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( Abstract )

Review of Registration of Interventional Studies
of Children and Adolescents in Korea

Lee Yoo Been' - Lee Ju Ah’ - Lee Hye Lim'

'Department of Pediatrics, College of Kovean Medicine, Gachon University,
*Department of Internal Medicine, College of Kovean Medicine, Gachon University

Objectives

The purpose of this study is to investigate the current status of registration of interventional studies focusing on
children and adolescents in South Korea and the status of Korean medicine interventional studies through Clinical

Research Information Service (CRIS).
Methods

CRIS was used to search interventional clinical researches which were registered from May, 2010 to October,
2018. Key words of ‘child’, ‘children’, ‘adolescents’, ‘infant’, ‘toddler’, ‘elementary school student’, ‘middle and high
school’, ‘middle school student’, and ‘high school student’” were used.

Results

A total of 37 intervention clinical studies were selected. To identify the trends, years of registration in the CRIS,
intervention types, disease categories, recruitment status, phase, institutions responsible for the research, consent,

compensation and safety investigation were analyzed.

Conclusions

This study shows the current state of registration of interventional studies in children and adolescents in Korea.

Since interventional studies in children and adolescents are essential for providing safe and effective treatment,

further interventional studies, Korean medicine interventional studies and ethical considerations are needed.
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III. Results
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Records identified through CRIS searching (n=112)
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Title and full-text assessed (n=77)

Excluded after reading full-text (n=35)
- Age over 18 years old (n=1)

- Observational study (n=34)

v

Potentially relevant interventional studies identified

Excluded after evaluation (n=40)
- Purpose of the study is prevention (n=10)
- Purpose of the study is diagnosis (n=4)

(n=37)

- Purpose of study is basic science (n=10)
- Others (n=16)

v

Included interventional studies (n=37)

Fig. 1. Flow diagram of interventional study searching and selection
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Fig. 2. Distribution of selected interventional studies by year
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Fig. 3. Number of total interventional studies and interventional studies for pediatric patient registered into CRIS

from 2011 to 2018

FAAT T ok Ad did SAIAT] vIE-L Zkk
O 2-6% HER YERRT. Lopdad thd A=
22 ZAATE vuds W WA FAHATY
0-3.5% BEE AAsh= 202 UERT

AE FADTE TASTER EF 23 ofoF
¥ 133 35.1%), A5717 78 (18.9%), -+ 7HA °1%
o] SAZE EFH A= B 58 (13.5%), AleTrE
470 (10.8%), 201 25A 33 (8.1%), 71EF 33 (8.1%),
58 29 . 4%)& urs}wu} (Table 2). 7 7HA]
olde] SA7F EE A AFHORE Hts o
ofefEt 25777t {Z‘i% 73, SRR Ale
<°] T 4, Bs803 7k AV E9E A
S7F AT el FAVE 2 A= F3He=
BEFEE, doF dzA] 9 A A7, FeF A8V}

AHEE AT

Table 2, Classification of Selected Interventional Studies
According to Intervention Type

Number of Researches  Percentage
Registered into CRIS (%)

Intervention Type

Drug 13 35.1
Medical Device 7 18.9
Combined 5 13.5

Drug with Medical Device 1

Drug with Procedure/Surgery 2

Behavioral with Others 2
Procedure/Surgery 4 10.8
Dietary Supplement 3 8.1
Others 3 8.1
Behavioral 2 5.4
Total 37 100

1447 242y 29 (5.4%), A%
2 G822 18 7%= UER
ANGAE} 9182 68 (16.2%) 02 ZAE AT

4) ZQEY

AR YFATE BHEEE BRS A9 =
Z0] 199 (51.4%) 2= 7P wkal, A7-54o] 1143
(29.7%), DTN B A sH (13.5%), BF 7
o] A& F 23 T 242 18 27%) oIk
(Table 4). 23 ST AH-= A7OVdA Hof A=
713l AFEA BFo] Evlste] FHE Sl

n:&

5 QRAAIEGA

AR PFATE AlFAl webA] BRS Ay,
A §lgo] 26 (70.2%) 02 7P werom,
Phase 3°] 4% (10.8%), Phase 27} 3% (8.1%), Phase 47}
2% (5.4%), Phase 1, Phase 1/Phase 27} 22} 138 (2.7%),
Phase 2/Phase 37} 0% =92 UENGT} (Table 5).
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Table 3. Classification of Selected Interventional Studies According to Disease Category

Disease Category

Number of Researches Registered into CRIS

Percentage (%)

Disease of nervous system 6 16.2
Disease of skin and subcutaneous tissue 5 13.5
Disease of musculo-skeletal system and connective tissue 4 10.8
Disease of respiratory system 3 8.1
Mental and behavioral disorders 3 8.1
Endocrine, nutritional and metabolic disorders 3 8.1
Disease of digestive system 2 5.4
Neoplasms 2 5.4
Symptoms, signs and abnormal clinical and lab findings, NEC 2 5.4
Factors influencing health status and contact with health services 1 2.7
Not applicable 6 16.2
Total 37 100
Table 4. Classification of Selected Interventional Studies According to Recruitment Status
Recruitment Status Number of Researches Registered into CRIS Percentage (%)

Not yet recruiting 5 13.5
Recruiting 19 514
Active, not recruiting 1 2.7
Terminated 1 2.7
Completed 11 29.7
Total 37 100

Table 5. Classification of Selected Interventional Studies According to Phase

Phase Number of Researches Registered into CRIS  Percentage (%)

Phase 1 1 2.7
Phase 1/Phase 2 1 2.7
Phase 2 3 8.1
Phase 2/Phase 3 0 0.0
Phase 3 4 10.8
Phase 4 2 5.4
Not applicable 26 70.2
Total 37 100
(135%02 7V Egkom, skl QAL o 7) B9

Fpehel AEeaged 5 Aol 47 39 MAE QAT %,] oq_,_oﬂ quam

8.1%), Sl 7HEY S ThE st Med R
P9 8 Mool A7t 2% (5.4%) oIStk
(Table 6). tetely tishEde] 8 SF7]#o| 2
H AR QAR Q7)o e T5= 5T (13.5%)

ATt AT F 2330 AR BRSG A
T M5B 2A47F 123, BHA B AFEEAA]
Al 2A7 435 A (AIFERAAE Wie] Al E3haA)]
7h 73, i 2AF 03 oR e,

)»}\ AR

Aiglle] sont B2 H97} 73 (18.9%) EO]M
B9l Ao} RmFoAAN FolE Hhe

(5.4%), = TUAT FTAAA |

A ke 477} 2

ct.
e 29
=R BAIE

(5.A4%) 2% T FE mtor 4o}

j
9] Folut wke ATt HO|RJT} (Table 7).
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Table 6. Classification of Selected Interventional Studies According to Institution

Institution Number of Researches Registered into CRIS  Percentage (%)

Seoul National University Hospital 5 13.5
Chungnam National University Hospital 5 13.5
Yonsei University Health System, Severance Hospital 3 8.1
Samsung Medical Center 3 8.1
The Catholic University of Korea, Seoul St. Mary's Hospital 2 5.4
Asan Medical Center 2 5.4
Seoul National University Bundang Hospital 1 2.7
Soon Chun Hyang University Hospital Seoul 1 2.7
Soon Chun Hyang University Hospital Cheonan 1 2.7
Severance Mental Health Hospital, Yonsei University 1 2.7
Yonsei University 1 2.7
Dunsan Korean Medicine Hospital of Daejeon University 1 2.7
Hallym University Medical Center 1 2.7
Hallym University 1 2.7
Ajou University Hospital 1 2.7
Dong-A University Hospital 1 2.7
Pusan National University Korean Medicine Hospital 1 2.7
Seoul Rehabilitation Hospital 1 2.7
Others 5 13.5
Total 37 100
Table 7 Classification of Selected Interventional Studies According to Whether Consent was Made

Informed consent Number of Researches Registered into CRIS  Percentage (%)
Both child and parents or parents only 7 18.9
Both child and parents 2 5.4
Parents only 9 24.3
Child only 0 0.0
Informed consent was given, but no mention of who agreed 2 5.4
Not mentioned 17 45.9
Total 37 100
Table 8. Classification of Selected Interventional Studies According to Whether Safety was Investigated

Safety investigation Number of Researches Registered into CRIS  Percentage (%)
Investigated 17 45.9
Not investigated 20 54.0
Total 37 100

8) XA} IV. Discussion
E JAATA YaATe wE B
ot 2 Vgl telA AFsA etk

A A el Wt w2 R .
Az, RS 2ARE AT7E 17 @5.9%), FABIAL

= ]
22 AT7F 208 (54.0%)°F YEFSTE (Table 8). olafjsl= Qo] Malw|ojok & ZHo|t} o]d] AAR=



30 Review of Registration of Interventional Studies of Children and Adolescents in Korea

CRIS TEHE T3l 7|& &of SAATY 53
ofataat sFTh

CRISE &3l 20101 sEFH 2018 10¥7H4] &
25 JAATE iAo AT A Lopdayd
o} X552 FAAT F 37800 AARHAT AR
H A7ES Ad=EE B8 Ay 201600 11O R
71 Bol TEEUOH Het 4730l A=E A
A AT T oA Ad B SADT HE55H
9] ZFho| vlFL 2-6% AERE UERSTE SASHE
2 2N A3 ookE 139 (35.1%), H=71T 79
(18.9%) 0% 71 W3ttt o] FAF 234 A+
F 3o BxFEE e Ao 9 A A5, eoF
HEA7} AR AFSE AT AFopdEshEE 24
39S W AEAS AR 6 (16.2%), IF 2L i
g 22 28 sH 13.5%), =44 2 A2
A% 431 (10.8%)°] EA Ut 28 A
B B Fo] 198 (51.4%) 0% 7P Bk, A%
Zol 113 (29.7%), AT B Fo] s (13.5%)
o7 I Tho = gsith AAIETAE R ARk
< W AR 3ol 269 (70.29%) 0= UERSTE A
TAJHERE ZARIA S W Aletstuydst 5
doigtu o] 27t sHS 583t 78 Bol 55
g 7|HoE AT ATFHATH F 23S A
A2 S W AEEA A7) 123202
ool A& &A%l Ao UERth 3l o579
At EARPE e, At w Y F 230w
ZAE RS T ey RS AR A 59
A5 AEEHA B A7 178 45.9%) & 71
Bekon, REu WAt RIS Folvt vk 97t 9
H (24.3%), F-E9} Ao} BT == R} w9l
9] Btk vk 397} 79 (18.9%) 02 TR0 2 Wk
ok B s BE ATellA AFEA Uk <
s 2ARE A7 179 (45.9%), ZARBHA] % A

= 203 (54.0%)2% UERGTE

a0 g PFATE Aok 1A R3S I
A717] 18l BFoltt. HAC= Al tid A2
= FAsEA Lotol] AREEIAAITE ofo]Eo] AW
Z1ggo] ARlI= T2 oFEof thgt vhe m=gk A%

il

fo
)

HolTh”, AT Lo} thd QAT A Tt <)
JATHT A7) ofHTE §4 kote] o)A} A
5e0] dAuol meh s gria Bekse] o
AL E O BReH, 2018 tlow Sokg

sh= Zlell ARl EAE A2 o A, A7
7 mxjo] ol al, A|ofAte] FatE AgRlKT A
A ol &of tPd WFATE oAl THETY.

H)=9] 74-9- BPCA ¥ PREAE A&t Aofo] of
g IAES FEEA] R EE 51911, EUCAE
2006 AHE] o9 AL AlL)slas Aol AHAE
WA AJ3EHA 31 off-label S Z0)HE 3%
Kol glont, ofF] p-ejubeke] 79 Aot A
< JASAY EEe] JMEI NS ATl JAE &
o wheba g Az Ao QAR ATt vl=ov
EUETH Bo] FE3 Jgo|th?, B Aox A=
CRISO| T5% Ao} I SAATE AW ELS W
A FAQT F Aopgad i SAAT7T 2|8}
= HE0] 2-6% = ¢ G2 AL 1 T 5 A,
A 370d 52k 201613 5.6%, 2017 3.7%, 2018'A
2.6%= A FAATE S7FRL AT Aopad
O SAAT] BIFS 03] Hadh= Ao Uet
Wt} o] BHY9] ALl A Clinical Trials.govoll 552
U &0} QFAIF] A IR 10%EkaL A7)
H A= #o)7) e, I3 dATTo] crisel
TEEH 7] wiEolgt AlsHTh

FAFFE B4 A9S B ookEy} o g s
7} o] AREERLAL, o] Ye= E3E FA, AT
2o HZA, F582l ol ATk 3] FA=
Z 3799 AT F 39| ATl AREEeH 47
B23EE, ¢oF d2A 9 3 A5, gef YEA7t
FAIZ AREE QL ol B3l $ke] FAlY] vlgo] 2
Aol A A FH= HlFo] 81%=2 WS¢ Fe AS &

T AU

o

ke

o o

iy

¢

e

SR 24 A8 s 13.5%), TH5=AAF 2
Az A% 48 10.8%) 2 Ueisth NE 2
o7 B& W HAguH7E HOE TP Wkal ol &y
M5 33, ¥ &4 HITE el 2, T o) 7}
Zk 2o T HE wiith Aol ARl e F
oju} Fof] FAZF N WH A= 12108, B AF
Nx T2 FFI FEo A7 ANPES & T
UAAT

HZ PENEY A TEL AFEEHeRE aF
2 Uk A2 8eERA HAAE 23] (International
Committee of Medical Journal Editors, ICM_]E)Oﬂ Ae o
TR Aol Fedshr] el JdAde AP
= & AS o738 sialon, A7 ANA g

¢

( Olﬂ

3]

>



o:]:rlq])\]-;(],g Ol A o]—/\]‘o‘é %E._ o];ﬂoﬂ O]Al—/\]?ﬂ =29
o) 73} sh= S FTRIATEY. SHAEE & Aol A]
AARE ATES BHIAFEE AR A9, =3 A
o] T2H AT F 5W (13.5%) 22 AA YeRth
olof] ol o}A] A AFhEA By A AT
5ol HFEE ¢ F A8tk
WIANFHAE QokE, o577 e A= A
A7} QA FJsEAY faldkA] AAs] g 9A
o™, Phase 0, 1, 2, 3, 47} ATk Phase 09141 2F4 3}
2 FEFE)7} AAE I Phase 190145 SHA H7P7L
Phase 2914= -84 H7P7} 0] F01A| 11, Phase 314
AT} FEAS 353 F Phase 4014 A Alek
o] Algte & HAVdR A Alope] anel RARES
AalA] JoPh, B AFl|A] AR A s §
20] 269 (70.29%) 0% 1wl H& H|IES AR EH= A
o8 Uehgth ol FE ARAIEEATL ookES
FTAZ AREFS ol 2857 ] Ao R sjelHn)
WA EEAZE HEH ATFE A EH Phase 37} 4
T (10.8%), Phase 27} 3% (8.1%) 0= B& A& &
AUUTE QJOFES FAE ARSI = AIFTA T} A&

A e A GUOE ZAEI. o] F 5B 5
€ 4RO SoREE ABSE on 2AAT:

1 e Acldad i FARTE 5
& 3 308 B ALUHDIUH SIS
Aoz 2AHY)

AW

o} RPH 02 F=2 tistou} thghy
HollA T5T ZS & F AN, GF AT 9F
7|3l FAE ol Al A7 5 (13.5%) 2%
ZAE AT o]& Ao i AT A AL T2}
7t Atk Hol YEFs 713 AR Hojxink A9
2 ANRH AFAYR F ATE Bol 553 A
A eMe] 71 F & s ﬂ]éﬂf& Uz 5% A2
AR eH, F 23719

_l

O
e
—U
)

0
i
£
ofy
™
bl
i)
R

(o3
J[m

I Edgol s AU T+ 2
A EE F 23709 ATAUNE T HAEARE
5, —‘T‘J‘W?‘i}iﬂaﬂ‘%% 2302 ZAERH. °]
TAA713B = 8.7%0l Esh= vlLE, 3

L«l Zopgdad it SAAT 5ol A=

A&

ol 4319 157} BaR Aok ol o
A9 AgA4o] BolA7) el L0kE thdoE
= PR £ 12 AL 4 O A

BT} Brhelh?, 20131 4 Ee) Rzl Hol A wjE

A e SIS S5 o1 -CRS SERE

Fplo=2- 31

H aokE gPFo R she AR 37E 7hel =Eklel
23, Lof Ayl WHoR APt FofE

TR A iRl se B
3k, B 74 ol B Aot AT IR AR e
Y] AREE AlTsie] soE e o] AEn
2.8 AN 5o A FEIE 2ARE A} A
A dgol 7o 7 wekal, FrEu HAE
olo] Folut uke 97} 91 (24.3%), 4x0ke] Ao
uhe} 50} dvop oA A Ft ARl
o} sofuk W2 A7 78 (189%) 0% 11 Theo 2
WOITE F-Ro} dof BFoAN FoE W ATe
2% (5.4%), &oe] Felth EE A7 |8 &9
A= AEABE & SRoIA FRTE AR
ol 27etal BAEA @ ATV 178 45.9%) <

I i AR K
S2g0] glo] o] Fite] B3| WA Bast o]
BSlch, g W 7 o) Lok EE Aol

Hro] Fojul whe A= 4Rl A 07 AN o] ot
7A] o1de] oFsollAE e B Zlo] B dE
Fa7t Jok A7k
U &okE o R shs YAAIE 7 7ol
2Rlel whzm B 2 F2F g7} AFL Ao I
Ao 8 5 dgol] Fojof gtkal WA= o] Tk
ol FAAT FojAtol] thgk Bido] ofFA| o] FolA]
I QEA FRlstaAl BAES A= ot Bt &
3] AT AT AL ol CrisolA B Z1AA
o] ojr] wjiolzt ARtk IAE S5 9
9] F iyt YHRIEd tst ARINE B3l 4
Aol e & Q= 7185 AlFshs Flol7] WE
oY, &% RAJo| A3 YE= CriSol =52 Fav}t

[e])
2R

KR

HryElofof sk, BE FAZ] @& AAIS] AL
ato] o} AT IARE Al FAd A=A A
E YolAle o Frk E Aol
of W} E7% A 8-S AR A7E F 17
(49.5%) 22 ZAFBHA] -2 AT (54.0%) BTt A2
O2 Ueh} Al g 24 MRS & 5
ATt

Aoz, s 2opyad tid FAATE A
3 QAIE ] A oz ThE vt Hlgf #53
o, sl A I FADT FAHE 2-6%7



32 Review of Registration of Interventional Studies of Children and Adolescents in Korea

< 28l Aopdad i SR ulg- A 23
< & AUk olol] oA i FAAT] &
4315 913 Wikto] mlEE oo & Ao ® WLtk &
g A ARE]e] BEl BHAl =] m=gE A Aot
B A AT S50] o3k aL Aof AT
2% SHUE O ZJshE oo & Zlo® HozIth
ZoPad tid 3] AT TS AR,
gho] FAATE 379 F 3SR wlg B3I,
T AA7H 23X F Y o 5T|Holy AT I
T 23r0 % AR o FRofAlol|lA Aopdad T
FAAT7} oFAEA = ol o] Fo AR Al Y-S
& g AR ool FHY Aol A FE ThEH

Aol gk thkst ko] FA ATE Aldlske Aol
g q3ajt} Az

A7+ CRISTHS o]-&ste] 837 wol
T A AldEE BE Aobdad o FAATE
#2= Zrhs @417} ot =31 Crisel 54
ARE Tl LoPHad tiY 9 FAATY 55
A 2 5 Aofehe AT E, 59 AT A
ol QA 73 8-S Al FetstA] Kk g
A7} k. weka - CrISl TEH 4o YFAT
7t oJBA FaE o & YA Hgt
ATE o]FHoF & Ao = WAt} skA|9k o|2|g g
ARl = 78t & shidola oA Aot
2 i FAATE Alshs Tl Qo] 7EAEEA

Z 2= 9]

Eie & T e Aol Amdnh

V. Conclusion

B A= 20189 sEHE 2018 10€714] CRIS
TER TEH F 3789 2opdad tid SAAT
= Ay, B4t A= o3 gk

S5E A= 474]
Atk A= A SAAT F 2o i

SALT AEFZH 2 2 T2 2-6% B
[e]

W B3 Ax) «l° 133 (35.1%),
7H (18.9%) 2.2 71 ko o] 9

F 7HA) obge] FAE EFEe] g A, N

N
off

5. A FAF o Fo we} BFE

154, Aol uEA), BF021 ol FAZ A8
oAk @) FAVE T ATE F 3008 4
BHOE Fe) FAE REFS & Ak A
89 So] FARE B2FEE, BoF o] B
A A5, B YAV} Aok FF T B
FAATFH AEoloF F o= Beltk

3. ATUEEEE B A A% 48 6

H (16.2%), 32 27 22 2 5H (13.5%),
A B Ag=E2 Ag 43 108%) =
ol N Hgho = HAuln] ¢, o}EY]
35 339 o Qi) ATl A BAIR ]
& Folu T FAZE AldE A= 128
ez e} ke A7) Bl AdES
T ATk
o] oj o} Fejjol| we} B3 A} Fo AR
7} AFEHA B G771 179 (45.9%) 2= 71
u]—o}ou:} JE,'—E'_L]— lﬁ;%r/ﬁao]g] E_q]u]- BL_CL 7:]
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3H A7) kA
ZARRE AT F 179 (49.5%) 02 ZAFSHA] &
2 A 208 (54.0%)HTF A2 Z1 o= YeR Qb
Ao gk AP WFe A0 E AR,
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