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Abstract The aim of this study was to compare the perceptions of the role performance of a clinical research
coordinator (CRC) between the investigators and clinical research associates (CRAs). Data was collected using a
structured questionnaire from 39 investigators and 68 CRAs in 4 hospitals from March 7 to November 30, 2011 and
analyzed using descriptive statistics and a t-test. The investigators and CRAs were aware of the importance of CRC's
role and they all gave the highest values for patients care management. On the other hand, the score of the role
performance items showed perceptional differences between investigators and CRAs. Therefore, the development of
detailed job descriptions and manuals will be needed to reduce the perceptional differences in the role performance
of the CRC.

Key Words : Clinical Research Associate, Clinical Research Coordinator, Clinical Trial, Investigator, Role

1. M2 A3 HEYL AFE] A AT, A2 o e
WA Aek A, I 5 ugd i d g &
1.1 7o 2Ry Fhgtol weh 2 e A2 E AHeln wrh 29 o)
PR ARE oz dAEgIorEe ob I AT ARE ATE] Slaled 2ok AL L g
B =ES 20009 AAdEt Fe el stakd ] A AR S E S
“Corresponding Author : Youn-Sun Hwang(Yonsei Univ.)
Tel: +82-10-5478-0844 email: hys1231@dreamwiz.com
Received May 22, 2014 Revised (1st July 15, 2014, 2nd July 22, 2014) Accepted August 7, 2014

5095



spelreotel g A5d AsB, 2014

A& TEAFE BH, 200613004 2010d7H4] 75,731
7192 20054 ©]

A 52 A% BB V8l 343

F7hEI9la, 20099 QPAIE Ak kel A of

oz eIl Gof aate] QA

F2s duisel 0109 A dRe 2

238 QAR 1081 B, AL A 2919 QA =

A2 A4 v QI ARAE AFTLE 50009 o]
[e]

0

) A ol = L:rLX}(investigator), BIEA S R AR
o] E(clinical research coordinator, ©]3t CRC), ¢J4HA]
YU E & H(clinical research associate, ©18} CRA),
o] =] 2K(sponsor), & 2FAHclinical  trial
pharmacist), 7 A (auditor), 3 7}2Hreviewer) 2} 2 €l
ZA A Hinspector),  973A1E AT 3] (Institutional
o3t IRB) & vk it g Ee] &
o gheH3]. o] F CRCE 9 oFE<UdA d & 71(Good
Clinical Practice, ©13} GCP)2] =]o|| u}z} A2}
5 Zo} A S A B egska A4F Sk

= o
Ao 243} Fdol] AYde A= 5 Tt

A

Review Board,

)

HE X g o

e f

o

1o Mt o ox rot T30 )

B3t Qi3] ol Sof CRCE 94418 Qe

ol A el YA AL PP Rk of

ML, A2 PEe] goldE @ B A4z 533 9

AHA A B S gdalm[4], =3 JAAE

Al Al= e Alesh] A el ik AR
I

k)
T

ZEAA AgsFaL, A7 A TREE

=
AYL 5 =% sk J&s FFIHE]. o

oo ol

A o

5096

SR ZEAPE TS A ek QEHTS). RHeAke
54 A% geol e 443 392 2% A ol
0 QNE B4 B PARS HF Ee ojshst
A2 Mo A Eaaola s Bl
& 5 Q) el QAP Aol A3k oA e
=1

[e=]

-1

Cl
G5 ZARITFIAME A-A J5F, 24/3% 9
A7 AE GFRY OPdRE #e G50 FEAET =
A& 188 wi[7], QFAEAA L] CRC 9753 4
A HEZ{‘CS]— OIO 740]1;]_
£ AA CRCH —r7]' Rl
] o] Fol A= G- o3
A8 3L[4,9-12], A7dAIE ATl A ‘%Vo“‘]‘é«] A
Ao Edgh
2 t10,13]. 53] Bevans
et al[10]> 9A+d7F5 A Clinical Research Nurse, ©]
3 CRN)¢} dAF7taAlzt]v|o] e (Research Nurse
Coordinator, ©]&} RNC)Z F-&3alHA, dxl= S
A2 7 7S E3eke fﬁ”z}"ﬂ gk gt 25 A
o

kim

oJod o olAal wWulslil
.

H2~E i8] @dshs 5
got 24, AAY Tl 24 Fe S v 4H
o}, B3 CRCoF #hds A9 e Q155 Skt

= EAQ A9l Society of Clinical Research
Associates (¢]8} SoCRA)$} Association of Clinical
Research Professionals (°]3} ACRP)E &3 CCRP
(Certified Clinical Research Professionals)2} CCRC
(Certified Clinical Research Coordinator)& #53 4
AN W= S7b ARde] AAEE glom,
SoCRA, ACRP, 18|31 1 ] 7]#A A& F 53t
3L 2 HEE 10% Uie]o]tHI0].
Sugte] AgATE F2 CRCY 54 2 BEe
o # FAES TAHOE A A[14-17], o] F
< 9 AF=F B AF818-20] B I 1A #

[7] 5] A=A} 3k AFA o 7= 20124

dl

N2 E g b
Lo o =

e 2 :

J =

o, 2

> o

fr K

(o

00 olN

® 3

o

L

[e]

fe 2

30
e B

T4 2 CRA7} mo}% CRCY] 4&4-38)
B wakarak 3ol 23k o] 2 E3 CRCY o
oA wrh AFAA AF7lE 2 AH AN

e ox Ok gk > O Jr N Kl

4 R
k3
i

o2
=2
s



AT dolE o Aol e AFAY YA FEUE LAY A Hm

Wk obufe} CRCO| 4371 8L Adohate] A& 7ol
83 71 2ARE AlgeRs, CRCY 98 4d

=S

14 AR E 9P B vldsknA Pk

o

T
i}
= =
[}

X%,

f

df ek

i
e

ol

L

a} ATt
CRA7Z} 1438h= CRC
off T3k Q14}& WA e

BT

22 A7 e

B oATE d7aR 1E 7k 944 Hla 3
Hwang @ Kol[7]9] A-olA 7€ CRC7} 57-3He 4
o 71l A ARl Felale Rl A7t @
d A RUE S Tt CRAS tiFo = 3t
Stk 4] 713 A E S A3t
# F 14270 5 20083 ~ 2010
A" AFAE F 100273[21]
7t 7)otk CRAE 973~

- W o

il

f£

=

L
L

1o
2o

o A7atel CRA B & A9 B48 o
AT Hojol| Fsk A= skt

A = EET A%S 913 Cohen(1988) <]
o we}l G power ZEIWE o] -gato] t-78S
59 42, F94F 06, a%=Y] 50, AAF .
oz EdS BRI OF 36

A
R

N}

g AN (R

B
o

5097

=]
gun

O 47 3
o EFoR T4

o g

=l

oJw] gt} Hwang @ Kol7]9] -elA
9] A1 %=+ Cronbach’s alpha=.960 ©]
, & A= Cronbach’s alpha=967 ©]3itt.

al dJ}

2.4 xt2 $37|2H
B ATE ATy H F A
IRBe) A 4l2l5 A7) 20114 019 20
PeHR S &, 4-2010-0738). 7
795 119 3097 A7AT
A, e-mail, F-AuEe] ¥
A dr=4s e §
o AEA = 4 71
of 1165 3= 0H, ol &

B4 F 9%E AR 0797} AF 2

)

o
=

statistics 180& ©]-g-3F4] &4

Are) WEg it HA
A2} CRAZE 914181= CRCY]
= ttest® EA3k3Th

A
Ry A

L



FFAE & =B Al5A RSB, 2014

[Table 1] General Characteristics of Participants

Investigators (N=39) CRA (N=63)
Characteristics Categories
n(%) M=SD n(%) M+SD
Gender Male 29(74.4) 2(29)
Female 10(25.6) 66(97.1)
Age (yr) 41.8+6.60 30.1+3.00
Educational level Bachelor degree 2(5.1) 55(80.9)
Higher than Bachelor degree 1( 26) 3( 4.4)
Master degree 0( 0.0) 10(14.7)
Higher than Master degree 7(17.9)
Doctoral degree 29(74.4)
Marital status Single 3(7.7) 47(70.1)
Married 35(89.7) 20(29.9)
Major Medicine 39(100.0)
Nursing 39(57.4)
Pharmacy 9(13.2)
Other 20(29.4)
Work-related Appropriateness of the workload 377+1.72 3.24+1.59
characteristics Job Satisfaction 4312184 4072161
Adequacy of benefit level 356+1.74 3.99+2.92

* Missing responses excluded
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[Table 2] Comparison of Role performance Scores between Investigators and CRAS

Role Enactment No. of Investigators (N=39) CRA (N=68) . o
Items Average+SD Average+SD
Total 60 5.55+0.63 465+0.83 -5.607 <001
Administration tasks 19 5.59+0.86 4.15+1.03 -7.224 <001
Participant Management tasks 21 5.71+0.75 5.49+0.96 -1.318 191
Coordination/Advocacy tasks 11 540+0.85 4.96+1.08 -2.321 022
Sel-improverent 9 4.83+1.03 369100 -5.801 <001
FA/EE AFFgol Wt WA 4967, FHA A9 A 2 B AAsks AF L Wit 44K E1IML
ol Bt A 4165, AVIAME Fojol Hxt A 3694 = 7P S AAEGE AAE Gl JelAE o
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CRC| 9799z A7 st CRA Al o1 608 (11D o= 7H Al 48k, -7 iy 8
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Aeke 3t A 54958 (=096) 1=, + A 1 A CRA Fate] 45 344 594y Tolr= S7]
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[Table 3] Comparison of Role performance Item Scores between Investigators and CRAs

Investigator CRA
Role Enactment related contents (N=39) (N-63) t D
Administration task
1. Preparation of relevant documents for approval of the Institutional Review Board(IRB) and the " N
90£1.6 ROLE IS 8.2 <
Korea Food and Drug Administration on the initiation of a clinical trial A90£L97 14136 821 0oL
2. Reviewing items and expenditures prior to budget estimation. 4.69+1.96 3.15+1.96 -3.902 <001
3. Confirmation of required facilities for implementation of clinical trial 5.06+1.73 387£1.82 -3.29 001
4. Receipt and storage of clinical trial-related goods (Investigator’s Brochure, Case Report Forms, . . Y
Research Files for Document Control and other goods) 6:38:0.% SE3LT 3319 oor
5. Control and storage of relevant documents 6.49+0.82 5.25+1.60 -5.283 <001
6. Preparation of a clinical study initiation meeting and attending it. 572+1.12 4.79+1.46 -3.668 <001
7. Cooperation wﬂ:h the principal investigator and the sponsor in providing interim reports to IRB 5414157 403180 4005 <01
on regular basis
8. R{eport'on apy serious adverse event/advgrse drug reaction incurring in association with clinical 6084118 5104165 350 o0l
trials, in written forms or through web-site
9. Having Case Report Forms and Source Documents reviewed by other Clinical Research o .
1541 .91+1.85 -b. <
Coordinators for quality assurance of documents. SI5ELST 29118 6267 0oL
10. Review on scientific feasibility including the ethics and the quality assurance of clinical trial 4334160 399169 2131 o
protocols as well as case report forms as prepared.
11. Securing the highest quality data through the process of continuous query resolutions. 521+1.22 4.31+167 -3.190 002
12. Confirmation on the return of unused research-related goods and their disposals. 556+1.39 413+1.41 5072 <001
13. Review and control of the investigator's file 585+1.44 401+1.47 -6.242 <001
14. Completion of preparation of case report forms 6.41+0.99 6.19+0.97 -1.118 266
15. Preparation and review of case report forms, investigator's files and administration-related " " .
documents that are required for the completion visit by the monitor. 624£1.03 D261 3856 <001
16. Prepanr?g relevant data for audit and discussion with monitoring staff on problems found from 600112 503150 3519 o0l
the audit.
17. Preparation of the research files and source documents for inspection 6.03+1.31 443+1.54 -5.659 <001
18. Submission of requests for various reviews, and check that there is notification of the results. 554+1.47 3.88+1.80 -5.166 <001
19. Participation during the work to develop and to revise the Standard Operation Procedures 4.28+1.41 209+1.37 ~7.887 <001
Coordination/Advocacy task
1. Coordinating cooperation procedures with relevant departments of required facilities as identified. 5.56+1.00 434+1.42 -3.0% 003
2. Being involved in the process to acquire written consents of potential participants. 582+0.94 5.38+1.51 -1.849 067
3. Schedule control to ensure smooth implementation of clinical trials 597+1.01 6.03+1.11 255 79
4. Cooperation with the ward nurse for treatment process of participants when any participant is — _— B
adimitted to the hospital 579+1.13 553+1.34 1.041 .300
5. Cooperate with the Clinical Research Associate and the person of interest from the Sponsor. 6.03+1.11 554+1.20 -2.048 043
6. Qonsgltatwn on the w‘ork details, estlm_atlon of work volume and delegation of work with other 5494125 4754158 0754 007
investigators and making necessary adjustments
7. Faml}tatmg conungmc.atlon required for the research by attending investigators/researchers 556114 4714148 31%0 o
meetings, and reviewing all research and performance.
8. When any specific management is required by treatment method (such as ostomic " " B .
management), collaborate with appropriate service department for effective management. A8TELM 469160 = 62
9. Durmg.an emergency, support participants and their families to get services as needed, while 5184198 493160 817 39
contacting relevant departments.
10. Intro@uce suppglt resqurces needed by pal‘tlmpapts am.i their families (such as support 4544154 3934170 1854 067
meetings, hospice, social welfare services) and if required, refer them to those programs.
11. If any participants is a post-op patient, make a request to the responsible qualified nurse for
training on the post-op wound management and exercises so that participants have the 459+1.68 427+1.71 -938 361

required knowledge.
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[Table 31 Comparison of Role performance Item Scores between Investigators and CRAs (continued)

Investigator CRA

Role Enactment related contents (N=39) (N=68) p

Participant Management task
1. Conduct a screening for potential participants. (checking on the inclusion/exclusion criteria) 582+1.12 554+1.37  -1.073 286

2. Ensure participants are enrolled and perform randomization 592+1.24 5.87+1.35 -.210 334
3. }?Vsesnetsss) participants for vital signs, diseases and treatments related symptoms (Adverse 5774109 5684138 385 701
4. Collection, storage and shipping of the test samples 6.21+0.96 6.12+1.22 -405 686
5. Identification/interpretation of test results and notify study doctor and participants of results.  5.74+1.21 538+1.55  -1.255 212
6. Confirmation of prescriptions including the dosage and the route of administration of

investigational products and assessment of post dose reactions 597103 5HIELZ - L0 060

7. Retum of residual 1n\{est1gat10nal products to the pharmacy after checking whether 6214096 6.0441.01 8, 412
participants have received them

8. Expl‘alg'adnumstratlon methods for medication to participants as well as its cautions and 6.03£094 5684132 1579 118
prohibitions

9. Build a trust relationship with participants and their families and communicate with them in
a therapeutic manner.

10. Brief participants on information about tests to be performed in the course of a clinical
trial in addition to corresponding cautions.

11. Be familiar with the treatment progression process—related contents which are decided from
clinical visitations by doctors to participants during hospitalization.

5.85+1.18 5.93+0.95 3834 702

6.05+0.92 574£1.09  -1.602 113

551+1.34 559+1.27 290 773

12. Observe any symptoms and adverse effects as per the treatment, and depending on the
conditions of participants, readjusting the implementation plan in compliance with the 5.69+1.00 518+1.42 2186 031
guidelines specified in the protocol.

13. Provision of training on adverse effects from treatments and countermeasures for these
effects

14. Provision of training on nutrition and dietary control to be done during the treatment
process.

5.87+0.98 513+142  -3172 002

5.03+1.20 4.94+1.60 -311 157

15. Provision of information on subsequent progression of clinical study, health management

. 5.85+1.07 537+143  -1.965 052
and emergencies

16. Making payment of research assistance fee to participants and management of such
expenses.

5.44+1.33 515+145  -1.011 314

17. Explaining to participants on how to use and maintain special equipment and apparatus
(such as Hickman catheter, O2, artificial breasts) as required.

18. Support and manage participants to stay on until completion of the clinical trial. 592+1.04 5.54+1.31 -1.550 124

19. When required, provide counseling to participants and their families through various
methods such as phone calls or e-mails during progressions of clinical trials.

5.16+1.31 501166  -457 648

5.55+1.33 5.75%1.15 800 425

20. Provision of training and counseling on the post-study health promotion, rehabilitation and

+ + £ 5
self-management after completion of the clinical trial ASL+L72 AL 61 o176

21. Performing follow-up observations on participants after the completion of clinical trial until

certain time points as specified in the protocol. 550145 DATLA 40 687

Self-improvement

1. Attending prior training for clinical trial personnel 6.08+1.11 5.28+157  -3.040 003

2. Attend‘mg any further education programs as well as relevant association academic 551114 488146 -2318 022
gatherings.

3. Attending to QI Training and In-hospital education 5.41£1.48 493+148  -1.626 107

4. Developing guidance materials for participants and their families to help in their

001, 3.03£1. 4. <
understanding of the clinical study implementation process. 456+1.48 308+1.68 4584 001

Taking internal education programs being provided by the Clinical Research Center within
its organization for knowledge enhancement and leadership training

o

5.03+1.33 410£165  -2.966 004

6. Taking any foreign language classes. 456+1.50 361£1.39  -3.299 001
7. Continual learning to improve the computer utilization capacity 441+1.43 357+1.41 -2.961 004
8. Being involved in preparation of clinical trial reports 441+1.73 1.85£1.13 8276 <.001
9. Being involved in presentation of study outcomes through oral presentations or publications

. . 3.97+1.65 1.834£1.18  -7.124 <001
in academic journals.
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Bhal, 7 JAwY Aol BAAHCE foskrkt
=3.775, p<.001)[Table 4].

CRC9] F=ol| et HdAdof w3 A7 ke 74
whdol] Bt 371 (£1.37) 02 BEolga <8k bl
Hell, CRA e A7 Jdrny w2 e 2944
(xl21) o2 AHstA] Frial st on, F k] 2o
= BAFCE FosAtht=-3.009, p<.01). CRC 4+
gol AfAE AT Fad 74 whdel| Ha 3704
(#138) 2.2 REo|g 1 2145} B CRA HThe
P 2814(+151) 02 AA-stA] gria sty & A
o] ztolE TAHORE FHOSATH=-3082, p<.0l).
CRCY] w2l taiA A2 Jek2 74 UWOH 3
T 327813 e RERY ta YA 4esa,
CRA F2 Hit 1.96%8(£1.32) 2.2 vl x47<40}x] Sy
3 &G, ol ek F e Apol= FAHLE 9
B} tHt=-4.950, p<.001)[Table 4].

4, =9

¢

T N A @7l A CRCSF 317 9734
g Ttk A7 2 JHANES BUHF s
CRA7} 143k CRCY 9843 o &3t Aas F4
o HlaslHA et} sk

A2k} CRAZE <1218lH= CRCY] 9&438 A9
785, AT A e 7 vl i 34 5557 (2063),
CRA Heh2 33t HA 4658(+083) 2.2 37 A A9
& APshe AT7A o] AFE RUEHE Fh=
CRA Hdrr} CRCY 9348 L7t &2 A= 2l
Aatdey =3 Az Heke] H WA Hwangd
Kol7]9] A-ellA] CRC7} Azete d&re) Aro] o
T B4 5744(x0.67) 3 wlS=8+A .

CRCY] 9838 A=5 P44 45, ddA #9 o
I, 27/835 45, A71ALEY] 47] G el disl) v] s
HW, A7 Jed) CRA A 27 s #+ §
g ool tigk CRCY 9 Fao] 72t v J4 74 v
el 5714(x0.75), 5497 (£0.96) 2.2 71 =%aL

Y 2

o iz

F

e
VY

[Table 4] Comparison of Role performance related factors between Investigators and CRAS

Investigator n(%) CRA n(%)

Characteristics Categories (N=39) (N=63) t P

Importance of CRC role strongly agree 36(94.7) 57(86.4)
(-point scale) agree 2 53) 7(106)

disagree 0( 0.0) 1( 15)

strongly disagree 0( 0.0) 1( 15)

mean 395+0.23 3824052 -1.766 090
Professional recognition of CRC strongly agree 2(53) 10 15)
(d-point scale) agree 16(42.1) 22(338)

disagree 19(50.0) 36(55.4)

strongly disagree 1( 26) 6( 92)

mean 251065 2.28+0.65 -1.767 080
Independent role performance of CRC strongly agree 2(53) 0 0.0)
(4-point scale) agree 21(71.1) 32(49.2)

disagree 9(23.7) 26(40.0)

strongly disagree 0 0.0) 7(10.8)

mean 281052 2.33+0.68 -3561 001
Conflict with CRC strongly agree 1( 26) 7(10.8)
(d-point scale) agree 16(42.1) 39(60.0)

disagree 17(44.7) 19(29.2)

strongly disagree 4(105) 0( 0.0)

mean 2.32+0.67 2.82+0.61 3775 <001
Adequate number of working CRC(7-point scale) 371+1.37 294+1.21 -3.009 003
Adequacy of CRC's workload levels(7-point scale) 3.70+1.38 281+151 -3.082 003
Adequacy of CRC's benefit levels(7-point scale) 327+1.34 1.96+1.32 4990 <001
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