Journal of Korean Academy of

Nursing Administration

J Korean Acad Nurs Admin, 2011, 17/4) 524-637

* B ot oAt o839
Argtaned T4l $ds]
o] AoE AX P own
(IRB No, 4-2010-0600), ¥ <1
FolH AME BE mTE
Azl osf A APt
B oodpy) #dste] ols|Al
= slEUth

F20f
ofsh QlAtAIE
Key words

Role, Clinical trial

Correspondence

Ko, Il-Sun

Dept. of Clinical Nursing
Science, College of Nursing,
Nursing Policy Research
Institute, Yonsei University,
Seoul

50 Yonsei-ro, Seodaemun-gu,
Seoul, 120-752, Korea

Tel: 82-2-2228-3255

Fax: 82-2-393-5440
E-mail: iskol6@yuhs.ac

5 31 2 2011d 11€ 154
= M 220119 12€ 02¥
AArtE el 20119 129 03

Role Performance and Related Factors of the
Clinical Research Coordinator

Hwang, Youn Sun' - Ko, Il-Sun®

' Doctoral student, College of Nursing, Yonsei University, Seoul
* Professor, College of Nursing, Nursing Policy Research Institute, Yonsei University, Seoul

Abstract

Purpose: The purpose of this study was to analyze the role performance and
related factors of the Clinical Research Coordinator (CRC), Methods: A quantitative,
cross-sectional design was used, Data were collected using a structured questionnaire
from 134 Clinical Research Coordinators in 4 hospitals and analyzed using descriptive
statistics, t-test, ANOVA, and Pearson correlation coefficient. Results: The scores for role
performance of CRC were high (average 336,51 points of a possible 420 points, mean
average 574+067 of a possble 7) and the degree of role performance in the
management task sub dimension (mean average 6.12+0.77 of a possible 7) was higher
than any other sub dimension, Role performance of the CRC was also related to job
satisfaction (r=.198, p=.023). Conclusion: The study results indicate that most CRC are
nurses and perceive their role as very important, Further the CRC performance of
activities of management task and the Coordination/Advocacy task sub dimension were
high and higher levels of job satisfaction were related to higher levels of role
performance of CRC was, Therefore, strategies related to improvement in the fringe
benefit system and work environment should be developed to increase job satisfaction
and thus increase job performance,
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% 2ol ttest?} ANOVA, Pearson's correlation coefficient® 2l = 30.56(£23.23)70 o)t thAkAte] g AHE
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& 224%, NEH A% 164%9] £22 YENY, 9 HE F

(Table 1) Role Performance Related Factors of Participants (N=134)

Characteristics Categories n(%) Mean+SD
Gender Male 0(0.0)
Female 134(100.0)
Age (years) (30 70(52.2) 30.20+4 .37
> 30 64(47 .8)
Educational level Lower than Bachelor degree 37(27.6)
Bachelor degree 82(61.2)
Higher than Bachelor degree 15(11.2)
Marital status Single 84(62.7)
Married 50(37.3)
Major Nursing 130(97.0)
Other 4(3.0)
CRC work experience (months) < 24 61(45.5) 30.56+23 .23
> 25 73(54.5)
Hospital work experience (months) < 40 70(52.2) 47 19+40.00
(aside from CRC work experience) > 41 64(47.8)
Employment status Permanent employee 21(15.7)
Contract employee 113(84.3)
Department Clinical Trial Center 78(58.2)
Principal Investigator 30(22 4)
Clinical Department 22(16.4)
Other 4(3.0)
Salary <200 72(56.3) 213.28+46 .42
201-250 39(30.5)
»250 17(13.3)
Pre-education related to Clinical trials Yes 22(16.4)
No 112(83.6)

Workload 3.63+1.39

Job satisfaction 473+1.49

Salary satisfaction 3.38+159

Importance of CRC role 6.44+0.93

Missing responses excluded, Unit: Ten thousand won/month
CRC=Clinical Research Coordinator
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o) FYH7F 74 Aol At 6,774 (0.82) 2% 7 &9},
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Z273/3% A% FdME dZF Hxo glojA %ﬁlzmi
frofgk zolg velle o] glsieH, x}ﬂﬂl‘ﬂbl o=
SHEFEA ol whEl ARl A&l Al DlLﬂOlEH 785
(Ft 39.437%(+10.36)9 AEH 249 0*&03 SA=EIN =
78S-(FT 40.738(£9.37)7F WAAE AH A& YFdTHE
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(Table 2) Role Performance Related Factors of Particjpants (N=134)
No. of items  Total mean=SD mean=SD Observed range Min-Max
Total 60 336.51+39.78 574067 216-407 60-420
Administration tasks 19 104 31£13 .29 5.49+0.70 63-130 19-133
Participant management tasks 21 128 57+16.10 6.12+0.77 50-147 21-147
Coordination/Advocacy tasks 11 61.08+ 9383 5.55+0.89 31-77 11-77
Self-improvement 9 42 54+ 948 4 73+1 05 18-63 9-63
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(Table 3) Role Performance ftem Scores (N=134)
Role Performance Related Contents Mean+SD
Administration task 549+0.70
1. Preparation of relevant documents for approval of the Institutional Review Board (IRB) and the Korea
Food and Drug Administration on the initiation of a clinical trial 3.28+199
2. Reviewing items and expenditures prior to budget estimation, 3.50+2 02
3. Confirmation of required facilities for implementation of clinical trial 4.98+1 77
4. Receipt and storage of clinical trial-related goods (Investigator's Brochure, 6,630 80
Case Report Forms, Research Files for Document Control and other goods) : :
5. Control and storage of relevant documents 6.67+0.72
6. Preparation of a clinical study initiation meeting and attending it. 6.01+£1.18
7. Cooperation with the principal investigator and the sponsor in providing interim reports to IRB on 5 69+1 49
regular basis : :
8. Report on any serious adverse event/adverse drug reaction incurring in association with clinical trials,
in written forms or through web-site 6.06+1.49
9. Having Case Report Forms and Source Documents reviewed by other Clinical Research Coordinators for 44640 15
quality assurance of documents, : :
10, Review on scientific feasibility including the ethics and the quality assurance of clinical trial protocols 502+1 80
as well as case report forms as prepared, : :
11, Securing the highest quality data through the process of continuous query resolutions, 557+1 40
12, Confirmation on the return of unused research-related goods and their disposals, 551+1 58
13, Review and control of the investigator's file 6.22+1 01
14, Completion of preparation of case report forms 6.77+0.82
15, Preparation and review of case report forms, investigator's files and administration-related documents 6 49+1 21
that are required for the completion visit by the monitor, : :
16. Preparing relevant data for audit and discussion with monitoring staff on problems found from the 61141 49
audit, : :
17. Preparation of the research files and source documents for inspection 5724174
18, Submission of requests for various reviews, and check that there is notification of the results, 5.65+1 59
19, Participation during the work to develop and to revise the Standard Operation Procedures 397+2 183
Coordination/Advocacy task 555+0.89
1, Coordinating cooperation procedures with relevant departments of required facilities as identified. 6.02+1 12
2. Being involved in the process to acquire written consents of potential participants, 6.22+1.35
3. Schedule control to ensure smooth implementation of clinical trials 6.61+094
4. Cooperation with the ward nurse for treatment process of participants when any participant is admitted 5034137
to the hospital, : ’
5. Cooperate with the Clinical Research Associate and the person of interest from the Sponsor, 6.59+0.77
6. Consultation on the work details, estimation of work volume and delegation of work with other 5 40+1 58
investigators and making necessary adjustments : :
7. Facilitating communication required for the research by attending investigators/researchers meetings, 5804134
and reviewing all research and performance, : ’
8. When any specific management is required by treatment method (such as ostomic management),
collaborate with appropriate service department for effective management, 481178
9. During an emergency, support participants and their families to get services as needed, while
contacting relevant departments, 5.54+1.60
10, Introduce support resources needed by participants and their families (such as support meetings, 413+178
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 4.00+1 91

on the post-op wound management and exercises so that participants have the required knowledge.
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(Table 3) Role Performance ltem Scores (continued) (N=134)
Role Performance Related Contents Mean+SD
Participant management task 6.12+0.77

1. Conduct a screening for potential participants, (checking on the inclusion/exclusion criteria) 6.61+0.94
2. Ensure participants are enrolled and perform randomization 6.47+124
3. Assess participants for vital signs, diseases and treatments related symptoms (Adverse Events) 6.69+0.70
4. Collection, storage and shipping of the test samples 6.49+0.90
5. Identification/interpretation of test results and notify study doctor and participants of results, 6.57+0.93
6. Confirmation of prescriptions including the dosage and the route of administration of
: _— ) 6.69+0.83
investigational products and assessment of post dose reactions
7. Return of residual investigational products to the pharmacy after checking whether participants 6574107
have received them D
8. Explain administration methods for medication to participants as well as its cautions and
L 6.61+0.93
prohibitions
9. Build a trust relationship with participants and their families and communicate with them in a 64241 11
therapeutic manner, o
10, Brief participants on information about tests to be performed in the course of a clinical trial in
" . ’ 6.54+0.98
addition to corresponding cautions,
11, Be familiar with the treatment progression process-related contents which are decided from
- o . . o 5.85+1 56
clinical visitations by doctors to participants during hospitalization,
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 guidelines 6.29+1.19
specified in the protocol,
13. Provision of training on adverse effects from treatments and countermeasures for these effects 6.35+0.99
14, Provision of training on nutrition and dietary control to be done during the treatment process, 548+1 55
15, Provision of information on subsequent progression of clinical study, health management and 61841 21
emergencies o
16, Making payment of research assistance fee to participants and management of such expenses, 4574205
17. Explaining to participants on how to use and maintain special equipment and apparatus (such as
: v : 4024208
Hickman catheter, 02, artificial breasts) as required.

18, Support and manage participants to stay on until completion of the clinical trial, 6.51+0.85
19. When required, provide counseling to participants and their families through various methods 62241 30
such as phone calls or e-mails during progressions of clinical trials. T

20, Provision of training and counseling on the post-study health promotion, rehabilitation and
) - : 514+1.83
self-management after completion of the clinical trial
21, Performing follow-up observations on participants after the completion of clinical trial until
o : L 6.28+1.39
certain time points as specified in the protocoal,

Self-improvement 4731105
1, Attending prior training for clinical trial personnel 6.13+1.17
2. Attending any further education programs as well as relevant association academic gatherings. 5.75+1 38
3. Attending to QI Training and In-hospital education 5.66+1.53
4. Developing guidance materials for participants and their families to help in their understanding of 43041 88

the clinical study implementation process. T
5. Taking internal education programs being provided by the Clinical Research Center within its 5 18+1 55
organization for knowledge enhancement and leadership training o
6. Taking any foreign language classes. 4 80+1.55
7. Continual learning to improve the computer utilization capacity 4 54+1 61
8. Being involved in preparation of clinical trial reports 3.49+1 97
9. Being involved in presentation of study outcomes through oral presentations or publications in 9 69+1 80

academic journals,
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(Table 4) Differences in Role Performance Score of Participants by Role Performance Related Factors (N=134)

Total role performance Administration

Subject management task Coordination/Advocacy task Self-improvement
Characteristics score task
Mean+SD t/F p Mean+SD t/F p Mean+SD t/F p Mean+SD t/F p Mean+SD t/F p
Educational level 1345 264 384 397 531 1201 304
Less than bachelor 327 54+45 11 101.89+1562 0964 1254441744 0930 5953+1173 0635 4047+ 9.30
Bachelor 339.44+36.63 104 ,98+12 43 129.64+15 26 61,54+ 9,08 4331+ 917
Higher than bachelor 342 60+41 .67 106.80+11,82 130,13+17.50 6220+ 8,99 43 47+11 60
Major -1018 311 -0594 553 -0.968 335 -0.397 692 -1379 170
Nursing 335,95+39.71 104 23+13.32 128.33+16,14 61,029 91 42 3749 47
Other 356.50+42 56 108,25+13.33 136.25+14 93 63.00+6 98 49,00+9.76
Marital status -0291 772 -1136 258 0,568 571 -0.718 477 0,138 891
Single 335,79+£38,15 103.35+13.49 129.18+14 37 60,61+ 9,62 42 65+9 57
Married 337.86+42.75 106.04+12 90 127 54+18.78 61.8610.21 42 42+9 48
Employment status 0963 337 1945 054 0016 98 0469 640 0826 410
Permanent employee 344 24+41 48 109.48+10.93 128.62+16.10 62,00+11.34 44 14+10.20
Contract employee 3385,13+39 49 103.40+13 51 128.56+1617 60,90+ 956 42 27+ 9.39
Department 0079 971 0,706 550 1620 188 0,099 960 2276 083
Clinical trial center 336.08+41,15 104,78+12 71 126.36+17.79 60.81+10.59 44 12+ 8.83
Principal investigator 337.70+34,68 102.67+14.18 133,67+ 882 6193+ 857 39.43+10.36
Clinical department 335,18+42 39 103.64+14 93 130.00+15.86 60,82+ 8.46 40,73+ 937
Other 345,00+48 61 112,50+ 7 51 125 60+21 17 61,25+13 52 4575+12 28
Pre-education related -0,168 868 -0345 731 -0498 619 -0252 802 0748 456
to clinical trial
Yes 335,00+49 47 103.45+16.32 127.00+16.77 60.59+11.15 4395+11 32

No 336.87+37 85 104.63+12.69 128.88+16.03 61,17+ 9.60 4229+ 914
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(Table 5) Correlation of Role Performance Score and Role Performance Related Factors
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P

np) (N=134)

Characteristics 1. Role 2. Administration 3. Subject 4. Coordination 5. Self
performance task management task /Advocacy task  -improvement
A e 017 116 - 111 035 060
(.847) (.183) (,203) (.687) (.489)
Salary -.002 190 -.197 020 051
(Ten thousand won/month) (.985) (.032) (.026) (.821) (.568)
CRC work experience 007 159 -182 058 063
(months) (.932) (,067) (,036) (.546) (.474)
Hospital work experience (month) -022 029 -.067 034 -063
(aside from CRC work experience) (.805) (.742) (.445) (.698) (.546)
Workload 040 067 055 061 -.081
(.650) (.444) (,631) (.490) (.360)
Job satisfaction L8 A2 U A5 039
(.023) (.050) (.139) (.002) (.336)
Salary satisfaction 053 217 ~004 073 ~004
(.546) (.013) (,285) (.405) (.968)
143 146 088 74 066
Importance of CRC role (101) (095) (314 (046) (452)

The role performance(1) is the sum of administration tasks(2) and participant management tasks(3) and

coordination/advocacy tasks(4) and self-improvement(5).
CRC=Clinical Research Coordinator
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