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Abstract — Consultation program for pharmaceutical development is a new system in which pharmaceutical companies
meet and discuss scientific and/or regulatory issues with drug regulatory authority in the research process and before sub-
mitting new drug applications. This program helps pharmaceutical companies reduce uncertainties in the research and
development and increase the possibilities of getting drug marketing approval. Developed countries such as US, EU, and
Japan have implemented various forms of pre-submission meetings or consultation programs since the mid-1990s. The rapid
development of technology in pharmaceutical R&D increases the importance of communication between drug development
companies and drug regulatory authority in Korea, too. In designing the consultation program, it is desirable to focus on the
stages of clinical trials which take the longest period of time and the biggest amount of money in the pharmaceutical R&D
process. We suggested that results or recommendations by drug regulatory authorities in pre-submission meetings or con-
sultations be formally documented and considered in review process. Explicit scientific reasons are required for changing

the results from consultations.
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o} webA] AR EAEE Aok AzlTolet & 5= Qs vlwa
U, BV AxAoz =] gt
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57t #AF 02 AIE| =], o] F sdrttt AlRe] A& o7
S A= @A Al Al o 1997 FDAE 9
O 7RI AL RRAEE T 547 A AFAI7)7] $st
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HE Ao Hxo| SR ookE 37MI%Akel FDAZMS] 319
H2E T7 3 ARAEAIEE AAEI8ITE = 19974 'FDA
s (FDA Modernization Act)S Al7]Z FDAE 1 98
THA oA <obE At 5ol X goR MstA ==d], o]
213t H3lE ARIAIEAIRS] A2} dudEsict. 2000 FDA
= F7RIAA 2 o 2okl tisk AR Zlo|dAE
sl ATLYS v S5 olg 2ol w=e] 9
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2 Aokt x|ge) wigko 7 MATE FAIY EE B 2
o] kA Akt
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EA A8 AZH7H(special protocol assessment, SPA)2] F 7}
2 FRath Zidode AR tARlE F8 =4 AR
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Fog 7R, 7Pg 11840] =2 3= AF 3|9=2A 3
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%
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olg} 22 At 3o} de] SPA: SJokE i Foll o]0
A B AGAEAM S} BAs] MERpt B8k e 7y
2] FHo] AE-S sk Wae] Aol SPA tido] HE Al
AYL (1) 55 2HEAE A, 2 HF A2 A
A, 3) AFd A8 AL Aol Ftz]ele] H2g Al
3 F8 % 3] (end-of phase 2 meeting)'A] =2 ¥ A A}
FDA ZHE HA7} Folste], Al@AIE ] A57F a3y H71e)
AL He Z9e]

SPAE AR} Al7|she 5783 AR tiste] /E =28
L FRP g Aol R A B 22 kel
AR Ak diidelld AlelEtt. FDACIME 54491 QA Y
ARl F= & ¥PAS(endpointyES AHESHA] A FDAZF
Aol AARE Ho] Qe A-gFold A o R = Y4
A8l 4 SPAS o] 8sk=S @astar 3lth. CDERS CBER
oM AL AIENA] A HA 90 o] SPAE A%
=S skl Jlom AJRINA] o]Felli= Addo] Brbssit

SPAS] AAA] A= A8 AE, AlE YRR, Al1Y &
A8 53, A5 F4o Bt 5% Al 23S U4 AL
ljof girt. T3 AAHRJA N AFelA FF AlFS] Ho]
FARIA % FDACK 4 &3HA AlAlsljof st AH o= SPA A
o] o]FojAH FDA AEFAS] HAxK= AAFE o] SPAS]
23325 wdsljol sith. CDEROAE Qe 4 3)8te] &
A, ek gl/SAeE o] Ayt Ao ZASt B,
CBEReX= HEHRS] Aol A3l s}, F-43kskc)a
dkE 739 FDAE 7hFst W] 213 RellA| giok sict. AE
ARl gt 87t i 213 F 459 oJuiell special protocol
letter®] SFENZ 217}l Al S5-It} A% A7} special protocol
letters ¥ ¥ CDERY CBERe] 3]215 233 ¢ A 3
°]2 #2]¥t}. CDER ¥ CBERCIM%E SPACIA afd=)#] &3t
TAE sidshes bl 23zke}e] 3127t 7 2 ol w
E A9 AL 3oE Q=S Agket & ok

SPA®} FHdato] A2kl FDA Alole] o]Fox] BE
o g2 v g MuoR HEsh 715s%=S FDA

, ¢
L 1
K

s el A sk lck AFHE ol deiA Alde &
A At B4 FAE UEATIAY 511 23S s
FDA7} &% & o, HF AL A AlE 25 A
slo] AlEE|7F A1 2] QbASE HET) o] Fo7] Fofl Wit

SPA ¥ EX3He 59 82 doREe Y - frENS B
7¥ehe dl B3R et 118HA Afalo] AjRo] g A= A
T & 5Hg B97t ofH HAE 4 QIth(Table IID).

QJobE AR SES E VMR 338 9FE TR
£ A2 % Hriddt. FDAY s7MIAL HEAES AE g0
FES VA= FR QRICEA I F AE A a8
FDA W7 SJAkAE, FDASE ABARE GALRAES 50, A
F37ks} BRste] 270 S golsle] ZAIE AgHoR
A3t} ALAdEe] At F AN Al F5 ¥ 39
(end of phase 2 meeting)'?} &7} A 3] 2] (pre-NDA/BLA
meeting)'S W3] AR-FTh AAZ A2 AP TR F 3]
(end of phase 2 meeting)s AAI$t 74-9-(52%) 1314 ¢S 7
Foll(29%) B3l A HA AE F7)0A AT W= H]Eo]

o E5?

QEZB)

U2 19979 5E] SJoRE ARINEAIER X EdEs YAt
A GAEZ AA)E1 o1 1999 HE]= oo AlkEo] )
H7HAPIARE S1g ARl A= AEARIAE Alwslist
th. 2004 37HIAFS 9gshs PMDAY} @EabaA] o] 717
of| 4] APAAES AAEkaL itk 2004 5¥olls A thE A
F5 AQAAAET A& EE 5 AR AE5H0R
shefj=] 3 Uk

APAIASES Oz} AR 2 Ui 4= 9lon o] gd
A HZAFTEA G AL, A=V7EA PSS, AR B A
H7kell ek roldFo] ik, o Fde thA] A gy 7t
oo R Uy, XSS ARIEAIRS] 71 $4lF
o wA ARAAAGA W 7]EF SR1AH et 218 F
off thallA] zk=e] H7tel w270 AAES St ol e} de
oPddelr = ME SAAHES g8l 52 AYARE 3
7¥eHA] kAl ¥kt S AAs), X3 o e Al
Fo R FEEo PRk AREEe PS4
sHAl W3gstr] fste] Abdel e FEE Felshe FHoltt
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® 98717] - AN A E]ekE| Pk AL H

D S AgaEAE =G 9e
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Table V- A& AoJorEe] A @dd 9 AURHE oJkEe] A% A Fde] dEulE o

5 Ay o
- X PGS Azl A A g37] Aol Aok sk BIUNAIH L] FFH - &
oJokE A1 A8 - A ’\Vﬁ of| A JHAl g B B=ke] STy
AAl A 4 - 8ol A AAlE A1 ’\]fﬁx}iﬂ o] 874

A58 AP By

A# A A e - BAolA Sk EHA o ol gak setule] 490 B
SJoRE 37] A2A “ A2 AR Aore) 9
A A A e - B O AL A A o] EFA]
S22 wgAas] Bl AAFH 8% By
SJorE A2A A1 S A3 Aol tzet - Ere] 147, Avtel FAA
ER ¥ A SumAgo)sle] & Bat ol A
- SAE S AR EAS By
ook FEuaA, AR1e0) 4
SR A arg - FANH A HE QAR T Ug
b ol gl CoJobE AB7E - ANALE 1% AR A2
oloHEAB 7} A AL S F LA A
Y TR _ AR 27 HE AAEARTE THEEA o
. “SEAAS 9l AAL) Aol BhE B9 A2AE ol 8419 fro
e i - AAZ7e] et olokgel siger, Fakeloel slgeher ol w
e ANT ARSNGB o] B
T _AERAEEANRAE AR AENA 0L EEoT Besh vy
y Sl BA0] olysele FEAY) W7t
SHE R CNEE A7) ern ot
s “HRE AN 8 Aaw 47
fAerE Axpde SAGAZ Bt e AR BF
(Table IV). S QAR Bl ks Wt APAL A AR
SJekEY] APAE § AR 347}011 PR QTS ARG W A AL PINE SR ol k. el ol
Ask Eru ojS AEsiEo] SoErh QANE WAME T oRE ABSHTEYNY 5 AT, QIokE Qg ook
s AV AR A A A, ) A AR WA, A 5 SRk sl Bae 7 SRS NSl e
7] A2 A1 A A A, A2 AR TR F A e Zt5o] ZAletar itk(Table V).
A% A Aol 91T, SloRE AL - A atel ANsE  XBARL waAl sk ol AR WA A, AN
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Do) SRS el Atk olokE APPe FRE A
SRYEE A7 139 800R1CIOHE BAPFRIN A 6,011,500
AEIHE A2F N FE F bl ol=7171 vk chesl
o, QYA BAY ABYE NS Tk R SR
WL Ytk o] FFEE SYPPEIQl PMDAY) F3 54
fo2 A gt

glo] AW AHAE 49 37 Al ARE A2
1, A%E ARE PMDAIA HEsto] AL A%} Gulo]
S3¥}, olefd ALAEAL F thmAdo) o] Folx |, AlEH
AR5} A1F AN 7P Sl 2Aske] Fea19Ae PMDA
SR W o ndsn WeAl g ol ALk ¢
7 o)k,

A B8 Fole 1 A%E 71kl PMDAIA 24
SHAL AFRARAE 1 S 1% 7 0w Alguet,
g 712 G5 lobE SRR B AR AR 5
ik,

APILS Folo] dokE Mol AR S HIAG T
A @ =oleta 2ol Pztelel wek AAg oJobE )
o] ofojx|n] AR o2 ARl WA IRIe] BEEe
297k gk, Tel ATt A9 GA) 26 A g
R NS B BF, ABYGS Whthe AMIe R oo}
F AW 5200] 494 & ohith AkgEe] th# PMDA
o B, AFY Azl 2AN AR A4 Aol 3

Table VI- Q&9 A34d ¢kg 7149

&2 FFolA o]Fofzl o, o]F AlFA LR x4} 1}
8H4 F50] 2R Sofl webd 7 elgAdell tigh sidle w5
Nt

ARG wlld 2007 o3 o] FoX] &= o, Aokt
Bl 7H FRog dAlEt & & e A AF A A
B2 7] A2 AE A A A, A3 AE FR T A
el A47F 71 wti(Table VI).

20041 PMDA7} A=A Abdehe] gdzzlo] ookE
S7HARA I B3 o1F, WIAIE ARl tid o=
17t e FrRes B7eta 34 SR olol wel
2005 7EHE] AR A1F el tisl] Fael wet g
9] AEHE WE AFEAo] ==, dEEe] U=
7} PIAEOR AL Aok Foll disir] XS Fojsta
Act. o]} T 2 ool g3l YRAME ALY ES
214:3) A8 % YT $A 7)8o)x Stk

EU®

EU9] 2JoRE AP 95717 (European Medicines
Agency, EMEA)7} H51%l 199535€] AAE ), APdA S
Haty - SEA W8S AR she '8 dH(scientific
advice, SA)' 2 'AlElA AF(protocol assistance, PA)¥} &7}t
Aol #AF YES FHOZ = FH/H A Ad(pre-
submission meeting, PSM)'© 2 T-2-¥tH(Table VID).

7 20000 2001 2002¢ 20039 20049 20059 2006\ A7) *
A7) 241 246 223 269 162 215 164
FENS = - - - 1 2 13
A1 A8 FRA] A Al 78 64 81 81 25 42 39
A7) A2 AlE A A A ) ) i 29 3 2 1
F71 A2 A1 A A g 49 47 26
A2 A8 Fg F A 70 50 42 42 21 33 30
&7 A Aet 37 46 34 33 25 41 23
NP7} - ANAL DG E AZdS - 2 1 . - 2 3
ANF7Y - AL AGAE FEA G - - - - - = =
SEZ) A}k - 1 2 4 2 5 4
QFA A AFer 2 2 - 6 5 5 2
e~ 54 81 63 81 31 31 21
AETHFTINE 5 4 - - - - - 3 2
AZ7E AT 3 = - - = - 2 -
#2006 AFAE = A7) o AF(FEEAF)E 20061 992 A Ao A,

Table VII - EU9| 9|oFE APAAEAE #3

5 s 3 (scientific advice)/Al €4 A2 (protocol assistance)

31744173 2“3 (pre-submission meeting)

Atz EMEA 87133t 78
=2 ek A

AR AL, 7RI T, STl ¥ A8F FUA 5 R AAEA 7hs

We  SobE e wekA/sE A g

s58 Qg

EMEA 8|7}1% o8 2}

7M1 M Evlel =&

8171178 Hd 704 o)A ¥ S A7
S17HY B 1, BREA}, A8 =3
e
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SA= EMEA®] 317F0% o3 #AIRe] AAe &= . 9
o ML) o AN T Aol 7Fssith 18a 8t
S4Ee] 553 FHE PAVE EER *9EEY o3 3
SjepFo R e QoRET A A% tiide] "t SAS PA
= BF 7R Svlnckes oofE e JtAsk] 23S 93
3o, A AFS AT e A, kA, aEE
oflzt B4 AlFel #A=A] ¢k Hoh FE s ek AR
oN7kA] o] 7hssltt. oledst g W82 54dol met SA9)
PA= EMEA UF9] tstAld ARl shaald 4599
3] (scientific advice working party, SAWP)7} ©d3it}h. SAWP
© AYY ¢4, FEFHE, X528, FAE 5 Ukt 2o}
o A7k T3 18] o3 2572 jeR o]FolA
Ut EMEACIM= SAS =271 S715tell whe} SAWP 919
Sdigith. EMEAE F47]olu 3l ek NSl A
SAS} PAE BEE =sta ok 53] 5§ AFSEA A
2 AsAO|AY B8] Qe AFS SAE UEE A
2 3tk SAE W) fleiAE RS AESior shedl
= Abd Rolol| wlek 24 174005204 H 1 69,6005-=7F
A v 28 ot 2y T4 thisiAE Bl82] 90%
£ A9siFa gloH, g Ui E vle-S sl
th SAE 2004 7773914 20053 1357, 20063 19371 0% i
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