union

Consolidation of the legal framework completed by

+ legal definition of food supplements

- legal definition of health claims for {vods




&k B



dduelq ‘oAoliag 1IUDH 94491d

« SADSSJD

oS ap 5;Nposd sap .
QHOPUDS J138 9P W
25103uD4y Iuaby

2do.ang
ul
suoIdxdsul dHo




vIa - $002/c0/21

uonesiuow.ey pue judwdo|daAdq ¢

mEm..mo._n_ rd

}iomduwe.lj Alojenbay - T

3, soso adoang ul suoidadsur 4o -



VvIa - v00z/c0/z1

sjonpold jeuldipaw
Pa3exiew Yyum pajeasl] oq [|IM OyMm e

s|ell)
|ed1uld ul bupedpiied ade oym s

S|eld] |eoiut)d uj ajedpijed |[Im oym e
syoalgns/sjuanned s309j0.d

dJODe

Wh@%ﬁc @douang ul suondadsul d)o



vIA - +00zZ/€0/2T

Jiomoduwieldy Aloje|nbal : sanssi dH)5

\, - sdvssyo .



via - ¥00z/€0/z21

uoljesrioyiny “ylew ! muu:_uo...n_ jeuipsw
uewny .10j apo) - D3/€8/T100C 2ARD3IQ o

sjely jediulP - 33/02/T00C dA12341Q o

\sdvssjo
N d1omauwed} Aloje|nbad : sanssi dHo



\ ~sdossjo

saxauuy diNo

apIinb 4O

odxa 1o adoing ul asn o
Jonpoud pajaylepy
pue sdIN| 10} dIND

Od/¥6/€00¢ |Aloalig
UOISSIWWOYD

SOIUN0D € UI S| D

adoing ursjn

saouepinb psjieleq

Jodwi ‘einjoejnuews
‘Buinlyole ‘uonoadsul
d09
saullapinb psjiejap ‘sao|dioull,
O3/--/-00¢ eAid3)Ig
UOISSIWWO)

2do.in3 ul dWO pue dJo jo uoine|nbay



via - +00z/c0/21
|14} @43 JO 10Npuod a2yl pue uoneiiul ayl Jo SjusaA
sdajs
: ulew ayj 4104}
sawel) swi3 pue sainpado.d bululyaqg )

syoalgns Jo saybii
pue uoj30930.4d 1oy sajdidpulid buluyaqg g

uoijoadsul Jdiayl Uc<_

(SdIWI) S1onpoud |eupipal [euonebiassaau] 104 SdIND
5dODH

1 104 [9A8] Auojeinbad e dn Bues "y

- sdvssyo saA1d3[qo
N S|eld} [ed1uld uo D3/02/T00Z 2A1RIA



V1A - $00Z/€0/2T

92.10J 0Jul W0 01 007
AB T |13un sey uomne|siba [euoileN eyl e

uolje|siba |euonnen ojul asodsue.)
0} £00C AW T [13un pey sa1els Jaquid e

(PY-+€dd TZT7) leudnor [P0 Ul TO0Z
AeN T paysiignd usaym 2240J 0jUl SWe) e

\ »sdossjo o|qelowi|
N sjel] [ed1uld uo D3/02/100Z dA132941Q



vId - +002/€0/21

:J02dsul 03 1) S99s Ajlioyane jualadwod

943 YdIym sjuawysijgeiss Jayio ie Jo ‘sanijoe)
S,uonesiuebio yoieasad 3oeljuod Jo/pue ais
S,J0suods ay3 je ‘|elu3 ayj JO 21IS ay3 18 pajedo|
9q Aew jeyy pue |ew3 |ed1uld ay3 0l paje|a.

92 03 Ajuoyine jualzadwod ayy AQq pawaap

9Je jey] sa24nosad Jayjo Aue pue ‘squswabuelle

ouednsse Ajijenb ‘spJaodad ‘sanijoe]

‘Sjuswindop ‘Jo malAad |ed1o ue BuioNpuod Jo
Ajlaoyine jusiadwod e Aq 3oe ay3 :,uonodadsul, (|)

1SuonIUYaQ Z dPIMY e

\ - sdpssyo uoljdadsug

N S|el} |edjul|d uo D3/0Z/T00Z 2A193.1q



vIa - +002Z/€0/21

24npado.d pasijediuad
JO 1X33U02 Ul Aduaby AQ pajeulpioo)) e

S91L1S JoqUID|p
19yjo Ag pasiubodal sjjnsad uoloadsul e

AJlUnwiwod ay3 JO Jjeyaq uo pajdnpuold) e

s9jeJd03dadsu] so3e3s
19quialy 9yl AQ palonpuo) suollnadsur e

s91el1S Joquialy Ag pajulodde sao3oadsut e
92110e.d
22130e4d bulinjoejnuew pue |ediul
pPoob Yyim syonpoud [euidipaw
|leuoiiebiisaaul Jo aouejjdwod

JO uonesylIdA ‘ST 3PV e

N\~ sdvssjo uoiydadsug ﬁ
N S|el} jediuld uo 33/0¢/100T @A139941Q



vid - +00z/c0/T1

S9113UN0J pJiy] ul uoidadsul Jo AJ|IQISSOde

D3I pue Aduaby ‘S 42430
03 1sanbaJ pauosead uo pue (AjljelIUSPIIUOD
bunoadsad) Josuods 0] a|qejieAe s10doye

PanuUiluod ST 31V e

A\ - sdossyp uonoadsug
N s|eld} [ed1ul|d uo D3/0Z/T00Z 2A133.1



via - +00z/c0/z1

2oue|Ibinooewleyd e

uoijeliodwi pue ainpejnuely e

D3/€9/€00¢ @2A130341Q AQ pspuswe T Xauuy e
uoljeziioyine buiJe e

9Sn uewny J10j sjonpo.ad jeunipaw
0] buneja4 apod Ajlunwiwio) 3ayjz uQ

[IDUno) 3y3 Jo pue judweljied
ueado.inz ayj3 Jo D3/£8/T00C dA122.41Q

\ - SAvsso S3}onpo.id ueuwiny .1oj apo)

N 23/£8/T00T @A10341Q



v1a - +00z/€0/21

dald ‘ 'V'L'N
S1TNS3Y 40 NOILV.LNIASIAYUC o
dojebiisanul “1osuods ‘HYIW - DNIAIHDOYY e

Ajlunwiuwiod Jo
9pISINO spiepuels juajeAinbs 1o adoun3g ul D3/02/100¢C
9AI302.1J YIm aoueljdwiod - ad130eld |e21Ul]D Po0os) e

STVIYL 40 1DNANOD o

Med T xauuy uonjesiioyine unadjiepn

[IDUNo) 3Yy3 Jo pue judweljied
ueado.ang ay3 Jo D3/£8/100T 2A1d241Q

/&w sdossjo

~N SJOoNpo.d uewny .10} apo)
D3/€£8/T00Z dA1D3™IIA



vIid - $002/€0/21

N\ sdvssjo
N a.ld-"VY'LN



v1d - +002/€0/21

swielbo.ad uondadsug

\ ~sdpssyo



vIA - ¥00Z/€0/21

sa.1nseaw dn-moj|o} 10 suoinjebijqo

21}103ds jo }ied se pajdonpuod saIpnis

‘saiIpnis AI aseyd ‘soueibinodewaeyd
:uoneziioyjne 1sod ¢

(jeuonieN ‘uoniubodau

lenin ‘e4npadold pasijeljud))
suonedjjdde uoneziioyjyne
Buijaysew ul papnpul sjell] e

SWI)ISAs QYy)H/1osuods
JO pue sjer] jesiuld buiobuQ ¢

/ sdvssjo

™~ IX33U02 - uoidadsur W



vIa - $00¢/€0/eT
‘'S'JA ¥0J weirgoid euoneN .

2o130e4d [EOIUID pue |edIpaw uo suonenbad e
SdD9 M ‘sjeld3 |ediulp uo suonenbad e

SNOILVIND3Y TVI01 LNIWAUND

HLIM FONVITdWOD 40 TOULNOD -

A13unod paJdsapisuod ayj)
ul yo.leasad jedipawoliq buiobiapun
Suo0s.13d Jo uoidajodd : T SAIRBIqO0 o

ﬂ Emm&c. swelb0.4d uoidadsug



VIAQ - ¥00¢/€0/2T

weisord uoneneAy, .

uonedijdde ayj ui panwuqns
viva 40 ALITVYNO IHL

ANV ALITISIAIYD FHL 40 TOULNOD -

jenoiadde Bunayjiew
19}je juduwiead) obiapun jjIm oym
sjudned Jo uoIdd30.d : Z IANRDAIQO

N svssio swedlboid uondadsur



vIa - $00z/c0/21

¢ paJ4nsua sjuaijed Jo uoidajold syl sepy T

sjuaned jo uoildajo.ld
lnoqe uoiysanb T

ﬂé&@ 1X23U0D UOIIBN|BAD 3Y3 UIYIM
o uoidadsug



vIa - +002/€0/21

¢ paJdalsiuiwpe Ajoienbape sjuswieasy atom °€

¢ (9s4nod Apnis ayl buowe
[113S) 9|qeJdedw oo sdnodb juswieany Uyl aly ¢

¢ pauugld
9S0Y3 se swes ay3 sjusijed papnpul Yyl ady T

ejep jo Alijenb 1noqge suoijsanb 9

vﬁiq&&c }X93U0D UOIIEN|BAD BY3 UIY}M

uonoadsug



vId - $002/€0/21

¢ Ap1newsisAs
pal}J0daJ u99(g SUOI}DRAU BSIDAPE dARH ‘9

¢ pozAjeue pue pajpuey eiep ayj 949M MOH 'S

¢ (A3ajes/Adediyo)
UO0I309]|02 eiep ay3 Jo Alljlenb ayj sem moH

ejep jo Alljenb jnoqe suonsanb 9

ﬂicéc IX93U0D UOI}EeN|BAD dY3} UIYIM

uonoadsur



vId - +002/£0/21

2.1Npado.ld poasijelludd a3y}

pue
uonoadsur dHo

\sdpssjp. IXDIUOD UOIIBN|BAD Y] UIYHM
'~ uonoadsug



via - +002/€0/T1

do1joead [eo1UId pOo0O3 pue do13081d

A101e10qR] poOS “9o11081d Sunimoejnuew poog Jo sojdiourid
a1 yum doueldwod Jo uoneoyLdA ay; Suneurpio-o)) (9
:S2INIWWO)) SI UIYIM

syse) 3uIMo][o] Sy} axeldpuUn [[eys ASuady ay) ¢ 1Ie

S1ONpOoJd |eunipaj JO uonenjeAl ayl

10j Aduaby ueadoldng e buiysijgeise pue asn AleulialoA
pue uewny 404 sjonpodd jeudipaw JO uoisiAiadns

pue uojjeziioyine ayj J40J sainpadold Ajlunwwo)

L umop bulke| ‘€6/60€Z uonenbay [1PUNO)

N\ sdvssjo ganpesoad pasijeldiuad ayy pue

N

1on”Madacir aan



vIA - $002/€0/21

uoisigaq

ol4pZidoy4ny Uo14DN|DA] , UOI}DN|DA] UoISSIWgns 2.
. 4so4 Auopuodag Auowiag

uoiundp

1INPa20.1d UOIBN|BAT PASI[EJJUDY) JO MBIAIBA(

ﬂchm&c 9.4npado.d pasijesyuad ayj pue i

o adeaur anann



vIa - +00z/c0/et

UJ92U0d JOJ 9Snede

uolew.ojul
19430 J0 SI0SSasse AQ paljiauspl S9Nss|e

palab.iele
wopued/aoue||IoAINS auilNOJe
:suoioadsul
N 10} s.19bb11] |e1nudalode

\ -~ sdvssjv ;
N suonoadsul dind) 10} suoseay



vIA - ¥00zZ/c0/2T

sisonbaJ uoidadsul 03 9s11 9AIB
Aew suonsanb jo s3si| 03 siamsuy ¢

0ST Aep Aq
dWdD/V3IIWT 03 paniwqns j4odaa pajelbaju] e

puodsaJd 03 sAep GT
— 99303dsul 0] Juas sjiodad 23IS [BNPIAIPUT e

doys
-220[2 Yiim |3]jeded U} pa3dnpuod uoildadsug e

sAep bupjiom g ul pawioul Juedddy e
0T 40 06 AeQ 1sanbau sydope diNdD e
suoljoadsul uoneziioyine-ald ¢

\ - sdvssjo
N sisenbaui uondadsul pue suoipadsul jo Bulwij




vIa - $002/£0/21

sanssi/ejep

|edIUl]D M3U ‘SUO0ISUdIXd dUl|

‘suonyebijqo o13159ds 03 uoijejad ul
41N220 Aew s1sanbad uoi3dadsul dHo e

uonesiuebio |30 pue |eqo|b - passSnI0) WIISAS
2DUe||IDAINS o
2shed 104 e

Qouejibinodeweyd

\ - sdossjo
N uoljdadsur uoijesiioyjne-3sod



VIQ - +002/€0/21

Sa1}|1gIsuodsad JU3WIRDI0UR
sanoyine jualadwod - uoindasodd jeulwlid
10 [IAID ‘sjelsy jesjulp ul uoijedpijued Jo Juawijien) .
sanljney/saed paAjoAul JBYI0 40 SOYD
‘s10jebiysaAul ‘siosuods [enpiAipul 10) S92USNbasuo) e
uonedldde

ue jo ued 40 |je Jo uoisuadsns Jo |esnjoy °

uonesuoyine bupadtew Jo uoiedijdde
9] 10J 10 s|el] |eajulp buiobuo Joj seouanbasuo)) e

— 9WO023N0 dA1IebdIN ¢

juawano.duwil d.1n3ny
10} s.19julod / SW023N0 dAI}SOd e

J.,/ sdbssjo g s

s2duanbasuo) |eljuajod




VIa - ¥00z/€0/2T

bl

L

asoue|ibinooewleyd
uonesLoyny jsod 0

9l

bl

uoljesloyiny jsod B

€L

514

uonjesioyny ald O

‘ Qommmucmo_on_
aoueibinooew.RYd i
uonesLoyny 1sod (] :

uonestoyIny i1sod m

uonesLoyiny aid [

laquinN

77

€00¢ 93(Q 0} ASVHd
NOILVZIYOHLNY A9 NOILO3dSNI 409 @inpadold pasijesjuad

sdpssjo-




VvIA - +002/€0/21

6 9 [eaiuyos | /Aioieloqe
g 1 g Jo)eBsanu| O
x 144 9l OYH/iosuods @
0l )2 aoue|ibinooewleyd O
% obejuaaiag Jaquinn .
jealuyos ] /Ai0ieloqe O s Lol
Jojebysanu| 0
-0C
0¥YD/losuods m
aouejibinooewseyd O -0¢
-0v
-0S
L e \\,8
'€00Z 99Qq 03

31IS 40 3dAL ¥3d NOILIIdSNI dO9 ainpadoid pasijeljus)

\, - sdossyo
N



vId - +002/€0/21

VSN pue pueliaziims ‘sarijunod
ueado.lan3y uldjse] € ‘sojels
19U TT Ul 20e|d ud)e)l dneHe

sojels
quWidI ST /CT JO sojelo0ldadsul
POA|OAUL Je) 0S dARY SU0oIAdsul d¥de

=

\ ~sdvssjo
N POAJOAUI SB113UNOD




VIA - +002/€0/2t

uoijeuw.iojul jo abueydxs 3o

suoiloadsul Jo uonesiuowieH

\ sdpssyv |



vId - ¥00z/€0/eT

Buiuiea]

uoljew.ojul jo abueyosxy

suoijoadsul
d/leuoijeu jo Jsquinu e pue suoljadsul pasijesuad
Jsow uo ajeispinw uonoadsul 1 suoljdddsul padeys

20UxIdXD dieys
Ab3jeua)s uolydadsul jo Juswdolanag
S$3.4Np3ado.id pue Adljod uowwiod Juawdjdwr

uolediunwwod

E=27% Pue uonoe jeandesd ybnoayy

9s1)4adxa pue uoijesiuowiey

\ -~ sdvssjo
N uonesiuow.ey pue jusawdojanaqg




VIa - $002/€0/21

sbuizeaw ||e 03 payiAul +00T
AB[A JO S9113UNOD UOISSaIOR ‘€QQZ SUN([ JO Sy e

J9AI9S0 puerlIDZ}IMS e

SI19AJI9SA0 HVIYAYD e

VEED

S91e1S JogUIBA NJe
:S.10329dsul dDo

N dno.i9 sadIAIRS uondadsur dHo



vid - +00z/€0/21

s9ouanbasuod jennuajod pue
sbulpul} jJo Buipeab ssndsip pue Judsa.id e

sBuilpulj uoidadsul SSNOSIp pue JuUasald e

sjonpo.ad pasijeljuad
JO uonoadsul 10} sainpadold dojpaaaq e

dM3/dMAYyd/s1ossosse/dNdd
Ulim J1edA 1ad sbunssw Aep sauo om] ¢

Bunlasw Aep €-7 o
66T ©2UlS JedA 43d xX{ 199 o
=z

\«sdpssjo

NN dnoJdo sadIAlRS uol3dadsur dDO




VIA - ¥002/€0/21

[ 9seyd ‘swaisAs Joindwio)) e

‘aoue|ibinooewaeyd/Ayales
bnuap ‘Aisojeloqe| ‘103eb13SaAul ‘OyYD/10suods e

SpJ1023aJ4 uoiloadsurg e

sbuipuy
Jo buipeub buipnpul ‘uoidadsul Jo bulioday e

suoloadsul Jo uonededald e
Su0309dsul JO uolleuIpIo0)

=

$9.1Npod0.d jo jJudwdoanage

\, sdpssjp =

N dno.ao sa2IAI9S uoi3dadsur dHo



vIa - +00zZ/c0/eT

(BUIAIUDIY
pue 4L ‘s1030adsul Jo suonediiiend
‘saunpad0.d uoI30adsur) ST 9Py e

S.J030adsul
dIND yim uoipuofuod ul (dWO) €T 3PIHYe

=

:3AI112341Q
106} SJUSWNOOop JO JudwWdojoNAd( e

\ sdvssjo
N dnouo sa0iA19S uoIadsuI dDO



vId - +002/€0/Z1

pUR|IDZIIMS
pue saljunod ueadolng uiajse] |jeuonippe
‘Selu3un0d uoISSaOY ‘Y33 ‘N3 BulAjoAUl

€002 320 ‘T00¢ 0 S9s4n0d Aep ¢ pajedipade

sbuizsaw Jenbad buiinp soido] |enadSe

= buluield] e

\ ‘sdossyo :
N dnouo sadIAIaS uoidadsur Do



i 5k 7<



FDA GCP Update

David A. Lepay, M.D., Ph.D.
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FDA History in GCP Insp”ecting

Early clinical investigator inspections (1962)

¢ Bioresearch Monitoring Program (1977)

IRB Inspections (from 1978)

International clinical investigator inspections
(from 1980)

Comprehensive, cumulative, and

multinational program experience

4

—
[ FDA CI International Inspections*

Al%eria”
Argenti

Australia
Austria
Bahamas
Belgium

Brazil

Canada

Chile

China

Costa Rica
Czech Republic
Croatia
Denmark
Dominican Rep.
Egypt

Estonia

Finland

France

Gabon
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Germany
Greece
Guatemala
Hong Kong
Hungary
Ireland
Israel

Italy

Japan
Kenya
Latvia
Lithuania
Malawi
Mexico
Netherlands
New Zealand
Nigeria**
Norway

w
N R =N W NN

N

—
W om W O 0 e W

Panama 1
Peru 7
Philippines 1
Poland 8
Portugal 2
Romania 1
Russia 11
Slovenia 1
South Africa 18
Spain 14
Sweden 26
Switzerland 1
Taiwan 1
Thailand 1
U.K. 78
Venezuela 2
Zambia 1
*Conducted for FDA/CDER

from 1980 through 12/31/03,
total 523
**data reviewed n U S.




-CI Inspections - International*

36

40
35
30
25
20
151
101
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0 e
International Europe Eastern
Europe

OFY 2002
HFY 2003

*Conducted for CDER

&

International Inspections: Focus

e Qutside of the U.S., FDA authority is based on
the ability to accept or reject DATA in support
of marketing in the U.S.

» Data auditing is therefore a major component
of inspections conducted at clinical investigator
and sponsor sites

— Reflects the focus of FDA’s application review:
ie., on the data itself and on data analyses, NOT
on expert reports or summary statements
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International Inspections: Approach

e Whether domestic or international, all FDA
GCP inspections are conducted according to
the same SOP’s (Compliance Programs)

— Auvailable at www .fda.gov/oc/gcp, link to
“Bioresearch Monitoring Program”

International Inspections: Approach

» Inspections all include some attention to:
— Human subject protection (Consent; IEC Review)
— Vulnerable populations
— Compliance with regulations (system audits)
— Responding to complaints
— Understanding innovations
— Education and performance measures




International GCP: Trends

e Increased expansion of trials to new
geographic areas
— Especially Eastern Europe, Latin America, Asia

¢ Increased interest and achievements among
regulatory authorities in developing GCP
regulations and inspectorates

¢ General improvement in quality and
compliance as GCP is formally adopted and
implemented

)

International Inspection Classifications
FYs 2002-2003

O NAI
O VAl
B OAl

& Pending

All International Europe
n=65 n=34
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Clinical Investigator Deficiencies
Europe: FY 2002-2003

50% 50%

B Inadequate Records
£ Protocol

(O Adverse Events
Drug Accountability
) Consent Form

)

FDA Experience: Western vs. Eastern
1%  Europe

\ 4% oo

0,
20% AsialPacific

M South/Cent Am
W Europe

5% |
M Eastern Europe
7% 0 Africa

0 Canada

@ Middle East

55%

n=523 CY's 1980-2003
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FDA Experience: Eastern Europe

e FDA'’s earliest inspection in Eastern Europe
occurred in Poland (1994)

o But the pace of FDA GCP inspections in
Eastern Europe is accelerating

— 37 inspections since 1994 *

-~ 1994-1997: 5 inspections

— 1998-2002: 18 inspections

—2003: 14 inspections *Calendar Year

2

FDA GCP Inspections in Eastern Europe
1994-2003 (by country)

8% 3% 8%

1 Czech Republic
16% O Hungary

B Poland

{1 Romania
Russia

@ Slovenia
Croatia

1 Estonia

22% M Latvia

O Lithuania

2%

n=37




GCP Compliance in Eastern Europe

» Quality of FDA-Inspected Sites
—1994-1995: 2 VAI, 2 NAI
—1996-1998: 4 VAI, 5NAI
—1999-2002: 4 VAI, 6 NAI
- 2003: 9 VAL, 5 NAI

e To date, no FDA GCP inspection in Eastern
Europe has been so violative as to be
classified “"OAI" (“official action indicated”)

GCP Emerging Issues Worldwide

¢ Performance: Ensuring Subject Safety and
Responsiveness to Problems/Complaints

— For Cause vs. Surveillance Inspecting
Investigator-Initiated Studies

Clinical Investigator Supervision/Delegation
The Process of Informed Consent

Ethics Committees: Independence, Operation,
Responsibilities, Workload, and Oversight
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FDA GCP Program: Strategies

e Addressing GCP more explicitly in applications
to FDA

* Monitoring plans in higher risk protocols
submitted to IND’s (e.g., gene therapy)

* Information on GCP comprehension and
compliance in non-IND (international) studies
submitted to FDA

Acceptance of Non-U.S. Studies

« Non-U.S. trials may voluntarily be conducted
under U.S. Investigational New Drug (IND)
regulations

— This is rare in practice
— Requires that all U.S. IND regulations be
followed, including:
+ 21 CFR Part 312: IND Regulations
« 21 CFR Part 50: Informed Consent Regulations
+ 21 CFR Part 56: IRB Regulations
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Acceptance of Non-U.S. Studies

e March 2001: Guidance for Industry,
Acceptance of Foreign Clinical Studies
— Non-U.S., non-IND trials may be accepted for
FDA review in support of U.S. marketing if:
* Trials are acceptable to the U.S. population
» Well-designed and well-conducted
* Performed by qualified investigators
+ Conducted according to world ethical principles
* Subject to FDA Inspection

)

Acceptance of Non-U.S. Studies

e March 2001 Guidance

— Minimal standard: Principles of the 1989
version of the Declaration of Helsinki
(Drug/Biologics); Principles of the 1983
version of DOH (Medical Devices)

— Local Standards (e.g., ICH GCP in ICH
regions) if these provide greater protection to
subjects

10



From the 2001 Guidance

* "FDA is currently reviewing its
regulations pertaining to the acceptance
of foreign clinical studies to determine if
it should revise those regulations to
incorporate new or modified standards
or requirements”

S

Under Consideration —1-

e Moving from vague, non-regulatory
language (e.g., DOH) to more explicit
reference to GCP
— ICH GCP (E6): Official FDA guidance
— FDA is also participating in GCP

harmonization efforts for medical devices (ISO)
and in working groups with WHO and PAHO

11



Under Consideration —2-

e Moving away from just a certification of
conformance to some description/
documentation of how GCP standards were met

— How CI’s were trained to comply with GCP
— How the sponsor monitored the study

— How informed consent was obtained; what (if any)
incentives were provided to subjects

~ Description of the ethics committee, including
qualifications of its members

Also On the Horizon

* IRB Registration

— Federal Register notice will query whether non-U.S.
IRB’s should be allowed to register

 (Voluntary, non-governmental accreditation
of human research protection programs)

— Two accrediting bodies in the U.S.

¢ Guidance on Informed Consent for Non-
English Speaking Subjects

12



Also On the Horizon

Safety Reporting Rule

— Final rule based on review of public comments
Data Monitoring Committees: Final Guidance
Financial Interests in Clinical Research

— DHHS Final Guidance

Emergency Research Where Informed
Consent is Not Feasible: Additional Guidance

FDA GCP Program: Strategies

e Building on Themes

—Risk Management
» Greater risk demands greater attention

» Examples: Vulnerable subject populations;
sponsor-investigators; fraudulent
investigators; conflicted financial interests

13
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FDA GCP Program: Strategies

e Streamlining

—Reduce burden where added value can
not be established

* Examples: IRB review of individual,
undenominated safety reports from remote
sites; repetitive IRB review of multicenter
trials beyond local considerations

>

FDA GCP Program: Strategies

e Leveraging

— Share information and increase dialogue
with other inspectional authorities (U.S.
and international)

— Contribute to capacity-building for new
or proposed GCP inspectorates

14



FDA GCP Program: Strategies

e Communication and Access

— Focal point at FDA for Good Clinical Practice
Programs

— GCP/Clinical Trials website
» www. fda.gov/oc/gcp
— GCP queries mailbox

* gepquestions@oc.fda.gov

But FDA Needs Help from the World
Research Community
e Educating in GCP
Paying heed to problems and complaints
Building capacity
Communicating
e Seeking and enhancing quality
¢ Being there and doing it well !!
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