4, FARODBEHOIERD L ZAXEERBL T
HAN, FhLED, 9474 27% LT, 7u
PR EES T, EFIRE2E R T, BERE
BEE-T, PIEImEEKLITL. 250WH T LET
RTREBLELE. ZThARBRIOETT S, MNER
BT EIRLNMCNFEF ZOHREBENEATHE
T, 39S AL -+ THDHL-TALF=VT
T.Zhi  MRETRLHTEHRD K7 2 —#, Z
NI EWVWS ZETCRODITELFRTY. B
EHBEOHEETTOT, BREBBRELTX

F—bFLE3EWVS T LT, WEBKRERDTT

2, A THIITI S VS8 DEFOT VT H
SMKIZF—a2E LTHLZSWWLWTTRENS
FHELTOWET.

Sk, BAIFEEBRERAGHL T <L, ZThiE
THERRDL > TN E WS, FHlH & H
GRELAEVEVTZVWE D BRBRIZDNWT, K
BREEDZENTEEZT. A—H—-RNTHLT
FHRRBEVE I A2EMAFETELZ L RBT
x5, ThERKIC, DhbivhNRBIED 2
JOUNTRE T NI T LEHB RN
E3 B

2. MEERRRERED-HOHFRERE

HANEEERRARE 2 ED S -2, TN
BELAVSDETHEL VI I LT, EIER
ERRLLBNHICT THELTEZEL &
(Table6), ZZ¥HHADKEVEIZ L LT, it
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FUNBFIES L IUPHAR, HRDERZESOES
ROXEOT -2 39 THHEFOILRTO
IUPHAR DIz LB TIbh g L. ZDERIC,
International alliance for better medicines for
children, B 2EE L/ NEERBERO DI
fEAS LS ZEMN[BEENFE LA, THIZER
MNERRIZEED P 2 -V - V2 —F5—-ZAZEIEL
%, IUPHARD/NREBDOY T2 I 9y T4 DAY
NW—=ZOfh, HRPDABEZ >FHELAEWVWT
T. Z0HEWHO L bhDhOREDFELAN
Z4H-C, SADWHOD LS ¥ o 74 TH—
FiZ, [Better Medicines for Children] &5
T EBAEBRENRLENDET. FOLE,IC
d, MASEEN/NREERRARE, DNRIBER
EREOKHIAES. BULERFHIETS. Ih
BIRBRINEE A EAET. WHO L WS DIRED
LS EREBEEEOI L EELTHE TH
5, REOHBEEL NS ZLEBDRATFhTHET
2, TRESHINRARBIORESBETSH 5.
BHARAOEFI O D E2RETTS. 25052
EBAL>TVET, ZhEBICEAR@BEIZVE
AIFILBRAEBLHTFT TSR EIATT.

29 NT—OEREBLENSDOER—DDHEAD
F—U—FTRAVPLBVET. BEBREET/D
ROBEHRARKTIZ, KETR/NROERERD
2y T—=0 XFFVE, FAY, TFTVAR, K-
FYFET, WERXy PT—IMESRTVET
(Table 7).

S H,ParkBEMNE SN BDIZZDOBREIDFET

Table 6 /REZREBIFED 7DD M5 RIS

P IPA/IUPHAR workshop . Better Medicines for Children
D July 1, 2006, in Shanghai, China
D> International Alliance for Better Medicines for Children

» 5 B WHO O EB (= Better Medicines for Children BA{R M & (120/37)

D/NRASF ORRE
D RO GHIED

Dt a/hREZEGBRAR, NNEGEREE
D/ARANET ZERR M (RERONEEFEET), EMOMF
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T, INBEEFBEDZITIA FEFDEE
En=gDTTA, KEICIEGCRC LWL H & DA
H0FET. SEEILLARBED > TVETH,
ZNiZ NIH OB BB &Ic B 1T 2ERKABR DO 4
F—FTT. BroEHMBED-TWET. FAD

BECTR, #EOIES> B LABBRAEHRL T
B2LBVETH, ZOLSICEETEIAENERT
ERT& 9 (Table 8).
HESHEBVWEHBED T, HABATF AE+ Ah
TWET. Zh» 6 2RIIBEEFBEDZX A F

Table 7 BXRICH W 2D REFAB R v P —2

» K4 . PAED-net
» 75> X : MediChildren

» K[ : Pediatric Pharmacology Research Unit (PPRU) Network
P #* 5 > 4 : Medicines for Children Research Network (MCRN)

PER—F K 12007 & TIZRIL
P EU O Network of Excellence : TEDDY

Table 8 FEIMEIDEER - HHRABRE BB RHEFE

e HEHEDBIEAM

REINIHICE WG h3BEFRAREEBRBEORBE

RSN EMREXEL  BROEFKELE L EE S -0IC, NIHOMEHBE & 21 5 %A
B LU CBERABY EHRT 2 ERERET S0 TH 5 (HROEMEZBERICHIG).

oS THELTVEED

o iR
- REIMA 80 # 7
1A ED, 125 TEATSER

- BAZOEEELEFFLE LTS 8RITVNREBROBRRROIFIGEFIENL TS,

CBERA Sy TOER, BE, BRRABROE=4 Y Y r¥iE, TOMEREREOBM LY

o IS DOBEEAM

CHiBIETEHELTIBED

- EEBETORERA 2y 7TOEHR
o 1%

- EA 15 AT

BEEBELHECLIURFENIBRERERBEHEOHES

- B RRREBROZIT ANFEOLERERICR S BREFENT 5 - DOREROLBER
- BEATOFERARERR REBBOHEA —H -B3HFELEN.)
- ERREEOEMEALIC & 3 HIBEF OEHEL

-1AFSD, WIEHBECSER, ERMETS RO HE M &F.
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ZTDEETY. EEMEZOERRS hELIZD
W, BFSkE LTORMDEALED TS L
W3 Z LT, REBBOFMEERHERO L, TS
FRIZBATHT, 4/ R— 3 VS5OBIKESH
THE, REPTY. 2AICHEEZMO I LD, 5
2566 A TCHEBHNO—Fvy TEERTEEND
Zeiz-oTwET (Fig.2).

Th» 6, BEREEE MO, T, £3H
BHaeahs+Btys. 20Lar»CEERS - BEEE
BEXOEBEHEFHOBLCEXS. BN,
4 v 7 EEBUREEMR, ERYE*HEN
IKfT5&0nH 28 TY., BRERHET LW
B, EEE LI ORTLLTAALIIEDS
EIT L VORI EVSIFEEHD ETH, [KED
B TEE¥BED -2~V 5 RN, 5
WIREEAL LB TRIAZICABATOETH
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5, Z9Vs - ALEREV 27 LTOITE, E
AXNBEOHZE»LLDBEEICOIA-TEET.

Zhig, BEERBENMEFEH L BBROR R
HWROETY (Fig. 3). EE¥EEOHAEBRRD
EATIRRIZVIBES AL VIZko TWE T,
PREERY v 4 - B8 - BEEL 2GR BER
FRFEPEE L TTAPHPIZEBRETHENS T
& T, PEEEE, #amRE L v O ATy
7.

ZOFEZ, BRI EEHBEREVHLALZET
T, RARIEEEMSE,» S &, UMWREELE
FEEBELEBELTRB3E5ICEVWHSTET,
FZZhBHRDIEENEATHBILEEBLTY
FT9. A0MEREVOITBENIHBDIIZDEETT. Z
NEFALZWEIEZ W, ORISRk
ZZEM—DOKEVRAIZEDETL, £ T

Fig. 2 BEEEMEZEDERRS MALICmI T

EXEREZOEERSHREICOVT, BUFEZRHEL LTHMZEDH TV S.

[ wERRpEENEN (FRISEIA9H)

)

BREICEBT A4 /-y a2 VORBEICET, BE, T2, BHEMAEOZTFITLIC, 202548 T%
HEBIZAKS:, BHOBBES [/ /-2 225 2RO &, ETFLET.

o/ N—2 a5 RIS (10 A 26 HRE)

- WEIFICRE. RBINHEER

-SEIRFTIZ 2025 FEICHIETRNEH SO B L /) X=Va V]| ZHOFLED.
- ZD%, SES-6 AF TINERO-DOBIBAT — F < v THEK.

(R AR (D) (FRI8FTAGCH MK - BA—HSBEAR) )

#£1. BRRSHOMIE
1. BAEOEEHS N OB

(1) EXAL - EEAKZEROEBHTHOMEL

HAEDOEFEGERCRPES SEERA RO HESFERORBERKEOR LIZE T 5 EER-
EFREEZIIOWT, BRFE - BB, 2EFORNHAOEBEDOT , Fric &6 - ERE%, BRI
HRUEBHEH SEBERHAENOBE UMELHET S L Lo iC  BRFAER OB, ERREO
EESORERCEESR EEBREREICEI 3 LOORBREEITS .

T, BREEJOREHRGOBERIEMOXLELH D, BREZRHBOFHEX 5.
ZhoDERIZAT T, ERHEEBENICITOE L BIT, 2006 EBHIZT s sy A

DWEEFTD .

XZOf, VbHWBERDHE 20062 & FEROEHAD
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ZWICLTE, WAICEFICHEESLT, KAk
BEBHE L T ALV TR, Thnrby
O—=INLDENPTESIRH> T HEVH=HOD
KEEF—ZxbLBOET. |
ElR & L TOBKRMARBBRERL VI DT, &
in L FRREIT T, SEE» O AEMNT TIZTD
TWE T (Table9). ZhHEERFZREBEHHE

EMRBXTYT. BEEFBEOHATIE, HAEK
BOBKRMARBERE LT\, 3EML2H
RER DT IR ES, L BES b THH
EEHLTUILY, 20620 FEBICESRTE
BOHIIBESTOWETR, KYIZEZS5L550ESD
PEEEDLLEENENI D BEFBEELLT
EMREWINDLESITHIRNLNSTLES

Fig. 3 BAJHEHEICL 3 BHRBABRRICOVT

=BV ERNTRARBDOERER,
EHRRTHENICLELED

ARERAREOHH |

EEBIN LRI
REEIA DB,

EGIERE
247 3.

BALRCHENERCISAS |

| BCEGISERSR, RRISYRNER
L T34, MAEDECAL - MGRRT—7
| PLE. (AL IRROESIBELE)
oHBERY v 4 — A - REEL - BBRY R
BapfrEmg L <, P ICEANEERL,
RRERE (ME).
oW RBRIZ S U TEH, A e UTHE.
oHIZERLY v 4 — TOBEOWES

o BRI

R
O sbigk P %IRRT

7&‘8}

[ HsmR

Table 9 EIRE LCTOEHRMAERER

P EEFENIARERDE L IERTNRERERHEENRER

D Rk HE D ER PR 78 H AR 1
DBIART %Y £ O&KH % 75

DIl D FE L

> ["MRESKTIFRE - X8 - BESHBEHRICOVTOHAR] (FR18EHE~
20 B, EHEMARE  hHBX)  AMFRICHEHMEZESL
DHF - HESGHOBMHE GFEML4BEFR)
DINRBET —2—< 2T X 2 METIER (DM24)
DEVBEIXBREHEE (EWHRITE1E)
DEFRER (BRE3T) XEGHIEMR (CRC4LFR)
DAY I RTRIAT b, BE-EE (BE) 68, 52ERHES
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DT, WEZZTWBEEBELTHET.
INRERBER L #—L LT, BEXE,
Aty s — BENREBEBELEAT, ZOME
BERRATHIENTETZ L. AMBERICER
AELEWSI Z LT, BE, EFEM4L, 7T
Avx—TUr—%FEERETII24, EUHER
1B82BRLTVET. BRESUEBRABROX
BEHEBHENSI T LT, WECRCOFLEEEL
TWBEZATY. 20, BRRARLIBEBROK
FlEthk4ED 3 7-DOEHIEHE, »i b —4%K
WIZR o TNBETZATY. .
FREENAERICTEREEIZE, WTIZH -
BEREHEEN12BICHB > TAM > T E§ (Fig.
4). RBERY Y2 —L LT, Fvatrty
4 —r UCUNROEKMEEED 57-012, i
DEBEZRLTOWEZTTNWEERBS>THET.
Hogix, HRICERT 2/ RIEER - KA
Fy b7 EBETI LN LT, RIIHIC
TEIRSTELBREFIASI LVIXIREHS
EodHDEXVA. BEDOHIZBITEKEHLE LNE
BAD, bhbhD e ZAIZR~ETubaLTH
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EidhE, BoZ2hEeEVWET. ghiar—2
TEH, 7O b INDOBEBRIEIZILALENRED
DIEIBLT, BELTELLETFEZE DD
7. FFEBEMICBHBEF - TWEEAR, NIH®R
-0y /SDOAN7=b LBRABRERL - TNIS L
WHIFLAEVWELTWET L, F X IZFEERIE Park
REELEFIOLSEELELE.

BREZITDENWIREOEBIELIEEIZA v
EVTFATHBDERALE, —HIZH LWER
EERABL TSNS 2L, BROMR[E L
TRIFEICEEIC LD LEBVWE T, 20E» T,
WERARSIELTVBDON, REEFRL Y 4 —T
DEFTHY, ThUADRHERORBMIZE D
9. —HO/NRRERETERREDRENIEFEICE
DTTOT, ZOREFLIZOVHHBSEET
BEELEDEWS Z LT, ¥EREENEATY
9.

A A=VELTE, AALKBAS 32y b7 —
sENVWIZEIZEDETH, AMETE - THERH
WMEBEOVIDEHIBEETELILREVET
(Fig. 5). EEIFEIGER, » 5 W IZEERRAERD / ¥

Fig. 4 BVREFEREY ¥ —
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N EWEERBLTHETL, BHONREER
BROEF - FARBIFEALEHDAENTT. TT
25, AEBMNEBOIAE T, 5%, HFEEKRR
BIZFOZSELAWL, £, WETSIRERTY
M, BERBEDE > T HEXR - FHEDH—
L2, ZIHETTELENVEVWTEWEALS L
BoTWHET.

BRIz L LENEEMDEDODETL, I
MEBEPEL 12 CADBETTLS, BRI
EBEL L TR -T2, ESVSETHEDR
BEHL TV NI ZEELLSPDELTY
HiE, Th»6 0 6 TERHTWITBELIELT
WE T,

Fig. 5 /MRIEE - BHEABEA v 7 — 7B
 RBEUSRLERIRRHYERAD -

//// E IR

EE AR "~

(RRERBRRTRL:

E R EX

Eﬁ@f\\ - ,// \i:“@’ :%?ﬁﬁ

—

ERME A

o ANMEF - BHE

o IR

[ 2EOXBRERO 1 > 7 SBHEILE | o mpmrsn: s
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%1% EEnEsRORReMER

BIMRE(2) : Fu— 2V KBEA Y 57412
HANSMTEX ZWHRRE R

Additional comments (2)

il .

Sumiaki Okamoto

=EEME b ENH

Okamoto Clinic (SORF)

[ &]

BfE, AT 7ERSMT 57 0 — I KEERR T [ BRICEFRE KL 05 FOERS
5. BXRIFED KX HTHIBICKESZWERIZ S 0 — SURIES 2K 5 [—HERO KT WTREFIE] 48
BETET Bl IV TETARENIZE 52D TH 5. AIOBERIIH GCPEDOERILADX L% B
SHEO[—HERBEH OEZIZHT LTS, DEFIOEB L » kL0 [FEEFNIE VW ERR ] 2 SMO
BEBED AV — LA TE3HAIZH 5. L2 $SMODBEFES» 6 —ERS - D BRABEL T
7o I X B RBORENEBBRANDOEMARDBERELADETVIRELHEINETHS. Fvy b7 —
IHBELBATDH EMEBRBRODEVHERTEIFROy 785wk o b a— LERCKEBE S ER
T5. BIIBBRTIIERL WHEOBRKE /B TEZIVSVREL L5, IBRISILOER TIIRG A
BENTHBRILEL LS. BR5 T3 [NBEBETHRVB TEROHRATH S]] O THERIGS T A
3. A3 ETHEANIERAETHL] EwnS 2 iz MR+ 7ER, BEROZHENR 2D 1] &
OEBERBREICRZ > TV 5, BHAOBBRKEEIZZOKRIBIGERD [BOKX | #BML T35, 20024
ISR ISR BHERERRIE [2TORFOEE] 28U CHENBMAR: [REID S 0 -3 LG
Bl Thot. WKHEHEOFZZ [—HR100FIE, BRDOIMHEHRTEHIOF] [ V-2 TH-
AR O —LVERICHERRET TRME R . EPERO [$HT v by —] & [HE] BEROE
FHOBEEF T TELBHLRED DO TELAE—L T 2HNOKEEIRENABEZEL LV, IBREH
MRERINEZ T = SRENK S VWS HfRREASTh THW S, ZORBBIIEFHLOKEE, 22, TH
25 kDENS . SMOL B L FHOEMEMA2EH 1 oMt LED 2 ¥EMEZBHELELLTIZS
BOSEFICETFLES, ZOBLIER, SMOAB CAERIIRTH D RER T HESHOEI LEY
B2 EET58%BLEbh 3,
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1. 70—/ \WAHEZX 27 1 DB

[ERRBBRICHEZINBMTE s VRREN
I EVWSIERICHIBME 24 PLTEEELE
T, ETRIOAELFKALELEVEDZH
FWETINENRIDEITRENSLS TT. 28
IZHBEWTTE ZAERRBROMENT IZB RS
EOBZBHHD [BERELTTEVL 2 HHE
BARRIZSMLES LW TSNS 38 H0
Tl EBERICES DI BERSLE
ZOTY, B&a) s EREROMKES» S
RPRERETOEVWEVNIBRREZITHENRET
7. BRI E DK E AEROTIRIC L EHRESM
AREL VWS, ESEXE [HEDOBRBROE K
FIZEO, L2 3 RENED TEVO TEERR
DEBRERBH A v A&V, | LS FHENE
FELTWBE26TT, £IFLE (5P LEKROH
B5EO8FE] LVOIRENHDE LN, TX
AL BWZHFIZEATVWANI L 4T
MERERHD 7. EFBRICSMEREVD
BHRIZESTEARELZT A v bTT. HlXE
BRLBEY L BHBERDOH TRIXKEIZ6EENT
TOTHEEICS SEBNERZEATL. HE
TI6»EIHIZK S RS EHF & LTRRBEWI T
UL B ERRTT.

i3, RESLRASML THWE 50—k
BE5IER 5T, TDZ EIZKADVTN
FRATLE., TE»o B LTV T7 TIHA
BRIZEWTHHABEEETH A5 LEREVLT
BDELE KD ZOBERER DD LTt
HEBSRDENHBLBVZT. TADKEIZK
AT BEOTRSD A, EREREENRS &
SLroH- Tkt E¥TIHEE T,

200248 A D Z & T HAERIBH & 5 EFE AR
BBRIIEBMT3ZIEeEnTEE L. HRT
7500 F2HHETE50—/SLIBERTH D ZD
EHPD350HMEBETRD 2SS Z&TL
7z. ZHIZEEBEFEO Ny =2 -2 F LA
(Fig. 1). 2O &5 ICEREEOFEENICHHED
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Za—RIlEHo, AT VIS
J—THRELOICLABEFRITIEICANEV L L
53T LEDTY. RiF—mby TOEHRIZEST
REEBT-LKDLELE L2rLHFEEELZS
FTHEPERBRTHFIIIharo2 L
R, IBMOEEHREBbLALA > TNZDT
3. —@mby PTHRSIMENS > 7=DTT.
ZD7a—3LIERERIZH GCP OHET A& Th
L BAARTREE 572 TL X . HEDWBEIT
MRICKESENTEHDE L FIAISEROR
RYUEHLEMOFHT [H%, P°HEW, A
BHrE»H S L] FOMR %22 LA HY THHE
LT, ZOETEFMNBINIZALB NI &5 %,
BoZDE-> THBEMNERREBOE LA £
he, LIFEEOFETIILVWERT, Z2Zickbh
2HEEATCEONBLB0ET. ZORRTIE
EEFEEBEANOEMEEBDE B 5/2DTT.
ZD%, FGCPHET TN THO THARIE S v —
NWLBRIZBMTX 2REROBERER/R T-biT
T, FIGCPOWETICIIPHETEIZIEREICK
EuREER-ENFE L. FHGCPORETZ Z it
BED Py =22 —-Z2LRITBSDTTH, &iF
ERELIHEBEEI T LBATLR, LA LFGCP
WETICMATE S5 —Do~v =7 v o kEERERHE
FEOHDBRAB ZTNWEZHIZERBHOZMIE S
DABDPSTZEROET, EIZELSETUT TR
ELTHoNIMBAEENREZDEMRETT. &
BTIODHRBDZAI— Ty TI—-FT4 VY IHH
itk ZIZ, #%13 [Dream comes true] & B %
A E R T, [EBHRZIENEIEIEE->THSH
F L7 PTEBRBERICETAAI#E+HZ0H-
TWBE»Po7DT [MEEABIZKTER] &
BozOTYE. LU, LIz RBELEIIEIC
FEVE 2 T4ER & wish upon a star T, EHEE
BIEEBRERES 57-0N, [Fu— LB
*HETRSHETTEY, SIIHETEHFRS &
IICEDELAELS | LT TIREE2HE Lk
FTREALEZDTY. HBEAELR- T, K
HIROMNLEAS, MIEAIR VKT T, D20
IhHBEBRLZ LA XLOHER, BER, B



BHEl, $XTEELC T, BTHIE W) ERGEIC
BMTELDR, TABBLDTEDTT. b
U< hLELiM, ThiZBEREEOBESEDF
THLRELTHEL T LNV IE TR ANVT L
IH. FDEIBERELAATIE, RIZEEH
TEHEEBNBTL B3O TR EVWALEBVET,
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S THERBR#5| 2RI 3RO ebELE
T.RBAEE» S BEND - T, [4%, HFEBRE
KA TELAFEAL] EVSIEBHDEL
(Fig. 2). [EALZHETT | LARLS , a—
JSLTT7,50060, HET3S0HAR>TIEL WL
W Z LT R TOMEFMIE, 15E8% T 10041
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PEEARTIELWEESFETLAE, 22 THIE
[5B5IZ100ANBESN—ELFHO L7328,
2HESHVANPDELE, AIAATIY Y -OD
FETTL2] EEBRELES, [2HAT] LS
ETLE. [MEicEBETY] CRAEBICHDEL
7=, [—Heg&k T 100 LI E, 3HEEREINT 350 61 %
RSTIELWV] [FARZENTESbITAN
CLoBWTTh [ Zla2 A LBLAZR
LZZATTITRE S, IREE» S [ZDEEA
W-xhitwoks, BRTORRBRIENET 5]
EEREIIEDNAZITYT. ZOFEMRFIE
WOEGHEDAY v PEANEWVWSI ZETT.
BRELTE, YR+ 8D THERICHARL
F LM, 0LDEENETLELE, T b
) —HAB 4 A ATLZ. RPhiks DL
B LASEE, SFOMDITEEIZTAT, S
FRHIZA-TWET. YR BT 2B EZ, 3F
BIT8%HTLA. 1FEDHEEN40AIZT1 AL
HVWTTLSL, IEBIZTIEE LN EEDLREL
2. BIILTOL DK B2 i, u—3n
BEROT S v —id, [TEREZEHI % SEROE
2 REENEV]EH > THBE LS ZETY,
FhEBICLATRRH#ZLE L.

2. BREEOKL

BEBOELIZAA,, WAVWABDETH, 7

EEXPORFL BREELLEN] &S5 ET
Li?., 77 REeEELIFELTRELTL
FH7-6, BBORRIBEKEELVET. AL
ZETTA, TOMBHNIZ—RERL D BBBED
HFREEITRBIDRTVOTT., LLrEHAL
WZEIZZDERERWVIZR DN B Z LHAPhnoD
TT. RESBEMRZI D FTHSHKNHDOMA
UREBETYT. LRAOEKDOERDIFEIZIIE
EAEAOBESITSICHD, EREREL
T, BHICHFOLEBEERVA»NIZD LT,
LZAN,RBELE ST REBELZ-LEVSE

SREEREZIELEHDEVA, LLLBERT
REFICEABRSEIDRTVEESRSDET. T4
DHEATIL - TI5ALVFEFBEENS Z L TIRR
LS DRINBELEEONBIRFHPOX &
YA, TLEEBIATHRELTY, BLAEDRE
HIZBH SO TY. WAL SR CHREE S
BEAEVHFREICEMICBBEIAILE D
oy, k356870 - T34V FIdRk
M UZWERTY (Table1).

BBMERE LEBREBIRLLET. 66FFL
BiDdBBEBRT, BlIRIOFEHETT. WNHEEL
AT 5 MR HESERSZ LB -THD F
U7, EEE S ITHER TEEHA. BREELT
ZDBERIZPINIZE 5O THAIRERIZEML 7=
FHY EOBRTRIFESHBALADTY. 20
WEROPIZIZE D F I =B KERPKIRENA- T

Table 1 BEROH & XA

1, B CTHERJENOIZHEBIEZOL2AIFEB S0,

FRRBRICIBWT
E—EEs, MRETIIMPREIHKS.
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FZT, FOHEIIOWTEIFLLE Y. ik
NATFITREL, =TI TRAEH»E&EZLFL
7. PK&», PDEAQC EWVS K DETIC, FHE
WCREL, HILEEZMS. beroidMBLE i
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HEAREILTLIVELE BRELTUI—4
FRICRR LU THIE R E L 23t/ e LT
FTEuw, ARV EVEAROBRSRREDTT
2, ARHEDIBFERMLTCFED LS, EE

Fig. 4 BBICHEI 2 RRBORL—WFICHEZR-ES

EONBIIBEERBEORL . BIUVBRLBOREZFEBO IRV ENN—T-FRFEA T
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LCHEREL  BSEICHA LR, 2FEBII0T7 Y I o BHEBELS L CRFEICIS
FFig. 5ICTFRT A9 2L AA—FORSE, EBEI~L, N—a—-FLHBATS. FEKRTH,
BHE»5 2TV FESLTREICEDITTS.

(P WGP : EEPRIEE 38 (3) 71-725, 2007 & O 5IH)
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Global clinical trials in Korea

Min Soo Park

Clinical Trials Center, Yonsei University
Health System, Seoul, Korea

Gradually over the past 10-20 years, worldwide pharmaceutical companies have been experiencing
difficulties in new drug development. The number of new drugs that are successfully developed is decreasing
while the cost is rapidly rising and the process, especially in the stages of clinical development, is protracted.
This situation drove the pharmaceutical companies to search for new strategies. One of the most evident
changes is the shift in the clinical trials sites. The sites of clinical development have been increasingly
redirected from core countries, namely, US, Europe and Japan, to non-core countries, such as Eastern
Europe, Latin America, Australia, and Asia. These non-core countries have rapidly established themselves
in terms of the basic requirements, such as infrastructure, personnel, and technology, to satisfy
pharmaceutical industry for drug development; that is, they have acquired mainly the competitiveness in
cost and speed of development, provided that minimum acceptable quality can be delivered.

However, there are other major factors to be considered when the big pharma'’s select the sites or
countries where they decide to conduct clinical trials. There are three main aspects; namely, market
potential, such as population, economic size and growth rate, health care system, etc., regulatory
environment, such as intellectual property rights issue, market authorization, price, reimbursement policies,
government policy and support for R&D, and infrastructure for R&D such as man-power, education system,
investment on research, sources of fund, facilities of research institutes and hospitals, and IT, communication
and other social level of infrastructure.

Quite recently, only since 2002, Korea has emerged as one of the popular countries to the big pharma’s to
perform global clinical trials. Does Korea satisfy these criteria mentioned above for selection of sites for
global drug development? Maybe not in every aspect. Among those mentioned previously, there are a
number of aspects that can be called obstacles. Population, economic size, and market share (1.6% in
2004) in pharmaceutical business may be too small to be considered influential. There are still problems
in terms of intellectual property rights (IPR), market authorization, pricing and reimbursement processes.
Insufficient man-power and limited investment on research also render unfavorable assessments for a
candidate site.

However, as one of the newspaper articles described, ‘multinational pharma'’s are drooling over
Korean clinical trial market.” In fact, the number of multinational global clinical trials sponsored by
multinational pharmaceutical companies is increasing rapidly. It was only 5 in 2000 when Korea first entered
in global trials. The number increased to 17 in 2002. And in 2006, there were 95 multinational clinical trials
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approved by the Korea Food and Drug Administration (KFDA), which surpassed the number of domestic
trials. The reasons for the big pharma’s interest in Korea may be summarized by the account given by a
CEO of one of the biggest multinational pharma’s, who visited Korea in 2006, described in the interview
the global competitiveness of Korea based on the following analyses. Korea has competitiveness in speed,
quality, and efficiency in clinical development; that is, high patient recruitment rate, low data collection
failure rate, zero percentage of sites with recruitment failure, and high quality of medical staff. Korea has
been participating in global trials as a diligent, hard-working, and enthusiastic member. Quite rapidly Korea
has proved to the world of its capabilities and potentials. There has been a rapid increase in the number of
investigators (8-9 within 2-3 years) who were named the principal investigators of global trials. They are
recognized as the opinion leaders in the academic fields as well as the capable and experienced investigators
who can coordinate and moderate the multinational sites in global trials. Despite being a late starter and
with such obstacles that are listed above, Korea has become one of the most attractive sites for global
clinical trials.

But what is the main driving force behind the changes of Korea? Concerted efforts by government,
academia, and industry may be the right answer. Korean government has recently recognized
pharmaceutical industry as one of the national core strategic growth engine and decided to boost the
pharmaceutical industry to make it the 7th in the world by the year 2015. Among many items the clinical
trials in the new drug development was considered as high value-added knowledge-based industry and one
of the key areas to invest and support to achieve the goal. The Korean Ministry of Health and Welfare
(MOHW), after a few years of investigation into the current problems and preparation, launched “Public
Health and Medical Technology Infrastructure Development Plan” in 2004 to support “Regional Clinical
Trials Center (CTC) Project” with 82 billion won fund over 10 years to come. The goal is to establish
CTCs that are capable of performing, inviting, and coordinating multinational studies of international level.
For this purpose, the following aspects are supported: the hardware, such as space, facilities, and equipments,
and the software, such as personnel development (recruitment of experts, training and education of
professionals), development of operating systems, and development of critical path research technologies.
Currently there are 9 government-designated centers nationwide (Yonsei University Health System, Seoul
National University Hospital, Asan Medical Center, Catholic Medical Center, Ajou University Hospital,
Kyungbuk National University Hospital, Inje University Busan Paik Hospital, Chonbuk National University
Hospital, and Chonnam National University Hospital). MOHW has also begun to work in detail and set
aside funds for the Clinical Trial Technology and Expert Development Plan for personnel and technology
development. At the same time KFDA has tried to make changes in the regulatory aspects. KGCP was
totally revised according to ICH-GCP in 2001. Bridging concept was adopted in 2001. Review of
Investigational New Drug (IND) application process was separated from New Drug Application (NDA) in
2002. Fast track review system was adopted in 2003. KGMP guidelines were upgraded to accommodate
international standards of ICH in 2005. KFDA reinforced the quality improvement of IRB operations by
standardizing guidelines concerning establishment and operation of IRB, improving expertise of members,
and utilization of joint or common IRB. Currently the review process at the KFDA takes in average about
30 working days from submission to approval. And it can also be accompanied by simultaneous review by
institutional IRB’s. Investigative sites in Korea are accredited by the KFDA to assure the quality of the
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