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Survey Research for Developing Educational Programs on Clinical Trials of
Korean Medicine Devices
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Objectives: The purpose of this study was to investigate and analyze the demands for educational programs on clinical
trials of Korean medicine devices, and develop training programs based on the needs of Korean medicine.

Methods: This research was conducted targeting 26 volunteer applicants who had participated in clinical trials of
Korean medicine devices within the last five years (2010-2015). The survey was carried out between May 1, 2015
and May 26, 2015 via e-mail. After receiving questionnaire replies, the material was established. Using obtained data,
frequency analyses were performed using SPSS 20.0 version.
Results: 92% of the researchers who participated in the survey expected introduction of educational programs on
clinical trials and anticipated that programs contain information that can meet the needs of each researcher. In
addition, according to the analysis, introducing expert certification for clinical trials of Korean medicine devices is
necessary, and offering related graduate courses are also needed.
Conclusions: As a result of this study, researchers had difficulties during clinical trials of Korean medicine devices.
If the educational programs were to be developed and institutional frameworks support them effectively, it would

prove to be helpful to researchers in clinical trials.
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Table 1. Demographical Characteristics

T O
5

(36.8%), BE3|7HE UYAAT5.8%), AT F
1 ANW(3%) 202 UehdTH(Table 5). A 5
o 7 AAT Bolok or7)7] AN Fee AT
494 FE QAAE0] 71 WltKTable 6)
7 PR =77

Demographical Characteristics

Researchers (N=26)

N (%)
Male 15 (57.7)
Gender
Female 11 (42.3)
20~29 6 (23.1)
30~39 13 (50.0)
Age
40~49 5(19.2)
50~59 2 (7.7)
Master’s course 5(19.2)
Master 1(3.8)
Degree
Doctorate course 9 (34.6)
Doctor 11 (42.3)
. Korean medicine doctor 23 (88.5)
Occupation
Etc 3 (11.5)
Korean medicine hospital of university 19 (73.1)
Affiliation Research institution 6 (23.1)
Etc 1 (3.8)
Professor 8 (30.8)
Intern or resident 11 (42.3)
Position Senior researcher of institution 1 (3.8)
Researcher of institution 5(19.2)
Etc 1 (3.8)
Seoul 3 (11.5)
Pusan 2(1.7)
Workplace Gwangju 3 (11.5)
Daejeon 4 (15.4)
Gyeongsang-do 14 (53.8)

Table 2, Clinical Trials Career

Clinical Trials Career

Researchers (N=26)

N (%)
<5 year 15 (57.7%)
5 year~9 year 6 (23.1%)
10 year~14 year 3 (11.5%)
20 year< 2 (7.7%)
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(769%) 2.2 7V WoraL, s el s o) A AAI7), A WA S Alestelnh A8 o
=2717]% YAl AR-E ltk(Table 7). 3H o= 2717 suaRE AYEY 2550] 137(50%)L
1S AST AFAL GRg 257] NURIEYE], 2 83k A8, theoR 1550 TA269%)
Mg AF3} A=7] Dr. Park’s Growth PadE At AT 35HH 455> © o A= gl8l=t o=
AT, WY AW ST ATAE Wk @eof g=77]e) AHYE 4R R B
A, W217], 3D MAC, 4% =715 AL A48T 7] otk RaZlvkal ©et = 671(23.1%)
Table 3, Position of Clinical Trials (Multiple Responses Possible)
. . . Number (N=35)
Position of Clinical Trials
N (%)
Principal Investigator 8 (30.8)
Sub-investigator 15 (57.7)
Co-researcher 10 (38.5)
Sponsor 0 (0.0)
Clinical Research Associate(CRA) 1 (3.8)
Clinical Research Coordinator(CRC) 1(3.8)
Clinical Research Pharmacist(CRP) 0 (0.0)
Etc 0 (0.0)
Table 4, The Number of Clinical Trials Approved by Ministry of Food and Drug Safety
. . Number (N=70)
The Number of Clinical Trials Approved by MFDS*
N (%)
b QAR 9 T 2 G4
AR AR 59 Bt 48  (68.6)
*MFDS: Ministry of Food and Drug Safety
Table 5, Type of Clinical Trials
- . Number (N=19)
Type of Clinical Trials
N (%)
Pilot study 8 (42.1)
Feasibility study 7 (36.8)
Pivotal trials 3 (15.8)
Post-marketing studies 1 (5.3)
Table 6, Form of Clinical Trials Using Korean Medicine Devices
Form of Clinical Trials SIT* T** Government task
Single center study 2(2.4) 43(51.8) 13(15.7)
Multicenter study 1(1.2) 21(25.3) 3(3.6)

* SIT: Sponsor initiated trial
** |IT: Investigator initiated trial

http://dx.doi.org/10.13048/jkm.15022 87



(236) Hi3terolstelA| A36 A3E (20159 99Y)

3 o Aol 2 7 Zofell BFE e BFe

Holzd| grefef o=7]7] e ¥

SHA| ghiAl 2 desdel ltkal EAEnh
A

YR717] QYA S8 A ol 2] e £
Mol $AmYY ofel(65.4%)3 AT A9
o] BE@23%)0] 1Y F RO £

Table 7, ltems of Korean Medicine Devices (Multiple Responses Possible)

Items of Korean Medicine Devices

Number (N=27)

N (%)
N ER,L 5 7S 20 (76.9)
e o &7]7] 2 (1.7)
g 2717 4 (15.4)
71ek 1 (3.8)

Table 8. Classification of Korean Medicine Devices (Multiple Responses Possible)

Ratings of Korean Medicine Devices

Number (N=26)

N (%)
Class I 7 (26.9)
Class I 13 (50.0)
Class II (0.0)
Class IV (0.0)
Not sure 23.1)

Table 9, Target Disease of Clinical Trials (Multiple Responses Possible)

Target Disease of Clinical Trials

Number (N=41)

N (%)

Brain-nervous system 6 (14.6)
Cardiovascular system 4 (9.8)
Respiratory system 1(24)

Alimentary system 5(12.2)
Urogenital system 2 (4.9)
Endocrine system 3(7.3)

Musculoskeletal 13 (31.7)
Gynecology 2 (4.9)
Pediatric 124
Ophthalmology & Otolaryngology 1 (24)
Dermatology 0 (0.0)
Related to a neoplasm 124
Etc 2 (4.9)
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Table 10, Problems of Practice for Korean Medical Clinical Trials (Multiple Responses Possible)
) . o . Number (N=67)
Problems of Practice for Korean Medical Clinical Trials N (%)
&7]7] YA e B MY 9 Aol the A4 9] B 6 (23.1)
AeFA] o2 7]7] YAAIEA D 52 113 7Y o of 2l 5(19.2)
B2} 79 o] 17 (65.4)
o] AR W ), oqq.u] SIS 5(19.2)
=717 WA A et w3 AP R 7 (26.9)
i A4 1919 QA el ol 1 @23)
HUEY Y A RAR o] 2% 2(1.7)
A%, IRB AE 5 42 A dAof thet o2& 4 (154
UFEA, AR of gt A 4] 9] 7= 6 (23.1)
YT B2 B 000
AT Z2EF 24 4(154)
o Whg de] 9 Har 0 (0.0)
Table 11, Educational Experience of Clinical Trials
. . .. . Researchers (N=26)
Educational Experience of Clinical Trials
N (%)
Experience 22 (84.6)
Inexperience 4 (15.4)
Table 12, Educational Experience of Clinical Trials Using Korean Medicine Devices
. . .. . . . . Researchers (N=26)
Educational Experience of Clinical Trials Using Korean Medicine Devices N %)
Experience 10 (38.5)
Inexperience 16 (61.5)
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Table 13, Educational Contents of Clinical Trials (Multiple Responses Possible)
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Educational Contents of Clinical Trials

Number (N=122)

N (%)
AR5 7]7] YA T HEY 13 (50.0)
o]8lei L B = 16 (61.5)
IR EF 24 CRF 244 11 (42.3)
Regulation & (IMDA 441, ICH, GCP, KGCP %) 8 (30.8)
0]8}¢] L 9] B A B4, Data Management 13 (50.0)
A 87} 2.7
A YR T F & H A AR} 17 (65.4)
o] g 2to] HUE F WAL} QAT Ve 4 (15.4)
IRB AN} 13 (50.0)
HUE Y A3 W A RA B ARRE 8(30.8)
AAEE 771719 B 7(26.9)
AIAE BHEA 2 B 9 (34.6)

7]

o

1 (3.8)

Table 14, Necessity for Educational Programs

Necessity for Educational Programs

Researchers (N=26)
N (%)

Necessary

Unnecessary

25 (96.2)
1(3.8)
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Table 15, Unnecessary Reasons

Number (N=1)

Unnecessary Reasons

N (%)
207} 37 oS 0 (0.0)
AT Bg Z2IRS Basht, 777 SR ZRIWe] BRAL 9 0 (0.0)
7)o AlWE D Qs YAAT WY ZRIHOR SR 1 (100.0)
HEHCHE YAAES AW Aol ¥ FaT, 0 (0.0)
71} 0 (0.0)

Table 16, The Reason of Necessity

Number (N=21)

The Reason of Necessity
N (%)
&7 e o shikg fiste] S5td T2 o] WA g 9 (42.9)
AHESL 9fsfiAl Bash 0 (0.0)
AFATE Zlgo] Agafd Ao 7|3 6 (28.6)
3Ho]oF ] Akel T Hoko] uFA S o)A T g, 6 (28.6)
7| &} 0 (0.0

Table 17. Needed for Educational Programs of Clinical Trials Using Korean Medicine Devices(Multiple Responses Possible)

Number (N=136)

Needed for Educational Programs of Clinical Trials Using Korean Medicine Devices

N (%)
FojoF 92717 AT e B L A 18 (9.2
VA e 12 (46.2)
ojstel W e 9 (34.6)
BE AT 44 0 AT 6 (23.1)
RCT 47 2 43 9 (346)
v g 3} 9L (Comparative Effectiveness research) 11 (42.3)
ZAA/3 B7F 8 (30.8)
Z%T0) A 5(19.2)
725 AR 13 (50.0)
LA 5(19.2)
e WS 9IEE AR 8 (30.8)
P ATl A 5 2-E-0f 7 A AA 3(1L5)
Data management 10 (38.5)
A% 2 S A4 o] 9 11 (423)
VA o779 2] 8 (30.8)

7)e 0 (0.0)
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Table 18, Educational Programs (Clinical Trial Regulations and Institutions) (Multiple Responses Possible)

Educational Programs (Clinical Trial Regulations and Institutions)

Number (N=59)

N (%)
4]2F2] IMDA %91 9 ICH, GCP, KGCP 59 tfj gt Afat 17 (65.4)
o|=2717] A, 591 W W AR} I AL 13 (50.0)
IRB LA 13 (50.0)
o P2e] HWH T 5 & A A 8 (30.8)
HUE Y A 9 A 2AR I AR 7 (26.9)
71e 1(3.8)

Table 19. Educational Programs (Throughout the Clinical Trials and Operations) (Multiple Responses Possible)

Educational Programs (Throughout the Clinical Trials and Operations)

Number(N=101)

N (%)

3FojoF o] 7 7] 7] AAMAE T 1A 17 (65.4)
AAAIE Y W 93} 73 = HA] A5k 10 (38.5)
o &27)7] s 9 (34.6)
Atu] B 9 AR 6 (23.1)
Design of Case report form (CRF) 10 (38.5)
I 3, TREE &5 13 (50.0)
QJAMA S T LA 2 9 W 10 (38.5)
] BUE 5 HiAe GakaE Ve 5(19.2)
WHABE A =77]7]9 (A=, 2%, AT, A 2 ae) 8 (30.8)
ol We) W m T 9 (34.6)
R&D partnering with pharmaceutical companies 4 (15.4)

7]} 0 (0.0)
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Table 20, Educational Programs (Korean Medicine Specific Sector) (Multiple Responses Possible)

o v
(69.2%). YHATHEAL(CRC, CRA 5) A

Educational Programs (Korean Medicine Specific Sector)

Number (N=74)

N (%)
gofeh A= 16 (61.5)
SrefoF A = 7)) HA A 10 38.5)
g 27]7] Al 9 QAT S A A 15577
gojof o= 7)7] QA B WY WA= 12 (46.2)
THofoF AT A Zhol E2kel AR Y AN 11 (42.3)
Stojok QAFA| B o A] TR ER Afut 9l Z3) 10 (38.5)
=t 0 (0.0)

Table 21, Training Period

Training Period

Number (N=26)

N (%)
One or two days workshop(One-time education) 11 (42.3)
Once a week for 3 months(10~12 times) 13 (50.0)
Once a week for 6 months(20~24 times) 2(7.7)
Etc 0 (0.0

Table 22, Courses Characteristics

Courses Characteristics

Number (N=26)

N (%)
ahojof o)2717] YA E SA T AT U 9% 6 (23.1)
A B AREA QL &+ 7hofor v 7]7] AAA R B S & 20 (76.9)
7)€} 0 (0.0)
Table 23, Teaching Methods
. Number (N=26)
Teaching Methods
N (%)
JEYE o] &3t % 3 (11.5)
ST o 4 A Al L 3 (115)
Also)zo] 3o 11 (42.3)
AAT AT} A F7F S TS 4 (15.4)
7] e 1(3.8)
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Table 24, Intentions to Use the Clinical Trials Center

Intentions to Use the Clinical Trials Center

Researchers (N=26)

N (%)
Willing 25 (96.2)
Unwilling 1 (3.8)

Table 25, Needed Service for the Clinical Trials Center (Multiple Responses Possible)

Needed Service for the Clinical Trials Center

Number (N=119)

N (%)
92717 A 317} 2 A 15 (57.7)
Kok 2]27]7] YAA A H A HAMDA®) 591 B A 19 (73.1)
AL ZREZ HE 15 (57.7)
AT A Z(CRCH, CRAM ) 7€) 16 (61.5)
PAATHEFIH, $5, BA 5) A9 6 (23.1)
PAATHL7| A2 F HA717]) 4 2 6@3.1)
eCRF**#* 2] 9] 10 (38.5)
Data management 13 (50.0)
7 54 29 18 (69.2)

7| e 1(3.8)

*IMDA: Investigational medical device application
**CRC: Clinical research coordinator

***CRA: Clinical research associate

****e—CRF: electronic case report form

Table 26. Intentions to Use the Paid Service

Intentions to Use the Paid Service

Researchers (N=26)

N (%)
Willing 21 (80.8)
Unwilling 4 (15.4)
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Table 27. Necessity of Expert Certification for Clinical Trials of Korean Medicine Devices

Necessity of Expert Certification

Researchers (N=26)

N (%)
Necessary 12 (46.2)
Unnecessary 4 (154
It is necessary, but too early. 9 (34.6)

Table 28, Necessity of Related Graduate Courses for Clinical Trials of Korean Medicine

Necessity of Related Graduate Courses

Researchers (N=26)

N (%)
Necessary 13 (50.0)
Unnecessary 4 (154)
It is necessary, but too early. 8 (30.8)
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