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Abstract

This article critically evaluates Korea's current mandatory, time-based clinical trial education system
in light of the rapidly changing global clinical trial landscape and international best practices. It
identifies key limitations and proposes a strategic shift towards a Competency-Based Education (CBE)
model to enhance the quality, safety, and national competitiveness of clinical trials. By analyzing the
new competencies required by technological innovations such as Decentralized Clinical Trials (DCTs)
and Artificial Intelligence (AI), as well as the latest ICH GCP E6(R3) guideline, and by comparing
Korea's system with the educational frameworks of the United States, United Kingdom, and
European Union, this article diagnoses the shortcomings of the current system, including its rigidity,
emphasis on compliance over competence, and misalignment with global trends. As a solution, the
article explains the necessity of adopting a CBE model and offers specific policy directions based on
the internationally recognized Joint Task Force (JTF) for Clinical Trial Competency framework. The
proposals presented here aim to improve the quality of clinical trials in Korea, enhance participant
safety, and ultimately contribute to building an ethical, efficient, and globally competitive clinical trial
ecosystem.

Keywords: clinical trials; good clinical practice (GCP); JTF core competency framework; artificial
intelligence (AI); cecentralized clinical trials (DCTs); competency-based education (CBE)
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1. AR B2l X EOior M2 HEel 52

WA AL MEL o=t o=7|e /Hde] 442l g0l Agt, 1 3L JAT
22 A} AFRAAY] QP k= 27t 9o o]FojAof girt. 23k AAHAE F U
9] Bl &E A QA A} i 7317 W 22 o T2 GAks A AFollA QI &
A B350 A F2/8S ZAUA7]= A7I7E QU ol=gk §H oAl AlFgE HEH
23 ZY1947)[11& Aoz A7) AA(19649 Hx AE 5 24 7174 9 20243 F
A 7R 2]3 BEE H1A(1979)B] 6= Bl A7 24 2%, A8 B, AR
o]9] £-4, o9 Yz o] FAH R FEE= A &7 FHOE St 55 &
7] A0 AR o]ejo] ALF]9 o]QJHtt A} SAsfoF T BAIsHY, A 7 5
A9l 2+ 87 7RI 2]. o] et +84 Evi= AAAIHo] TR 2ekA Bl Bt of
Yl =2 893 71 oA 8= ojof 3k es] gkt 12| o] & Adsy] gt H
4l 84 Bk AAE 2 A7 ol A7) A A1239-2 "X L= 5t
= g} At At &4, Ik nsd THS W AAA S 2 ARto] f23)stofof
St} "3 gAeRAL QUTH2]. <A sHHAIE 2] 8] (Council for International Organizations
of Medical Sciences, CIOMS) 7to] E2}Q1 HA| GAIE AL F 3] (Institutional Review
Board, IRB) 993} A|@At0l| gt w5 9 £ 5842 x5t ol&gt &84 8+
E FHRSITHY]. &, QA SARE ©9] 7164 AAE SYcke A2 gol, A9
A oA 2 d2e WASsk Al A e, oFd, BAE FeACE B
T Sl GBS Z5oofF gttt oA e 2 Qb TRt HE[5] 2 AR (6]
A34x40l wet AFHAYG) T 1S E= DYAE SAR 15 o]57} o F3tEof 9lom,
o= 84 £3 54 FH F/S vhdeth. 1=y 28T 2 A A2 Tes| A
o, B AJgollA &84 DeviE AAJsHAL SHE

L o

U

ol
ol

4 A4S ISR RS B )

5 Qs AAAQ ST HES BT Hebi TS A2 oleid Zo] Y 2
2 9L I 4 UZE A olo} 5o, ol B WY PAo] FE3| BHRT Uk
A) 449 o] Wagh Heolt, dAbA LEH A o] B 22 Age) &
A, QAAY AEA FHE 918 TG AAT0] Bt 4] AR Yol A gl
49 522 BAHo} Ahrhs G914 S Hofaitt

(o]
Al QF-E= Il EA Q] AThS E4I6kaL uH7). IA Q] vl EE5HE A I
dof A Hlofu, B& E4tetal thaske i Holal itk E5] A, Hdt HiolQ ofek
#(advanced therapy medicinal products, ATMPs)¥} 22 41291 A7 o] 542
BAIE A% 389 BERAS SHAIZIAL Qlon, AR SARt A= gt A
S 2214 iAo gt olsiet A8 5 H= 83ttt KONECTI719] W=, k= W o
A 591 A4 A &AR1 F7h= ol=et A 1] tiet =8 St A4 3 ¥
9] R4S BAol A7IEh FA A2 dol dARY A Sp4S FHot, AIY



0123 - o= YEAE @49 M1 S2E SFNM| 4| At oA H A 7| W Y et

ARk bt HEE AR Hosy] flsiAle AAACl RSl S AAH
= &% A7t Yol B5Aoltt. o]2fRt HgtE FEoke 4 59 A A &89
23}, 71 g4, 22 HER Ao s okt 4= Sltk. AA, A 9 gk A
Al S PR et FA| QJoFEFAI 28 ¥ 3] (International
Council for Harmonisation of Technical Requirements for Pharmaceuticals for
Human Use, ICH)9] YAMAI31T#E]7]Z&(good clinical practice, GCP) 7to] =g}l 7§A %
1 ICH GCP E6(R3)8l= &4 42 Fradstal g 7|Hte] A 4 =3 Az
229 #F0= 2451 k. FHASKHEuropean Union, EU)S 20259 19 3145

AAAIE +3(clinical trials regulation, CTR) No 536/2014[915 Aot FAAIE F
B A A"(clinical trials information system, CTIS)[10]& 2022 14 31<¥ A|d)s}o] 2
2Rl YUY 52 Soto] ©d A1 2 B7F A A" ZEAA T F9E FA6 Uk 9l
o @ GA] AT TS| 20259 49 HAISEE 0] 20269 & 9 A|FS HIHE SF
= A i8S B B84, A SAA, 9 vlEAE xRSt 1A 718 AAE
sfstal QUEH11]. olEet A #ste ©es] =R 112 SA5kHs AL dol, 7419 7]
£ A& olsfetal AA| AIAE B fdsHA F8T & Qe 58S 8t B4,
7€ g4 AN E Y digthdS v Qi) BAME %I/EJ‘/\]%J(decentrahzed clinical
trials, DCTs)}= AR 7o HOAdS =o0lal 2|4 FH S sjaT g S 7HAA|
Tt 97 2YHF, AREY(eConsent), Hol#E 717] 5 YA€ A7 7|<(digital health
technologies, DHTs) & 58, 92 dolg ¥ 9 Hel 2L E7F AlAH % 5 ¢
Fst 714 IFS A F SHH12,13]. AT A S(artificial intelligence, AT} 7] A|s+H5
(machine learning, ML) A8 A7 HA3}, ARAAAF 2 583} dojg B4 253}
T YA AHe] 884 Y AAEE AYARE ol arE o E85t7] flsiM=
Al 2B ZA], Hlol8 &4 59, Al 2320 tieh vjwtd 57} 58, &34 1ejARte] tigt
olgfl o] gFHETH14]. AA, HHEH AT JA| 523 W3} Foltt. ICH GCP E6(R3)
oA gL Zx= 9 7|4 ALH(risk-based approach, RBA) T+ 98 7|4t =4 &
2)(risk-based quality management, RBQM)= =& Ao 53 =& FJot= o
Al AR bR Hlole AlE o] 8% P2 vXl= B A 8 (critical-to-
quality factors)S AJEsta T YL APH] Hrlsto] AHYS AEdhs HAlo|t}15].
ol= AREA A sfido] obd AFA oA A W E a5, SAANA AF Bt &
2] Ak 4, dlolE £4 7|5t BUE Y 5 129 £44 Afaet Z4 did 582 8%t
tH14]. E3 31 5414 (patient centricity)= A8 AARE A3 30714 A 240 4
A AATdAe] Ao o dE Wgsks A HACE, JAaE T, o4 Y, TS
A ko] 875 ool HHdoh= 582 BRE STH11). ol #A4], 71&, | ‘%5%9]
3291 Hsk= A SARA AEA Q1 GCP X]’“ 552 HOV* TR ARl =
A3E 875 Tes] Ao AR UEE A

EL 7]& && 59, Hold 7Iut gaEd 5,
C‘)l_OJ/\}_/J\_%I;Ll o] E:]Eo]ul/\;(%og 5]

HH O
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o T} A A 2H Al o] H|So] 2= &
3 T AYAIY K AE HWAH O Frlelal, 8 MAES A, AFAI-
4, b 4 =7t AAY A5kE et A s A o2 A 9% 7|9k WS (competency-
based education, CBE) R@29] A& AQtst= t it} o] & 9o & =572 o= &
< 12E AEnh WA, 17 1LolAe EAE 1S53 B E 34 532 ASHeE &
Mgt} 59, M2 22 EF 0= A7 1 gl= ICH GCP E6(R3)Y] A4 A2 8+
AR} AFAI8] A EIL DCTs, AL Blol8 25t 5 7]& o] AAIE H7tolA 8+
O}L NE2L dF=Z TAZHE =9 0}‘:} O]a* =24 A4 4 79 ¥sh} of o]
5 AAF] #H3} =00 TRl AR x70] HEeAlE HE0] staAt itk 1172 2.0014
% J‘—?«] AP AL 715 QR APAIE 5 AIAR EAE A6, vl I, EU 5
F250] WS T AYA} Blw BAS B e AlARe ATHE A9 EAE Thet
Sttt o] & v o2 A Ao Ay} oFlE Adety, £ 2 2d £& 9 A ¥
o] Axpel AES A QA EAZTE 9] 3.04= A AARY AE S5 1]
PR FZE QN AR FAE YT titozA CBE 28 =Y9] ehgAS =9Jgtc}. CBEQ] A
iy} A AYstyl, LA F 02 Q= JTF A I=F Y YL F(joint task force for
clinical trial competency)E Z-&3%t CBE A4 B2 AAI5tH, CBE £ A] A== =
A ALt 5 M FAgTE 149 4.0/ B4 23 e g A 1
A AR HPAS I3t A Q1 A A A2 AAIRH. =7 3 A% T A=A 75, CBE
T9 dAA 9], S 4 T AL AL ol HAR FE E A I A3} A&
A A N 23 24 % 52 =R ”}Z]”}—E 7oA A+t 23E 29Fstal
CBE Agk9] " o/d& A &b, AlRbe B9 oojet 7|t avtE =otH 282 Ue
o 2 At 2 A IS AIARIS] A4S ARA 0 & st vl W ek
AR ZH, Skt AGAIT Y AR Fd 22 FAE Z3tol| 7]ofstait gich

=

0

h

O

1. 3| S Al 24l 7= wH
1) ICH GCP E6(R3): Z&! SAl, /3 7|4t Mo 0| Mt

ICHY GCP 7to|ERl2 A AlA A 39 720 = 7|53t T /134
ICH GCP E6(R3)& 7| R2 B{&o| Hlo] AGAIH 249 WshE st F83t Heict
o AghE AAISHL glon, ol A SARE A5 SR AARE Alggith ICH
GCP E6(R3)I81= 20254 1Y 6Y HZ DA (Step 4ol Z2=1oH, 4] 93], Annex 1,
Annex 2= F4E ool A AlA A1 o] 71&3kd Adolth. ICH GCP E6(R3)2] &
AL Aol AR} FA41Z Q1 oA Hlojuy, 4 (quality), A 718 H(risk-based
approach), 7181 H|FA(proportionality) Jx5h= Gdst1 2329 | YdYaz
9] Hgho|t}. o]= ICH GCP E8RDI16]o1A AAH F& £} 24, dHAIE &40l 58



012 - ot YYAE R M S22 SHNML A ZAtofis 3 A2 7|8 ne TQ) 3ot

St 9 A(critical-to-quality factors) A/, 918 7|8t A9 28 59 /S FAISeE A
o|t}. ICH GCP E6(R3)= %“%“\PLJ *474] 8, BUEH, B 5 A 3Fgo) 24 o|=gt
9 X8 AL gisln B ER/dS wsta AR Qe Anel A=Ay
L 5 ?ﬂ e ]":} o2]gt Hal= YA SAFAIOIA ©<es] 4
7k QAR B0 A AAS A-&5tal wdtlhs 58

85, o= WS A|AFI0] A4 M do B Ataet £A4] s 58 Fgol 23
= S3oF 9k AAKRITE.

(1) ICH GCP E6(R3)Q| =2 HZ Afatt WX &to|

ICH GCP E6(R3)[8]9] 8 W73 A w52 goj= vt 2o 34, A4
(qualifications and training) 22 ICH GCP E6(R3)= AlEAF © YAAIS i 2]
“-(education), E¥(training), 7 F(experience)S Sl A4F-E zH5=0fof 5}, o]
Aol gt SH(evidence)g AlAIoF ghhal HAISIT) o]= T<=g] —T:;. 3 *]7}4 a
ojFFth= THAE o, AA AF o a3t IdFE ZFUSEZ A5
|3t} 53], 9UE A5 3] 283 AIAE B 79 %ﬂ"éo] ZFREH, o]
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deF 7|4k WS(CBE) 299 WAL FstA AARIH17
E'J(RBQM) 2 8]#4(proportionality) ©.Z ICH GCP E6(R3)= %ucm
E40]| %83%Hcritical-to-quality) 84F A¥s}1, ol th3l Y-S H7}s)
;Ho}jl_ 93] 7|H NS 223t 212 Wil QI si} o] AlS %
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o,
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A F4 R 7‘*94:5 ofnlsi, W H A} £5E dold By 4342 8

151 wEbA we2 5] RBQMO| 7idE Aok o AR ¢4, A 91
o, 9 st x*‘j’k 4 2 A, A5A 2YEY 2 /A Sl oigk Ad
Igtefof gttt of= AH 718E 85, AlEEold & AAHR WS HHES] &
A& A7Igtct AR, dlolg F2/4 9 Ay A(data integrity and governance
— ALCOA+) /' 2.2 ICH GCP E6(R3)= EloI8 #2]9 $84< 7F=3IH, 7]& ALCOA
YA (HEA attributable, =4 legible, 5414 contemporaneous, ¥WEA4 original,
&4 accurate)©l| %L*é(comp ete), & (consistent), &4 (enduring), 7H&4
(available)& F73 ALCOA+ Q&S AASHCHSE]. E5] HAF A AH &8 Z71of wet 7
AL FA(audit trail)] 8797 thggt Hlole &4 Ayt A% oy F2/4 ZH Het
o] ZZETHS8,18]. W52 of2|gt S Y2|of thel o|sfiigt ofy g}, XA} 75 T A
AH19] SHRE ARGH, AL 24 A E I, TSt HlolE 199 4 e Wk 5 AE4
Ql dloje] ] A etol 22 S0k gk WA, 7% S3Htechnology integration)
92 ICH GCP E6(R3)= AAIE AAY 39 G&4= +ol7] s FAAI AR
71e &S YAZ o R A3ttt A4 A (adaptive design), HAFE YAAIT(DCT)
T} o 2L A3 A Eat ofug} X4X]-5-4(eConsent) A4 RUEH, dgAg 147 7
%(digital health technologies) 52| A17]& -85 Z|[HL3I}8]. ol+= T 7|&9] A5
(validation) A}, A £5= SollA Y] ZHEE AR, B dlolE He] 2 il BE BS
Bt 5ol thet AAIA Rl w-5-9] RS A7|3FtH8,19]. W5 T2 of2j3tk 41719
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Hjot AA A8 A, B A 84 5= Eodote] SAMEC] 7 Hele| sapFoR
-3 = A== A Qfof s}, mpReto 2 H5kt QU (roles and responsibilities) 0.2
Al ICH GCP E6(R3)[8]= & AHsponsor)?] Z=(oversight) U7} A& (investigator)
9] iﬂ01(7(~]7<-1‘6‘]— _?401 ol 7]—5 _{ll;o]-)-—- EE]— Eﬂ@;ﬁ‘] 78]_,]0]—\:]— 3’;_:-_—6‘] /\]@X]-Jz_ _CHO] C])g_‘:r'_ ] I:H
S Aot A== Aok st Y1 AT W 9= A8k ofof gt WS- o gt T
ol

58] ojgl ofagst A9, 191 £A%E 90lo] a4 FEL, 7 APo] T2 7
2l 2Q] 4 Woke meksof g,

(2) ICH GCP E6(R3) =222 215t WKA|AHIO| 3}

ZEXHOZ, ICH GCP E6(R3)2] =92 A AlA A 43 w40 ZEAQ1 HstE
7HAE AolH, ol W& AlAH] Tt 2 F 83 AAES AA AR, 1A £59
Z70] Teo] FofRl AU A7HE w2 AoA A4S 7t 9 w8 4 A3 4
07 o]skal itk ICH GCP E6(R3)S] & 718 H(w]H1/d, 1F 715 5)2 189 +
2] 245 ol o, HmA At A4 85, A4 849 Higt 'SA 8= A
A A 589 BRAAS RG] wEbA Teo] A 18 WE-E = ol S

F 1§ AJAH2 ICH GCP E6(R3) 73] Z a3t 1%E FH535] FHAI71A] &
E4, ICH GCP E6(R3)Y] /854 0|32 Adstal 2[4lehe ws ZETI5Hof 27 9f
o RBQM, ALCOA+, Al71& &8 5 M2 N} 8 1ARNS whsto] 1S A4S A5
20 7 Ju|o]Edfjof sl T3] 7to] =gl o] W&(F-S)Eyt ofuet A A& W (g
Aol et Eo] A olr}(8,15,18]. A 7]t WS A5 7] o3t Hato] Uk
3 1& Zel =0 HrHES FAlsfjof 3 Felo] Slrt.

sk
a
)
i

2) 71% SAI0] 275K M2 2

A B9 Wstet o], /1% AL PP S PAT 7T e 20
o WahAZIE & 2 94 FEolth. 58] BAF YAABDCTY, AFASAD, 19
W4 dlold] Hote] FARS YPAF ARSI HEAQ AL ol AL 7|44,
44, B2 e 78 k.

T

(1) B2 UAA|&(decentralized clinical trials, DCTs)

AT WIAIE(DCT) WIAIE E5Y dF T AEE HAB3AU A+ 7]3 7
AR A, A e, o]F Ama)ol|A ot A4S ugttt12]. DCT= AIE
gAY AES =011l 7ol RS 29 BHEY fAES THAE JAAEE 7HAA|
g ASAY $3E YoiMe Ar"olA thedt 22 A2 gFol 84HTH12,13,18l.
71& SHZ(AAEleConsent]), AA}F A Bl Z3KePRO), Hlojd1E AlA 5 HA|
g A7 71<(DHTs) 9 9 Z31E &8 52[12] ¥4 4 e 2 Hof 71&(PE U&
[Televisit]), 3V 319] 5& B8 AHAQ &4 HUHTY, 15 9 &% 59), thdet &4
EHE Y folg I YT dAE 717] 2 EHENA BAEE= tlolE e 4, &
o 4 I 9 BS54 58), MEE EF 9 AIEE QokE I AAE TRl A
A4 QRS Hidolal HEohes EF AlAE 29 € ¥ 44 5 59), 74 2 &4
A 1A} o1 sE(Y4 9w B Aol A, diold Zato]uA] 9 EoH: u]=t FDAS]




0123 - o= YEAE @49 M1 S2E SFNM| 4| At oA H A 7| W Y et

Part 11 74 2], 94 59 20| @e)4 el 3 5 A28 74 @ 822 24 9

259, d79 L AYIR BN E ZRAA07]40] et ATY R 28
Bl S B S0 A8 35 5 )oIEk DCTo 9] 71 sl
At ohleh, QAIE 9 kel Weke aste, ol US| g E2HQl
ol m2 19 Aro] B0l 591, 188 Besl J1& ABUE Yo, L0512

A19] £ e, dlole} Ay 94, ATAQ LT HeF 52 Eok e

>,

b o m X

>|E M

LO_
é

1_

(2) QlZX|s(artificial intelligence, Al)

The2 AISAIS(AD 2 A5t Al% 7ASE (ML) 71e2 AT Y a7t
< =ol& o I4 o Wol FEHI Stk A= A A4 A o ndg 53
A7) A7, ARFATY7]Z(electronic health record, EHR) ¥4& &35t *]@W*J’
g 2y 919 dS 75 ZUE, Hlole &4 ARs3}, A4 241 A4 A1 5 T
oA 282 FAES HoEr14, 15 18]. o]t 7]+ aHARl =Yy} E8-2 99
Me AT JAFoA o3t 22 g=Fo] 8FETH14]. Al ZEHZAIAIY 7]& HE[7
Ak, AT 5D, 25 4 70”‘:14 SHA o] thet 71242 olsf), HlwA 7 9 vt 5
A} /et A= & 2d, B4 Z3h, 74 2919 E}E“* A4, AAH HY
(Bbias)& B|HA o R Brlolal, F iAo et B A &ste 58), A

D odl
- ek
o2 1> 19 ox

o

rlI

lol

A mgrs 7|4l EFIE AT ADESE G RS BT 85 271 9
o) ekt TAHQl AREELE)S FAsH: 2, Hole 7140 Al 2 ok 9

LEEELEDEE o]-aﬂ, Zo), ) 53, 24 QA Bl B A 2o BA
e: SloTe] B QIS B5 Aok Ah B Wel, FYA R Aok AT
A 7142 A8t %Eﬂ) Mg 57 5% 9 99 SeGlR AL I 570 BAEE
BI2A 43t ol Bestel BE U T2 $AIS ARAOR FYSH: $8) Fol 87
AERER B ER ESSIEAEE EEE)

==

)1‘514 0_1.4
;'

2|

]

puy

. Al BT A5 E7E Hol, QA1
She TEYR 758 4 k. weba B8-S Al 7]
@, ged, 23 5E)I AlY FHGE,

& A oI s, AL
sl QA Aol RS BEt

(3) LA CIOJE| Btato] R4t

opReto 2 Q4 Hlole ke FAFo 24 AAI-A HolH e it HR4do] 57
sho| whef, AEZ0l YA} dglolE & (clinical data management, CDM) &2 Ht}
A& o]31 A&l A} Hlo]g] JJrOL(c inical data science)2.2 Zg}star Qrh8,18]. &
o] HlolEE sk FEol= A2 dol, HlolH 9 55+ A3l Hlo|H 2 E 4
EE5tH, Hloje F8& ESste go] FRSA 1L Qirtk. ol gt Hst

—_

0 fe

o] 9t BHES
colel 24 B s SAGAL PE Aol A4S =7E F8stel 94 Hol

£ Aok, 11 A3kE siAste] Al A 9 YAREA ] 7]ofshe 5E), T 7]% el
%@ T (electronic data capture [EDC] A|2A®l, glo|Elgojsk3-A, 4 AT Eof[d:

R, Pythonl), A1Zt3} = 5 THefet Hloje ¥ 7j& 9 & &8 58), A *§°H—2r7] il
ghof] gk ofsh(Hlold e T WIAIE AARE SE7HA A Il thet ol 9=
olsf)), F-A{ 7t @Cﬁ YA Y, BA, IE FA 5 o2 FA% ¥ o s A5 g
goto] Hlofg B AIE 45t tlolE MEks FHtte 58) 59 932 87 Ao
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ok, 94 Hlo]e] ARIH o]4] Hlolele] el Yol Holele] 71 B 2AS 3

2 ook sml, 1% A olefet skl ojge] Wad $44, 7|47, WU 9% 43}
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(Association of Clinical Research Professionals, ACRP)Y} YAATFAE 3] (Society of
Clinical Research Associates, SOCRA)2} -2 I7F A& 7|0 A Al5ok= G 7|46t 2¢
A5 (certification) A=7} v sl Ach22,23]. o]t AHAZTS £ AT CRA,
CRC, PDoll 283 A4 7|&S B7lolH, 118 AlolA AE7tY] 93 d5ole 58
St A BT FEHh A3E5 AP ICH GCP 7ho| =8kl & 4] 3F G(of): JTF &
=22k FARE 671 Q[24])°ﬂ 79kst, et WS o]pE = A 97 HGE St
+ o 232 @& FDAE ICH E6(R3) &g 45kl 9lem, DCTs, AL, DHT 5 417
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E4E A5, ICH GCP ¢339 047—“115 70}9}&‘3}[11]. 4 jl_-% *]71}% Hyog
o) eet=Al= BESHA o, GCP &5 Besin, M2 I ZAA(:
combined review, Y& v]H A FD)ol st & 8 S st WS =97t _,_7\]] st} WL
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Table 1. Comparison of clinical trial education frameworks by major countries

United States United Kingdom European Union
Feature Korea (MFDS) (FDA/Professional Bodies) (MHRA/HRA) (EMA/CTR)
Requlatory basis MFDS Notices (e.g.: No. 2021- FDA Regulations (21 CFR)+  MHRA Regulations (2024 EU CTR (No 536/2014)+
9 y 100) ICH GCP reform)+ICH GCP ICH GCP
FDA emphasizes investigator GCP compliance is CTR/CTIS usage and

Training requirement

Training focus ethics

Revisions of MFDS notices
Distribution of Standardized
Training Program (2025)

Key trends/
reforms

Fulfilled by completing
mandatory training. No
separate nationally accredited

Role of certification

certification

Main supervisory bodies MFDS

Mandatory (time based)

Focus on compliance, basic GCP,

responsibility; no specific
time/course is mandated.
Required by institutions/
employers or to prove
professionalism.

mandatory. Specific time regulation compliance
requirement is unclear. Need are mandatory. Training
to adapt to new regulations/ for system adaptation is
processes essential

Efficiency, patient centricity,
risk proportionality,
transparency, GCP
application

2024/2025 Major regulatory
Adoption of ICH GCP E6(R3), reform (efficiency, patient
guidelines for DCT/AI/DHT  centricity, integrated review,
risk proportionality)

Competency proof, GCP
application, specialized
areas

Harmonization,
transparency, CTIS usage,
GCP application

Full implementation of CTR
(2025), mandatory CTIS
usage

Professional certifications
exist but are not as
dominant as in the USA.
Emphasis on public training
(e.g., NIHR)

Important (e.g., ACRP/
SOCRA).Used as a
competency indicator in the
market

Varies by country. CTR itself
emphasizes regulation
compliance and system
usage over certification.

EMA (coordination),
individual member state
regulatory authorities and
ethics committees

FDA, Institutional IRB,
(regarding certification)
ACRP/SOCRA

MHRA, HRA (ethics)

MFDS: Ministry of Food and Drug Safety; FDA: U.S. Food and Drug Administration; CTR: clinical trials regulation; CTIS: clinical trials information
system; MHRA: Medicines and Healthcare products Regulatory Agency; HRA: Health Research Authority; DCT: decentralized clinical trials; Al: artificial
intelligence; DHTs: digital health technologies: ACRP: Association of Clinical Research Professionals; SOCRA: Society of Clinical Research Associates;
NIHR: National Institute for Health and Care Research; EU: European Union; ICH: International Council for Harmonisation of Technical Requirements for
Pharmaceuticals for Human Use; IRB: Institutional Review Board; GCP: good clinical practice.
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A Aol T2 AEAQ Z2AA D AAR A
go] 229 3ol Uyt Hisleljof & /S AARRITE Teo]



0123 - o= YEAE @49 M1 S2E SFNM| 4| At oA H A 7| W Y et
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3) =2l M M=l oAt S 2 Y HEMO| AR}

9] AY AIZE 715 o F WS AIATLE A FSARAIA 7124 Q1 GCP 2 &9 A
Al AlBokal, W5 olg R E Hefol= ) Slo] 44 2o AAE= Alsdtte A3
< 7211 ]*‘E E35] 4t Q189 71241 4] ofsi=F =ol+= Hl 7191 4= k. 11
2y FRiste 228 AN ST =4 B39 X3to] H|Fo] & o, dY AL o

=1 22 ‘1‘9}0} ALt AE Bt AA, A (rigidity)olth. 7MY L2221 A=

AZE 719E A AA1 AR Aol FAE AlTRE AS= Zo] 1& 0|59 7)ol HE
=, 5AY A A4, A, B £k 5 JIQIARE 1Bt offtt. o] o|v] ZEt A
Aloju AelS 2k AYAoAl= B2 RS A 4RV E 4= Q1A HE 54 9] of
ok 415 ool B 8%t SRt Al SRS AITRE AlSSHA £ 4= v Z2AH 08 ws
9] A&7 3ol A5k 4= Qith. CBE Bdo| Fxshe oA 49 Fek ok 7
2 A= ARZE EoH26,271. B, 8 5 %@.(Comphance vs. competence) 2.2

W59 o] 84 AITHE olgetal AlFE Bk, & 71 £5(compliance)ol S
A7) {eH26-28]. ol= SFAREC] AAl AF 3 ‘éﬁ%} A (competence)}= HAI3H
St7|Eohs, T ns ﬂ?*}ﬁok% SEA7IE bl WSSk Al 38 A (check-box)" E3}
E 24T 5 ok 7122 A4 55 7}*01' 4 Qo ICH GCP EG(R3)[6 7} QFsk=
A 719k Af2, v e, 24 312 58, 32 DCTsH Al 22 A7 | AA QA
o] Ao g HEolh= Y Z2 1AL IF ol AL %13 S Lo
< U&o] & GCP 14, &2, Hit 5 A4 Aol 24 A A& 59 vl v&
gk 7FsAdo] tH21]. A, 228 53] AX} 754 (gap with global trends) 0.2 F
8 AA==0] ICH E6(R3) 92 w2t 54, 99 719t A, 284 Zxstals,11],
DCTs, Al 5 A17]& ZSlo A4 0= tgoh= vHH[12,14], T=12] A7 7|9k AlARS
ol2|et ks YIHsHA HFgstal B Rt JFrS AAlo) /dst= o o8 F& & AUtk
[21]. 2QE w5 A7 2 wEA Halol= 7]ed A 250 Bagh Al A4t 7]
=2 WS B0 AE5H Tk AL A 5= ek UA, 1S F4 BFA (limited
quality assurance)2A] W5 A19FA X4 7|Ho| A RS ofal QAT A7 7138 7F
S U8, w5, 971 3] Sofl WAE IS 4= Slch21]. @AY B7F A A]4] 7]
A, L ZADTO 2= WS TR 510 AA|R S5AkY] A5F o] drft 71045t
E4], & 159 a7 (effectiveness)= A 0.2 ZHo1al HEo7| ojfL}. WA H
7F 712 57 vl 33 wlRk A] A HE)o] EASHAIT, o] Aol wS 4 kS o
Hop7lole 25T 4= AH21]. rHA o & 4l 7|/ MHE B IdF 87 359 AR
A d8Y 2 A F= RBQMY AA1A A3 WH(8,15], DCTsS A4 € # (V&4 &F
3, ‘Frxﬂzﬂ SH 2 [12], Al =79 B4 &8 9 &84 12[14], 14 dlojg st o
219] A-&{17], ZL2|L ICH GCP E6(R3) 9219] 434 oot A& 5 24l AF 875 5
9] ‘:]r*ErX] T 7o) EoH8l. Attt ARl FAIE SR A AL olFgh
A1 5435 A Fotal AstA7)7]o] F24 0w RARtd o v 4240, gt
9] @Y WIAIE n& AIAFHE 712AQ A4 874 SFolehe 27| Hi @40l=
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