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Perception on Working Conditions and Utilization of Clinical Research Coordinators
among Investigators and Sponsors

Ihn Sook Jeong', Sangmin Choe?, Ji Hyang Yoon', Eun Hwa Yun?

1College of Nursing, Pusan National University, “Clinical Trial Center, Pusan National University Hospital

Background: This study was aimed to investigate the perception on working conditions and utilization
of clinical research coordinators (CRCs) among investigators and sponsors.

Methods: The participants of this cross—section study were 114 investigators and 138 sponsors
including clinical research associates (CRAs) who have worked with CRCs. Data was collected with
paper or electronic form of self-administered questionnaires and analyzed with descriptive statistics and
x2 test or t test.

Results: Among investigators and sponsors, 56.1 % and 95.0 % perceived regular full-time positions as
proper type of CRC employment, respectively. Those who perceived monthly salary with incentive as
proper payment system were 675 % of investigators and 68.8 % of sponsors. The proper salary for
2-year CRCs and 5-year CRCs were significantly higher in sponsors than investigators. Investigators
perceived CRCs could handle 3 studies as the same time and 5 studies per year. In regard to the difficulty
in utilizing CRCs, 68.4 % of investigators perceived lack of experienced CRCs and 84.8 % of sponsors did
frequent turnover. Those who responded pooling CRCs by hospital or clinical trial centers as a good
solution to hire CRCs easily were 81.6 % of investigators and 58.0 % of sponsors.

Conclusion: Almost all investigators and sponsors perceived CRCs were helpful for improving the
quality of clinical trials. We recommend each institution or clinical trial centers could introduce the central
CRCs’ employment and management with proper salary and workload based on the results to maintain
experienced CRCs and lessen the turnover of CRCs.
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Table 1. General characteristics of study participants

) Investigator Sponsor
Characteristics (n=114) (n=138)
Gender Male 88(77.2) 11( 8.0)
Female 26(22.8) 127(92.0)
Age (yrs) Mean + SD 411 275 30.7 + 45
Position Professor/Manager 33(29.0) 53(38.4)
Associate professor or below/Staff 81(71.0) 85(61.6)
Working years for Mean + SD 6.1 £ 49 42 + 133
clinical trials Median (range) 45 (1-22) 35 (1-20)
Utilizing CRCs who Investigator 35(30.7)
belong to Medical department 35(30.7)
(multiple responses) Institution/Clinical trial centers 81(71.1)
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Table 2. Comparison of perception on the working condition of clinical research coordinators (CRCs)
between investigators and sponsors

Investigator Sponsor

. "
Characteristics (n=114) (n=138) X P

Proper type of CRC Regular 64(56.1) 131(95.0) 56.265 <0.001
employment Irregular (full-time) 44(38.6) 6( 5.0

Irregular (part-time) 6( 5.3)
Proper CRC hirer & Sponsor 25(21.9) 18(13.0) 11.201 0.004
payer Investigator 72(63.2) 111(80.4)

Sponsor hiring, investigator paying 17(14.9) 9( 6.5
Proper CRC Monthly salary 22(19.3) 26(18.8) 0.057 0972
payment system Monthly salary +incentive 77(67.5) 95(68.8)

Others 15(13.2) 17(12.3)
Proper salary (1500 7( 6.2) 4(°3.1) 8542 0.003
for 2yr-CRCs 1500-1999 28(24.8) 11( 8.6)
(10,000won) 2000-2499 44(38.9) 71(55.5)

2500-2999 23(20.4) 10( 7.8)

=>3000 110 9.7) 32(25.0)
Proper salary (2500 6( 5.6) 13(10.3) 7.110° 0.008
for byr-CRCs 2500-2999 23(21.5) 100 7.9)
(10,000won) 3000-3499 35(82.7) 23(18.3)

3500-3999 29(27.1) 45(35.7)

>4000 14(13.1) 35(27.8)
Current CRC's \ery heavy 9( 79) 14(10.1) 58220 0.016
workload A little heavy 49(43.0) 80(58.0)

Proper 33(28.9) 26(18.8)

Litlle heavy 23(20.2) 18(13.0)
Proper No. of study Mean + SD 35+ 17
at the same time Median (range) 3 (1-10)
Proper No. of study Mean + SD 72 + 56
annually Median (range) 5 (2-50)

* X2 for trend test,
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Table 3. Comparison of perception on the utilization of clinical research coordinators (CRCs) between
investigators and sponsors

Investigator Sponsor

0 2
Characteristics (n=114) (n=138) X P
Helpfulness of CRCs for \ery helpful 103(90.4) 97(70.8) 15.240% <0.001
clinical trials go smoothly A little helpful 11( 9.6) 37(27.0)
No helpful 0 0.0) 3022
Helpfulness of CRCs for \ery helpful 95(83.3) 82(59.9) 17.195% <0.001
improving the quality of A little helpful 18(15.8) 48(35.0)
clinical trials No helpful 1009 7(51)
Having intention to hire CRCs 114(100.0)
Having intention to recommend to utilize CRCs 113( 99.1)
Fasiness to hire CRCs \ery easy 1( 1.6)
(n=63) A little easy 17(27.0)
A little difficult 38(60.3)
\ery difficult 7(11.1)
Difficulty in utilizing CRCs Lack of experienced CRC 78(68.4) 41(29.7) 37.536 <0.001
(multiple responses) Lack of professionalism 29(25.4) 98(71.0) 51.873 <0.001
Lack of passion 25(21.9) 92(66.7) 63.929 <0.001
Frequent turnover 62(54.4) 117(84.8) 28.032 <0.001
Setting proper salary 50(43.9)
Worklad arrangement 29(25.4)
Solutions for investigators Pooling CRCs by departments 12(10.5) 42(30.4) 18537" <0.001
to hire CRCs Pooling CRCs by institution/GTCs" 93(81.6) 80(58.0)
Utilizing CRC pools outside 3(26) 100.7)
Sponsors hiring CRCs 6( 5.3 5( 36)
Solutions for reducing Keeping stable position 48(42.1) 39(28.5) 5293 0.021
turnover of CRCs Keeping proper salary 47(41.2) 66(48.2) 1.099 0.295
(multiple responses) Keeping proper workload 12(10.5) 27(19.7) 3.899 0.048
Flexible on-duty hours 5(44) 2(15) + 0.250
Opportunities for getting training 2(1.8) 3(22) + 1.000

* Responded by investigators only who have hired CRCs before. ¥ CTC: Clinical trial center. ¥ Fisher's exact test.
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Table 4. Investigator's perception on the working condition of clinical research coordinators (CRCs)
whether investigator’s institution is designated as a RCTC

Investigator’s institution is
designated as a RCTC

. 2
Characteristics Ves No X/7 P
(N=85) (N=29)

Proper type of CRC Regular 54(63.6) 10(34.5) 7.927 0019
employment [rregular (full-time) 28(32.9) 16(55.2)

Irregular (part-time) 3(35) 3(10.3)
Proper CRC hirer & Sponsor 18(21.2) 7(24.1) 0.355 0.837
payer Investigator 55(64.7) 17(58.7)

Sponsor hiring, Investigator paying 12(14.1) 5(17.2)
Proper CRC Monthly salary 15(17.6) 7(24.1) 8.763 0013
payment system Monthly salary +incentive 63(74.2) 14(48.3)

Others 7( 82) 8(27.6)
Proper salary (1500 4( 48) 3(10.3) 17.209" 0.001
for 2yr-CRCs 1500-1999 13(15.5) 15(51.8)
(10,000won) 2000-2499 37(44.0) 7(24.1)

2500-2999 21(25.0) 2(6.9)

>3000 9(10.7) 2(6.9)
Proper salary (2500 2(25) 4(14.3) 18547" <0.001
for byr-CRCs 2500-2999 2(15.2) 11(39.3)
(10,000won) 3000-3499 25(31.6) 10(35.7)

3500-3999 27(34.2) 20 7.1)

>4000 3(16.5) 1( 3.6)
Current CRC's \ery heavy 44(51.8) 14(48.4) 2.160" 0.557
workload A little heavy 26(30.6) 7(24.1)

Proper 8( 9.4) 3(10.3)

Little heavy/don’t know 7(.82) 5(17.2)
Proper No. of study Median (range) 3(1-10) 3(2-5) -0.741 0459
at the same time
Proper No. of study Median (range) 5.5(2-50) 5(2-15) -0474 0.636

annually
* RCTC: Regional clinical trail center. ¥ Fisher's exact test.
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Table 5. Investigator's perception on the utilization of clinical research coordinators (CRCs) whether
investigator's institution is designated as a RCTC

Investigator's institution is
designated as a RCTC

Characteristics X P
Yes No
(N=285) (N=29)
Helpfulness of CRCs for Very helpful 75(88.2) 28(96.6) 1.700% 0.192
clinical trials go smoothly A little helpful 10(11.8) 1(.34)
No helpful 0 0.0) 00 0.0
Helpfulness of CRCs for Very helpful 71(83.5) 24(82.8) 0554 0.083
improving the quality of A little helpful 13(15.3) 5(17.2)
clinical trials No helpful 1(1.2) 0 0.0)
Easiness to hire CRCs" (Very or a little) easy 13(26.0) 5(38.5) 1.708% 0.435
A little difficult 32(64.0) 6(46.1)
Very difficult 5(10.0) 2(15.4)
Difficulty in utilizing CRCs Lack of experienced CRC 58(68.2) 20(69.0) 0.005 0.942
(multiple responses) Lack of professionalism 22(25.9) 7(24.1) 0.035 0.852
Lack of passion 17(20.0) 8(27.6) 0.727 0.394
Frequent turnover 45(52.9) 17(58.6) 0.281 0.596
Setting proper salary 29(34.1) 21(72.4) 12.879 <0.001
Workload arrangement 23(27.1) 6(20.7) 0.462 0.496
Solutions for investigators Pooling CRCs by departments 7(8.2) 5(17.2) 7.493 0.058
to hire CRCs Pooling CRCs by institution/GTCs* 74(87.1) 19(65.6)
Utilizing CRC pools outside 101.2) 2(6.9)
Sponsors hiring CRCs 3(35) 3(10.3)
Solutions for reducing Keeping stable position 44(51.8) 14(48.3) 0.105 0.746
turnover of CRCs Keeping proper salary 35(41.2) 14(48.3) 0.445 0.505
(multiple responses) Keeping proper workload 12(14.1) 4(13.8) 0.002 0.965

* RCTC: Regional clinical trial center. ¥ Responded by investigators only who have hired CRCs before. ¥ CTC:

Clinical trial center. § Fisher's exact test.
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Table 6. Sponsor's perception on the working condition of clinical research coordinators (CRCs) by

position
Position
Characteristics Manager Staff X? P

(N=53) (N=85)

Proper type of Regular 52(98.1) 79(92.9) 1.914 0.384
CRC employment Irregular (full-time) 1019 5( 59
Iregular (part-time) 0 0.0) 1(1.2)

Proper CRC hirer & Sponsor 6(11.3) 12(14.1) 3.463 0.177
payer Investigator 46(86.8) 65(76.5)
Sponsor hiring, Investigator paying 10 1.9 8( 9.4)

Proper CRC Monthly salary 10(18.9) 16(18.8) 1872 0.392
payment system Monthly salary +incentive 39(73.6) 56(65.9)
Others 40 75) 13(15.3)

Proper salary (2000 102.1) 14(17.3) 9.366" 0.022
for 2yr-CRCs 2000-2499 29(61.7) 42(51.8)
(10,000won) 2500-2999 2(43) 8( 9.9
>3000 15(31.9) 17(21.0)

Proper salary (3000 3(6.5) 20(25.0) 8187" 0.004
for Byr-CRCs 3000-3499 6(13.0) 17(21.3)
(10,000won) 3500-3999 21(45.7) 24(30.0)
>4000 16(34.8) 19(23.7)

Current CRC's \ery heavy 9(17.0) 5( 5.9 4795" 0.029
workload A little heavy 31(58.5) 49(57.6)
Proper 9(17.0) 17(20.0)
Little heavy/don’t know 4( 75) 14(16.5)

* Fisher's exact test. T X° for trend test.
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Table 7. Sponsor's perception on utilization of clinical research coordinators (CRCs) by position

Position
Characteristics Manager Staff X P
(N=53) (N=285)
Helpfulness of CRCs for Very helpful 41(77.3) 56(65.9) 2016" 0438
clinical trials go smoothly A little helpful 11(20.8) 26(30.6)
No or little helpful 1(1.9) 3( 35)
Helpfulness of CRCs for Very helpful 37(69.8) 45(53.0) 46317 0.094
improving the quality of A little helpful 15(28.3) 33(38.8)
clinical trials No or little helpful 1(1.9) 7(.82)
Difficulty in utilizing CRCs Lack of experienced CRC 21(39.6) 20(23.5) 4.049 0.044
(multiple responses) Lack of professionalism 39(26.4) 59(69.4) 0276 0.599
Lack of passion 36(67.9) 56(65.9) 0.061 0.805
Frequent turnover 46(86.8) 71(83.5) 0.269 0.604
Solutions for investigators Pooling CRCs by departments 18(34.0) 34(40.0) 1.282 0.837
to hire CRCs Pooling CRCs by institution/CTCs 33(62.2) 47(55.3)
Utilizing CRC pools outside 00 0.0) 1012
Sponsors hiring CRCs 2(38) 3( 35
Solutions for reducing Keeping stable position 19(32.1) 20(20.0) 2444 0.118
turnover of CRCs Keeping proper salary 25(47.2) 41(48.3) 0.015 0.903
(multiple responses) Keeping proper workload 7(13.2) 20(23.5) 2.210 0.137

* CTC: Clinical trial center. ¥ Fisher's exact test.
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