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Abstract: Objective

professional training for clinical research coordinators ( CRCs), explore

To investigate and analyze the current state of

the differences in CRC cultivation between clinical trial institutions and
site management organizations ( SMOs ), and provide references for
optimizing the CRC training system. Methods A total of 613 active
CRCs was conducted using convenience sampling method and quota
includes basic information,

sampling method. The questionnaire

induction teaching methods, training frequency, training content,

training satisfaction and training needs, etc. Data were collected by the
‘ questionnaire star’ , statistically analyzed using SAS 9. 3 software, and

There

were significant differences between institutions and SMO companies in

differences were compared using the chi — square test. Results

the education, professional background and working years of CRC ( All
P <0.05). Institutional CRC generally has a higher degree and more
nursing background, while SMO company CRC contains a certain
proportion of people with non — medical background. In terms of training,

institutional CRC prefers moderate frequency training (6 to 12 times per
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year) , while SMO CRC prefers more frequent high frequency training ( more than 12 times per year). SMO company

has a high utilization rate of online training, and institutional CRC has some deficiencies in communication skills

training. Overall, the CRC is relatively satisfied with the existing training system. Conclusion

Institutions and SMO

companies should develop reasonable training plans according to their own characteristics and reduce unnecessary

training burden to improve the work efficiency and clinical trial quality of CRC. It is recommended to adopt more offline

training forms, and to conduct targeted training according to the individual needs of CRC.
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Table 1 Basic information of clinical research coordinator( CRC)

Institutional Company Total
frem CRC(n, %) CRC(n, %)  (n, %)
Gender

Male 4(8.16) 19(3.37) 23(3.75)

Female 45(91.84)  545(96.63)  590(96.25)
Age (years)

20 -24 10(20.41) 112(19.86)  122(19.90)

25-29 28(57.14)  262(46.45) 290(47.31)

30 -34 10(20.41) 151(26.77) 161(26.26)

535 1(2.04) 39(6.91)  40(6.53)
Education

Bachelor’ s degree 49(100.00) 413(73.23)* 462(75.37)

College diploma 0(0.00) 151(26.77) 151(24.63)
Major

Nursing 37(75.51)  328(58.16) * 365(59.54)

Pharmacy 9(18.37) 185(32.80) 194(31.65)

Clinical medicine 3(6.12) 21(3.72) 24(3.92)

Other 0(0.00) 30(5.32) 30(4.89)
Years of work experience

Within 1 year 19(38.78)  108(19.15) * 127(20.72)

1 -2 years 12(24.49) 102(18.09)  114(18.60)

2 -4 years 9(18.37)  241(42.73)* 250(40.78)

More than 4 years 9(18.37) 113(20.04) 122(19.90)

Compared with institutional CRC group, * P <0. 05.
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Table 2  Relationship between employment methods and training

conditions
Institutional Company Total
Item
CRC (n, %) CRC(n, %) (n, %)

Total 49(7.99) 564(92.01) 613(100.00)
Does the onboarding mentoring include one — on — one mentoring?

Yes 41(83.67) 504(89.36) 545(88.91)

No 8(16.33)  60(10.64) 68(11.09)
Does the onboarding mentoring include group training?

Yes 22(44.90) 266(47.16) 288(46.98)

No 27(55.10) 298(52.84) 325(53.02)
Does the onboarding mentoring include online training?

Yes 17(34.69) 315(55.85) * 332(54.16)

No 32(65.31) 249(44.15)* 281(45.84)
Are there other onboarding mentoring methods besides the above?

Yes 0(0.00) 20(3.55) 20(3.26)

No 49(100.00) 544(96.45) 593(96.74)
Total mentoring duration

Within 1 month 19(38.78) 71(12.59)* 90(14.68)

1 -3 months 26(53.06) 321(56.91) 347(56.61)

More than 3 months 4(8.16) 159(28.19) * 163(26.59)

No mentoring period 0(0.00) 13(2.30) 13(2.12)
Post — regularization training frequency

1 =3 times per year 7(14.29) 141(25.00) * 148(24.14)

3 -6 times per year 8(16.33) 116(20.57) 124(20.23)

6 — 12 times per year 24(48.98) 130(23.05)* 154(25.12)

More than 12 times per year  10(20.41) 177(31.38) * 187(30.51)
Does post — regularization training include SOP training?

Yes 47(95.92) 548(97.16) 595(97.06)
No 2(4.08) 16(2.84) 18(2.94)
Does post — regularization training include professional knowledge training?

Yes 47(95.92) 545(96.63) 592(96.57)

No 2(4.08) 19(3.37) 21(3.43)
Does post — regularization training include communication skills training?

Yes 38(77.55) 514(91.13) * 552(90.05)

No 11(22.45) 50(8.87)*° 61(9.95)
Training Satisfaction

Satisfied 37(75.51) 5(0.89) 6(0.98)

Met expectations 11(22.45) 3(0.53) 3(0.49)

Dissatisfied 1(2.04)  548(97.16) 595(97.06)

Other 0(0.00) 16(2.84) 18(2.94)
Training needs: communication skills

Yes 31(63.27) 304(53.90) 335(54.65)

No 18(36.73) 260(46.10) 278(45.35)
Training needs: regulatory knowledge

Yes 34(69.39) 356(63.12) 390(63.62)

No 15(30.61) 208(36.88) 223(36.38)
Training needs: specialized clinical knowledge

Yes 41(83.67) 469(83.16) 510(83.20)

No 8(16.33)  95(16.84) 103(16.80)

Compared with institutional CRC, * P <0. 05.
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