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=Abstract=
Proposal of Suitable On—-the-Job Training for Clinical Research Coordinator in Korea

Hongmo An, Hyunjung Shin, Eunji Lee, Mijung Kim, Eunhwa Choi, Jae-wook Ko

Samsung Medical Center Clinical Trial Center

Background: This study is intended to propose not only to introduce and evaluate the 2 years Clinical
Research Coordinator (CRC) professional on-the-job training program that has been implemented in
Samsung Medical Center on September of 2009, but also to develop the CRC future education program.
Methods: It is surveyed with self-report type for the 53 trainees, 18 non-trainees, and 17 investigators,
the participants worked in Samsung Medical Center, and the major contents of the survey were general
characteristics, training program evaluations, CRC qualification evaluation, and job satisfaction. The
collected data was analyzed at the 0.05 level of significance by using SAS 9.1 version.

Results: The training program is conducted as 4 phases, each phase assessed separately. The
Professional A course got the highest satisfaction, and it was deal with quality control (Mean=4.11 ~
4.33). Most of the investigators answered that the trainees have high priority to be hired in the future
(very much=82.45). The non-trainees answered that the training program would be helpful to improve the
job competency and qualification (very much=22.2 %, somewhat=55.6 %) and 83.9 % of them answered
that they have intention to participate in the training program. Finally, compared to non-trainees, the
trainees have more job attachment (P=0.0036) and intention to continue CRC (P=0.0045).
Conclusion: The CRC professional training program in Samsung Medical Center, as on the job training
for 2 years, satisfies the investigators and trainees with positive effect on CRC job satisfaction and job
stability. Based on this study, the education program with good quality should be developed considering
the characteristics for each institution and close research field.

Key words: Clinical research coordinator, On-the-job training
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Table 1. General characteristics of clinical research coordinator (CRC)

Characteristics Total (N=71) Trainee (N=53) Nmﬁig@e P value
Gender Male 1(1.4) 1(1.9) 0(0) 1.000*
Female 70(98.6) 52(98.1) 18(100)
Age (years) 20 - 29 46(64.8) 35(66.0) 11(61.1) 0.926*
0 -9 25(35.2) 18(34.0) 7(38.9)
Mean+SD 285%2.9 284+27 28.8+36 0.063"
Level of education Diploma 26(36.6) 19(35.8) 7(38.8) 0.182°
Bachelor 37(52.1) 30(56.6) 7(38.8)
Graduate Student 7(9.9) 4(7.6) 3(16.7)
Master 1(1.4) 0(0) 1(5.6)
Major Nursing 65(91.5) 51(96.3) 14(77.8) 0026
Clinical Pathology 2(2.8) 2(8.7) 0
Biotechnology 1(1.4) 0 1(6.9)
Ftc. 2(2.8) 0 2(11.1)
Non response 1(1.4) - 1(5.5)
Clinical experience (month)  Mean£SD 37.3£26.9 37.8+274 36.1£26.2 0817"
Broerience of clinical el sg 206+118 232123 13,1456 (0.0001"
(month)
Experience of CRC None 46(64.8) 39(73.6) 7(38.89) 0023
education program KONECT 17(23.9) 9(16.9) 8(44.44)
Except KONECT 8(11.3) 5(9.5) 3(44.44)
Average project Mean+SD 49+22 0421 33+19 0.0003"

%° Test, ¥ T Test. N (%) denotes the number (percentage).
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Table 2. General characteristics of investigator (N=17)
Characteristics N %
Gender Male 15 88.2
Female 2 11.8
Agelyears) 40 - 49 11 64.8
50 - 59 6 3.2
Mean+SD 478+46
Position Professor 12 706
Associate professor 4 236
Assistant professor 1 58
Experience of clinical trial (years) Mean+SD 10.8+4.1
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Table 3. Details of the training program
Step Objectives Time (hours) Contents Project
Basic Acauisition of basic  Lecture: 20 « ICHGCP, KGCP", Regulation Observational study
knowledge and skill of ~ Practice: 11 = Role and responsibility of CRC Post-marketing
CRC Experience: 6 = Simulation of informed consent processing  surveillance
Discussion: 7 = Management of documents Phase 4
= Reports of serious adverse event and issue  Subject follow up on
= Central lab processing phase 3
Advanced Developing of advanced  Lecture: 20 = Research organization Registration  of  new
knowledge and skill of ~ Practice: 8 = Bioethics, statistics subject on phase 2, 3
CRC Discussion: 2 = Development of case report form, budgeting
= Patient managements
= Practical use of access
Professional A Developing of various  Lecture: 9 = Quality control Early phase
problem solving skill Practice: 14 - Check of informed consent and (Phase 1, 2)
Discussion: 6 patient log, trial master file check
- Preparation and conduct of monitoring,
observe of audit
- Observe of IRB meeting
« IRB/KFDAT suomission
= Search papers by PubMed
Professional B Developing of ability of Presentation: 6 = Organization and methods of CRC Early phase
international standard ~ Group task: émonths = QI activity (Phase 1, 2)
= Publication Site management

organization project

*|CH-GCP: International Conference on Harmonization-Good Clinical Practice. ¥ KGCP: Korean Good Clinical Practice.

¥ KFDA: Korea Food & Drug Administration.
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Table 4. Evaluation of period, time, frequency of training program by trainee (N=53)

Scale Period Time Frequency
\Very much 5(9.4) 4(7.6) 4(7.5)
Somewhat 15(28.3) 15(28.3) 16(30.2)

Average 17(32.1) 24(45.3) 21(39.7)
Not really 14(26.4) 10(18.8) 12(22.6)
Not at all 2(38) 0(0) 0(0)

N (%) denotes the number (percentage).

Table 5. Evaluation of training program contents by trainee

Basic Advanced Professional A Professional B
Type Scale
(N=25) (N=23) (N=18) (N=19)
Lecture Very much 3(12.0) 2(8.7) 4(22.2) -
Somewhat 12(48.0) 14(60.9) 12(66.7) -
Average 8(32.0) 7(30.4) 2(11.1) -
Not really 2(8.0) 0(0) 0(0) -
Not at all 0(0) 0(0) 0(0) -
Mean+SD 36408 3.78+06 411+06 -
Practice and Very much 1(4.0) 1(4.4) 7(38.9) -
discussion Somewhat 10(40.0) 12(52.2) 10(55.5) -
Average 11(44.0) 10(43.4) 1(5.6) -
Not really 3(12.0) 0(0) 0(0) -
Not at all 0(0) 0(0) 0(0) -
Mean+SD 33607 36106 43306 -
Experience Very much 2(8.0) 6(33.3) -
Somewhat 10(40.0) 9(50.0) -
Average 12(48.0) - 2(11.1) -
Not really 1(4.0) 1(5.6) -
Not at all 0(0) 0(0) -
Mean+SD 35207 - 411+08 -
Quality Very much - - - 2(10.5)
Improvement and Somewhat - - - 7(36.8)
publication Average : : : 421.1)
Not really - - - 6(31.6)
Not at all - - - 0(0)
Mean+SD - - 32610

5-point scale was used. N (%) denotes the number (percentage).
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Table 6. Evaluation of training program by non-trainee (N=18)

Helping of enhancing job

Scale Period Suitability of competency and Intention to participate
subjects i training program
qualification
\Very much 1(5.6) 2(11.1) 4(22.2) 3(16.7)
Somewhat 3(16.7) 8(44.4) 10(55.6) 6(33.3)
Average 6(33.3) 8(44.4) 4(22.2) 7(38.9)
Not really 8(44.4) 0(0) 0(0) 2(11.1)
Not at all 0(0) 0(0) 0(0) 0(0)
N (%) denotes the number (percentage).
Table 7. Evaluation of training program by investigator (N=17)
Suitability of Helping of enhancing Intention to hire ntention o
Scale Period : job competency : recommend
subjects trainees o
and qualification training program
\Very much 8(47.1) 8(52.9) 13(76.5) 14(82.4) 10(58.8)
Somewhat 9(52.9) 9(47.1) 4(23.5) 2(11.8) 3(17.7)
Average 0(0) 0(0) 0(0) 1(5.8) 4(235)
Not really 0(0) 0(0) 0(0) 0(0) 0(0)
Not at all 0(0) 0(0) 0(0) 0(0) 0(0)

N (%) denotes the number (percentage).
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Table 8. Qualification rating of trainee

Variable

Self evaluation of trainee

Evaluation of investigator

(N=19) (N=17)
Understanding the regulation for clinical trials 3.89+0.8 464+05
Knowledge of research methodology 3.718%0.7 44107
Rich clinical experiences 3.47+09 42+0.7
Management and organization skills 3.32%0.7 3.76+0.8
Communication and interpersonal skills 357+1.0 435+0.6
Humanity/Ethical attitude 39406 4.52+0.6
Passion for job 4.15+08 47105
Foreign language (English) skills 24+0.8 34106

Data are represented with mean = SD. 5-point scale was used.
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Table 9. Job satisfaction of trainee and non-trainee

Variable (TNrein;; N?gfiril\g)ee P value
Job attachment Mean+SD 4.16£0.6 3.61+0.5 0.0036"
Job satisfaction’ Mean+SD 3.70+05 34408 0.1462"
Intention to continue CRC Yes 48(90.6 %) 11611 %) 0.0045"
No 475 %) 7(389 %)
No response 1(1.9)
Intention Yes 48(90.5 %) 14(778 %) 02176
to recommend CRC No 595 %) 4(22.2 %)
* 5-point scale was used. T T Test % x° Test.
s, Selo dANE B WA By E 8799 544 we 24o] Bed Aow 3
= WIRE FEHE ojFHAL AUk =9e B¢ etk
E:

CRC A% %49 wfoleh] wrks A
Aol P 8L TR Yo} CRC 45 o)
@ agol Eduel X AW FhelAi
2084 E KoNECT 23kl %58 80| o
HA3 ekt Teh, wE 8 CRC AA
Qo HE] £ AT FHS Wb e
wg3Ago] v AAolrh CRC 4% 544
AFAIA A HE vk AT Ogal
AT A A, w9 4% Sl A

ot
L
ol
32
s
=
o
rr
R
Ho
=
o2
1o
ox
ot
R0
o
i
o,
F—.J

Professmnal B7}
ol A oA

I} A BE AR 2 5 i
1.

ZRade] 7he] e Aor HAY FRA

o AAWA= CRC A7NE7
A, Aawt

)

FolA] o

A e

o&zL

A2E P el i

CRC 2+

Vvl Bk

A

0609 diaiA= B a5
Ao welr},

CRC &34 CRCE 9%

3}EO Aol

1A HrkR
oL’—T(2010)-/] ?i
FA7E AEshe CRCA B8 A
2 TR 49
PN @AEel Y F2

A1(2010)9] A
o B 9

At ofe)

A% pgste] BAL 2 ARt S

-1 0
W4l QAEAE CRCE o) AES

B s
wAe A3t



= ), A5delA e CRC

=

=

91 A 23}

— HM An et al: On-the-Job Training for CRC —

122(2010) 17Vl w=m

o
R8s

o]

%

A7HA ] oA E2 229 %E CRC T4

200841 o]# &2 499 %, 20099 °]¥ &2 398
%tk 201019] o] A5 284 %, 2011 114

G

7o
B

=

o
AL

CRCe] 57 9

==
5

19 d 1~ 37] CRC 419

9

289 ] CRC7} 2419

o el

=

<)

M HojAor &

2do] 274

i
H

O

]

=
T

sk
=

3712 A3
otk 5 7]

@1.\1

& 21579019

o 20119 119 @A A 2858 F 39

o+
El

}

k)
pid

a8

tol A3

=

°

sfoha Azisol

o
o] loi}, CRC

1

oA (P=0.0045)7F =8ktt. olell, CRC &g o]

TN %62 %7F CRC

Bt} CRC

o

121

H] 2l

Els

CRC o]#Eol

7¥a7] SAsiA e
7F do

7o)

3

Al %

5123

o]

o 2le)7h slbal

-

% On-the-job training?]

&t

)

ARZ A

7%

k]
pid

]

35 7

= 37k 7

=
=

o)

Hl

A
U

& 7HAAL gl mebA

AAA A

3
3l
=

[e=
gl

AR

st

9
o

A0,
TH O

&o

o

e

o
qr

Clin Res,

in research. Clin Res,
Fedor CA. Clinical research

careers and trends.

integrity

2004;4(5):24-25.

CRCs and CRAs creating a united front to
2. Whalen MD,

coordinators:

2005;5:23-25.

1. Fedor CA. The coordinator's forum part 16:
promote

gl
7}

(e}

o) [
2|

=

-
R

=

=

7}

}9332, CRC

77}

(e}

|

o] FrHE=
b

=)
=
ol
H

-

R

shaltt 2Ed,

67§ vt A

7}

[e]

]

BAe A7

o

L

=

=

R
ARA E4, A
Al

=
T
=

49
A



)

ul

— EE 9 Al o

ol

rr

=4

A oRE A A Al XS 9 Mt 9
AAE7E B9 REAR. 2011.05.26. (Korean)

’

. Jeong IS. Current status and strategies
development of CRC’s employment report.
Korea National Enterprise for Clinical Trials
(KoNECT), 2010. (Korean)

. Kang HS, Kim WO, Jeong I, Choung SY,
Shin SG. Developing the Infrastructure for
Clinical Trial in Korea. J Korean Soc (lin
Pharmacol Ther, 2004,12(2):147-161.

. Gateway College.  Clinical

Research Coordinating Program Courses.

Available from; http://healthcare.gatewaycc.edu/

programs/clinical-researchcoordinator [Online]

(last visited on 11 June 2012).

. Drexel University. Master of Science in Clinical

Research  Organization and  Management.

Available from; http://www.drexel.edu/catalog/

grad/med/mscr-index.htm [Online] (last visited

on 11 June 2012).

. ASU college of Nursing & Health innovation.

Master of Science in Nursing; Clinical Research

Community

Ol A}

e}

SEECRBEREEREER

. University of Michigan.
Research Design and Statistical Analysis
program. Available from; http://www.sph.urmich.edu/
biostat/programs/clinical-stat/brochure.html

o

Rl

Management. Available from; http://nursingandhealth.

asu.edu/programs/nursing/graduate/ms/crm/
indexhtm [Online] (last visited on 11 June
2012).

MS. in Clinical

[Online] (last visited on 11 June 2012).

10. Association of Clinical Research Professionals.

11.

12.

Available from; http://www.acrpnet.org/Main
MenuCategory/Certification/CRCCertification.
aspx [Online] (last visited on 11 June 2012).
Society of Clinical Research Associates.
Available from; http://www.socra.org/html/
certifichtm [Online] (last visited on 11 June
2012).

Jeong IS, Kang HS, Kim WO. Current Status of
Educational Experience and Preferred Educational
and Certification Program of Clinical Research
Nurses: A Questionnaire Survey. J Korean Soc
Clin Pharmacol Ther, 2005,13(2):195-207.



