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R NR TS HERKE. ik BACREREEWTTREFERERSE, BME RSS2
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Abstract

Object: To investigate the competencies that clinical trial participants expect from clinical research
coordinators (CRC) to provide a reference for CRC's appointment, training management and core
competency improvement. Methods: The questionnaire was determined by the literature method
and semi-structured interview method, and the questionnaire star link was sent through WeChat
to conduct the online questionnaire survey. The questionnaire was determined by the literature
method and semi-structured interview method, and the questionnaire star link was sent through
WeChat to conduct the online questionnaire survey. Microsoft Office Excel 2016 and IBM SPSS Sta-
tistics 25.0 software are used to deal with missing values and extreme values, and count data are
statistically described with frequency and composition comparison. Results: The inter-evaluator
consistency of the questionnaire content validity is 0.94, and the scale level S-CVI/UA is 0.91, which
shows that the overall content validity of the questionnaire performs well. The reliability of Cron-
bach’s coefficient is 0.97, which shows that the internal consistency and reliability of the ques-
tionnaire evaluation items are good. 123 (96.85%) respondents believed that the importance of
CRC in clinical trials GCP/ethics basic knowledge and strict implementation of GCP principles and
regulations reached more than 6 points. 122 people (96.07%) of the surveyed considered that the
importance of being familiar with the clinical trial protocol and research process was above 6
points. More than 80% of respondents believe that the importance of data management is above 6
points. In terms of personal ability, more than 80% of the respondents believe that the importance
of CRC's time and energy, work initiative, work attitude, sense of responsibility, and teamwork
ability for the project is more than 6 points. Conclusion: CRC must have a solid GCP/ethics basic
knowledge and a sense of strict implementation of the plan, excellent communication and coordi-
nation skills, continuous learning ability and teamwork spirit. When establishing a CRC training
and promotion system, attention should be paid to the improvement of CRC's practical ability and
communication ability.
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1. 5§

Il R AF 7T i 53 (Clinical Research Coordinator, CRC){E N HH#r 3 . Il RIREGH AT 728« I R 6
PRI B VA IR, A PRAFE 5T T BA AR AN T B ) i 01 5 383 73 i CRC EAT I PR 50 388 1 1
TRPAT . BB RS TAERERTT, TEAR ARSI . I PR 58 44 HE 7 5 St 77 T R 4546 B A
1] [2] [3]. BAFEEZLKAM LM TAERE /18 CRC 1] LLA ZER &l AR BT 78 80 R A 92tk ~F[4] [5]. 1EH
AT RHE 78 CRC AR TEML 557K 5 A5 N R sh KBRS 4> TANWIR . AR &/ BLAS S 26 ] 6] [7],
WA G IRIRLE %2 5776 CRC IR /1K, A BT HUFHh T #7712 CRC SERUN TAEFIER ST, WA

=
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CRC & HLE MBI FIHLAE A CRC R MRS RE, i CRC TLAERE /7 LA /2 I AR SR TAEZK . AR}
B = R EE B RS AH O¢ A AT CRC #20 MEATRE I AT W A 404, R NI RIS ML IA A 2 L I
PRI B 37 5 H 41 2 B 3% 5 B 41 47 (Site Management Organization, SMO)E A . B2l fii5 1% CRC 24t 5%
Bkl

2. MREHZE

2.1 PENR

KA B LS GRS BRI, PR = A B EERIGRT M =4 . wHocd L. P
ANZETENGE, ZH5ANMIEHR R H K H 77 & R 414 (Contract Research Organization, CRO)
J SMO TAEAN .

22. ARKAZESHEIR

SR FH SCRIRYE 25 58] 5 s PRATF FCAH S AT RE T B0 SCHR, 45 & 45 AL UiiRIE, AL CRC ML IEATRE 114
A VFRAT R NIERRME: © ABHZLL BT, @ MFIGARBE AR TAE 5 £ &L E, @ gk
RORERFR . TEE A A SO R R, RREE D T R T A ) E U7 IR SR AN AT S S AT R
FENHAHE: CRC MY B MEAZIR, (EIGIRHE S HE#s St B st Rl B, 2 il B AIORY
BFA TR o N LA A J7 o ARYE VTR 45 RARAL AL A T2 i CRC # O IEAT /A 25 I 58], A 4% 4
RN TSNS 5 S AR IS MO 2505 2, X (2Pl AR50 BT B2 BRI ) (Good Clinical Practice,
GCP) 8 5| SRR ATTE . e A il . S0 A DMERE /7. R E AL 1. RIS AH K A A
71~ MANBESIMH I H

R FE 19X 48 108 25 T B i) 45 22 (https://www.sojump.com) b 7] 45 X 254k, S I s & 6T 25 i) G 654, 1R
X R EATIES M AIE S [ 4 (A e ), 8N [ 45 B SR 1 1) 45 BT RH 9]

2.3. BIN O

231 BEOHBE

I v 35 B 3 R A a5 S Microsoft Office Excel 2016 k&, 120t A% 5 A 2k, B8
FA IBM SPSS Statistics 25.0 #ft, #HATEIEEAL . Mo EiEEE, M. TR, KRR
TAEFER. Z5EMERIREE . SOTAER T & RASER A o LT g ik . 06 /13 0
F10 R4 N 5 AN, 3R (1) 0~1 %% (2) 2~34);: (3) 4~57r: (4) 6~7 %%: (5) 8~10 7, N JHHi
HANE 53 LCEAT BRI 2 G Rk

2.3.2. O] H RBUEITM

KH WG BN CRC #0 0 MAT A E 0 B 115 . 18515 5 Al RIS S & R4 CRC %0
127 MAERA % B 50 S OG22 VR4, VP4r 1= ToAESG. 2= §9AHC. 3= BRAHC. 4=
BAHOG. TRIERFMN: © AR EZET . @ NFHIERIREAIR TES FE LU . @ AEIERT
TR G L UL AR . R P2 3 5 2 (Consent Validity Index, CVI) A% 17 36 (1) 9 2515 £
I-CVI & S AR IR R A 2% H 50 FORES B ORI 23 A VE 43, PR 3 B 4 15 AR DA & S A
N -CVI. fRIEEA & HI 1-CVI A LUE R« B H0E 2 & 7% % H[10]. S-CVI NP FTA & X
3 B 4 KIFKHBERUKHEEG CVI bR R AT RIE N —8UEN, 2k —8ES-CVIUY,
Universal Agreement), HAE AL FRKIEEN 3 8L 4 14 H R ELBIRI {8, S-CVI/Ave NiZk ] 0.90 LA
F[1]
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SR A IR A8 2 2 SRS B0l 1) P9 3 — S SR AT T A S RE VA S SR 5 BT R /K (Cronbach’s Alpha)
FHEFR . RO RBIIRT 0.7 MW AN I0&(E B [12] [13] [14] [15].

3. &R
3.1. B EEEMETNER

3.1.1. CRC fi{Eat HiBERERNRYEFELER

AR FiL 5 A FKIES CRC HAERE /IR i) 4 N AL R, PR Al — 2% 8 0.94, KT 0.7,
FERKP S-CVIIUA 5 0.91, KT 0.9, W] CRC HEATAE /77 ) B4 4k I 25 30 R B R 4T

% HI/KF 1-CVI J7iHl, 49 N4& H HBR 13 4~ 1-CVI 24 0.80 4, At 4% H 1 1-CVI #4124 1.00, 5 4N K4
H I 1-CVI ¥124 1.00, #iHH CRC AT AE /78 75 1) 45 1K 2% H K WA BUERILR U7, 2% BRI 2%
MERIL R -

3.1.2. CRC R AT BEMETFMER

Xof ) HEAT (S BE 404, Tl [k 2 (Cronbach’s Alpha)Jy 0.97, KT 0.7, #/x%& CRC MALHE ST k]
LV 2 H 3 — SRR, MBS ER .
32. E5MERAXER

127 %R ML E S 7 AR E, Hrh 56 R E AN R, 5250 S0
44.09%, 71 %K H SMO. H#3 77 % CRO, 5 55.91%; 120 NEA AR KLU E2J, [ 94.49%; 94 A

B 3L BRI ML S, & 74.02%, 46 ANHA 5 4L LIGKIRIEIILZLE, 5 36.22%. H¢
WG BLANEE 1 Fs.

Table 1. Basic information of the respondents

F 1 SHRFEENELRRBR

EAQ) 545t (%)

Hi 55 27 21.26
CRO 26 20.47

BB RIR
SMO 18 14.17
BEFT L 56 44.09
i+ 9 7.09
i1 36 28.35

=]

N 75 59.06
KERLLF 7 5.51
>8 4F 23 18.11
2 SRR 5~8 4F 23 18.11
TAEER 3~5 4F 48 37.80
<34 33 25.98
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3.3. CRC HE{EREHEELER

CRC 4 WUIEAT §E ) B E AL LR B 45 R A0 2 o, S UL RE 70 10 B B TR £54E 6 73 LA BRI
A I 50%, RN RSS2 FTA & 5% H #4908 CRC £ Il PR 1 56 5t 5 2 22 ) g

Table 2. Distribution of importance score of CRC competency (n, %)

%2 2. CRC HERENEEREE TS D0, %)

0~1 4y 2~34r 4~5 4y 6~7 4 8~10 4

sl
% 24P B 2 R R A AR 2 (1.57) 18 (14.17)  42(33.07)  24(18.90)  41(32.28)
J5 I AR P R 3(2.36) 14 (11.02)  41(32.28)  30(23.62) 39 (30.71)
I PRIREE FE R AR : GCP. B AIAS 0 (0.00) 0 (0.00) 5 (3.94) 26 (20.47) 96 (75.59)
XA A%, WE Ol 4 (3.15) 16 (12.60)  25(19.69)  31(24.41) 51 (40.16)
FERE AT GCP IR AN 0 (0.00) 1(0.79) 3(2.36) 20 (15.75) 103 (81.10)
5w 5t B A M E R BE
ARG ARG 7 B B SRR 0 (0.00) 0 (0.00) 5 (3.94) 24 (18.90) 98 (77.17)
RACTTIRFE o> 2 S I i 1(0.79) 1(0.79) 15(11.81)  38(29.92) 72 (56.69)
W IR E RS 2 (1.57) 19 (14.96)  23(18.11)  37(29.13) 46 (36.22)
2R g A= 8 (6.30) 6 (4.72) 22(17.32)  38(29.92) 53 (41.73)
i Rk B O ARE 3(2.36) 5 (3.94) 17 (13.39)  36(28.35) 66 (51.97)
i) 72 I BRI 5238 U5 AN 1) TR 2 (1.57) 0 (0.00) 10 (7.87) 37 (29.13) 78 (61.42)
T2 . PhE A AT U 3(2.36) 1(0.79) 12 (9.45) 35(27.56) 76 (59.84)
T VTR IT e 5% 0 (0.00) 2 (1.57) 20 (15.75)  31(24.41)  74(58.27)
EWIERIRIHME: AT ICF%E  1(0.79) 2 (1.57) 24(18.90)  36(28.35) 64 (50.39)
PR BIHIE A i 1(0.79) 5 (3.94) 14 (11.02) 44 (34.65) 63 (49.61)
NIRRT N R AT AV E . e 3(2.36) 5 (3.94) 27 (21.26)  38(29.92) 54 (42.52)
5523 &8 ARG R 8 8 A i 4 (3.15) 8 (6.30) 23(18.11)  39(30.71) 53 (41.73)
TPBIB R AT NEH L HEBRARAE 1% 4 (3.15) 3(2.36) 21 (16.54) 44 (34.65) 55 (43.31)
T BIAIE 502 VAl 52 (AR AT 3(2.36) 3 (2.36) 16 (12.60)  35(27.56) 70 (55.12)
R SR A 1(0.79) 1(0.79) 15(11.81)  32(25.20) 78 (61.42)
AR TG 25 VIS R T TEAS R F A 1(0.79) 1(0.79) 14(11.02) ~ 40(31.50)  71(55.91)
IAIF 50 2 B B S I 2 R AN R S 2 (1.57) 3(2.36) 22(17.32)  33(25.98) 67 (52.76)
IS S5 5 v e A B e A 4 1(0.79) 1(0.79) 9 (7.09) 30(23.62) 86 (67.72)
B S
NUIEAEITL N SR I e €71 1(0.79) 3 (2.36) 9 (7.09) 33(25.98) 81 (63.78)
EDC ##fi® A 3(2.36) 2 (1.57) 8 (6.30) 30 (23.62) 84 (66.14)
S 55 50040 J5 S P g e A T 4 1(0.79) 1(0.79) 18 (14.17)  32(25.20) 75 (59.06)
WFESCAF AR . BB {RAF 1(0.79) 0 (0.00) 12 (9.45) 35(27.56) 79 (62.20)
R EEE. TEERSE 0 (0.00) 3 (2.36) 13(10.24) 24 (18.90) 87 (68.50)
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Continued

REBAR R AR RE /)
s i A 3(2.36) 6 (4.72) 26 (20.47)  41(32.28) 51 (40.16)
s 5. BE, AEHITRE 0 (0.00) 6 (4.72) 22 (17.32)  41(32.28) 58 (45.67)
B 52 ik 1(0.79) 4 (3.15) 18 (14.17)  37(29.13) 67 (52.76)
%ﬁ%ﬁﬁi@g@@gﬁsﬁ%%\ 0 (0.00) 2 (1.57) 14 (11.02)  48(37.80) 63 (49.61)
TR BEIE AR IR I AR AR AR/SOP RRE: 2t 1(0.79) 8 (6.30) 26 (20.47) 40 (31.50) 52 (40.94)
Wi H TR Rk 2 (1.57) 3 (2.36) 30(23.62)  33(25.98) 59 (46.46)
PRS2 AME R R S 1(0.79) 8 (6.30) 24 (18.9) 30(23.62) 64 (50.39)

MWN: (3}

TE2 R J1 BRI H 0 (0.00) 2 (1.57) 13 (10.24)  41(32.28) 71 (55.91)
R LA E 3t 0 (0.00) 1(0.79) 7 (5.51) 34 (26.77) 85 (66.93)
BENA, FTELHR 0 (0.00) 0 (0.00) 6 (4.72) 24 (18.90) 97 (76.38)
JRILTR] L g e T L) 0 (0.00) 2 (1.57) 14 (11.02)  38(29.92)  73(57.48)
PP M e e 0 (0.00) 5 (3.94) 20 (15.75)  43(33.86) 59 (46.46)
5145087 1 51 2 5t 5T A 0 (0.00) 10 (7.87) 26 (20.47)  41(32.28)  50(39.37)
R 2 (17 T BA WA sl RTHR 3 0 (0.00) 1(0.79) 11 (8.66) 40 (31.50) 75 (59.06)
GGt AR 0 (0.00) 2 (1.57) 12 (9.45) 42 (33.07)  71(55.91)
Frelsas], Mg, SR 0 (0.00) 5 (3.94) 16 (12.60)  37(29.13) 69 (54.33)

7E: ICF 1§ Informed Consent Form, %115 F&+45; SOP & Standard Operation Procedure, ArifEfR{EIAE.

VAR T T, 122 151(96.06%) 1A £ 35 I\ CRC 7E I PRARES: GCP/AE 3 BEfili 1 B AR B I8 6 40 LA I,
96 171](75.59%) W\ v B ZE L 74 8~10 43 . 123 151 (96.85%) A A ™K& i AT GCP JE I ATk Af 8 AL 7 it 6 4,
103 151(81.10%) I\l FE EFLFE A F] 8~10 4. #RIL 50%HIHE HEE NN CRC 1E [ 22/ B 2 A S At iR
PRIg I R A A3 T 2% (0 B8 O LER) I e ) EELREEAE 6 /LA b

Sty AR ME RIS RE JJ 75 TH, 98 B(77.17%) 4% A A 2 N BRI PR IS 7 28 Bk Ui B SR A
1E 8 43 LA b: 86 15il(67.72%) 4 A 2 5 IA Ay S B [l ot 7 3 S AHAS A0 A 15 2 SR IS BT 93 o ) B AR A AE
8 LA b it 80% I A A F NN LA R LA A TH I E AR ELE 6 LA b P2 iR Ui I FR ek 52
SR FIFR 1 I A S U AL Ta) v R 2R 9 S i BRI Pl 5230 JF W B Fe & e AT Ui,
BV R VA T S 2550 R SR P B 7T 3 N AR v R HEBR bR ) A%
PN A VRS 2R OB AR M . VR FEREA R AE . b3, 7. 1855

AR TLRE ) 7T, 8000 LA b 1 1 A o Hal A HE 5 Th ) SR AR B YIPE 6 4r LA b, ABLT CRC
TERF T AR O AR By T AR BB . FBEAS LT LA B BRSNS Fo s . BT
5 K5 & G (Electronic Data Capture System, EDC)4(#E 5% A\« 23 5 55 i B (1 g e Al =45 1)L BiF 90 3¢
PEREE . B3, ORAFE IR EIR(IRY 2B EdE . AR, DIEAE RS,

AN NBESIJ7TH, 80%LA F A #E A& E I N LA R LIS N7 T EEEALFEAE 6 4h Ll b {2ty
R ABGETE . X TAEM ES . SENE L TR0 RO IR I B RE S R0 A
TERSH ANV IEE . b 97 151(76.38%) 4t i A 35 A RS BE N B X S AT O i) B ZEAR BEAE 8 73 DA .
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UEAk, 80% LA - O i 2 2 A 0 LA P e PRt FLAt e 70 SRR SEAE 6 70 A b PhBh SRR 5
VB (Z AR T RIE TR 207U R I RE ) (RS AS B AR T 1B B2 55 2 IGCP Jp A W T &
ZAREH IPTT55) o

4. 71ig
4.1. CRC gt hEE#EE S5 CRC TERRHEMT

HELIRER, CRC £ GCP &illy P L& AT I A s il B . SO B, Bl B 7 1
HIRE 7> 2, X5 CRC AWM H b EE TAEN R FH VMR, ST 5T CRC 11 %
TAFNFAN ISR, FEHAT AR AW (O FEARSC TAR[16] [17]: PrBhHER AT FU3E BB Bt Phiks
IR FRLE AR B A 2 BRI B AR S s il MR SV B h B E slIR R VRS VB2
WE S BT TG BEAT KOS (AR S s e % A2 CE BEY s kit i U [m s Pl 22
EVEFAFL R AR DM R (CRF) sk A\ EDC;  PhBIAMIREAE B, WhBht e AT Bt &
BE; UhEBTIUE S REER RS MU A BRI AN ST VA IE P BT 7T B AT 6 SR Y

G
4.2. CRC HIGFRRBEPHEETTHROEERE

HESRAD, CRC BT HEAT St I AR 06 1 T BT, e I PRt 6 K R B 28 o) E /) £y
o HIJpE B A KT CRC 1 AT H B ARSIt o0 A% San il ie Bt 5 2530 U Kt SepLe
WAL T CRC SE I H M o BB MIAE A . rho 28 5 4 B IR 25 RO QT 25 UURTIR A | A s A 1 45
IBEAAHIERSE R BV E L, 2 E AR AR,

i 85% I I B # AN CRC ££ i PR 56 it i PR RE 0 S E AL REEL 6 73, FZRIAE LT LA
T PREDEEEIRER, RS . EDC BN S 5 HUE TR IR ORI BT B BSOSO
PREPEIORAT . R ROR(RY AR08 Bt W 7OReAS . i FL A5 2 4%)

i 80%II# 1A & # Ny CRC £ LR LA 5 T (U BE AR FLZL (L 6 7). AR RSG5 56 A F 7t
PRE MRACVTRLARE, IBlb 2 S AR SR ) P 32 1l DAL (B TR R I R Rt . T2 521
H Bt E AT UL IR A T AN R R R it e R i A A AL, PR
Bk T3 o B o

I 70% I B I\ CRC FERE FT 2540 Bl R r (1) E 2R ST 6 7)o
4.3. WREEX CRC WEZHIE

AWHFE AP E IR “ExE CRC MHAEMEW” , PEHEE A 14 (HS 7N
58 CRC BRZ2AIA . 242 RIIR. A RFMS G I AW R BIREI . A 12 RS 7% CRC &
Lt 5050 WA KA Ip s BB A 6 MRS 18 CRC g 5 2 I [a] B2t 1l 36 i H Bl
fR%E CRC 25T H s, DGRMEM T NITH BB AR /7. A 3 ARS8/ CRC At ah Mk uk
i CRC TARRIARE Mk . AT I PRI A S % CRC B 250 R Tkt . il B e 2 TARR itk A
AR,

4.4. B5REAGHRTY

AT T 58 B BRI FORIE T IR R IR %2 577, SR (44%). H 75757 (21%) CRO (21%)
L SMO (14%), Hif & AE A B AT, AL R AR AR IR PR 56 % J7 % CRC #-J7 HIfig /) 2
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TR, (BEA A SR T 55 = FERAR LT A, FARZH — Wb, AL REENRET
VEIRATY B AT B K RE A B A4
5. &

CRC Fi ZHUEM AN NG RE T FLEEH) GCP AHIRAIIR . A& AT GCP 77 EIE IR B 148
PhiARE ST FE S Re TR A MRS o, FE BRI AR rh BRI @ R S RIS W, B4l O AT B S
i 0a 55 52 S W T O3 ATV I8 .

CRC fENIG ARG LA I EE TAEAN G, R ZIGR RGP AE . IR R = FIw
HZ M P@EA T, SPAENTF, NFEIEIGRAER T T/E, TIENEER, EEE. 5.
B, NEE GCP &R VW@ HEE T PATRE I HAHRRE ST NI EAL . G RIS A I0 > = 8L
wHE SMO #EAARE, iR IAKF %= SMO L[F 11T CRC KALAE 5 IIHRI SLRFE N 2E, FEH e Bt N
CRC TAEVAE, B CRC TEIMGR IS &M B TARIG L, S Wi fg ok CRC 7E IR AR RIS LA TAF il
FUf A R [18] [19]. SMO BIFISEHIE RV BUIA R RS T H 2 Eobrde, I CRC H ¥ W% LI H %
%, SinKiREA G FEE i CRC MEAERE I HIH2 Tt .

SE 3K
[  ZHE, [P $R%ASTERBRINHRRE e P 50 S BRG], o IR 25, 2020, 29(3): 206-210

[21 EHEPC, phh, B 5. N B RS N I R ST P I 0 B R S B 0], o E 250, 2022, 25(3):
501-503.

[81 #f, FREAE. 29 R S35 R = B I].  E AR A 2%, 2019, 36(15): 1967-1971.

[4] BESH, BT, &, % RERTTANEE SMO A SLm & B R IG R 7T bl 2 IR R 9], IRREE
2R H T 4%, 2019, 6(31): 11-12.

[5]1 EWHE, MR, WL, 5 BEERHIEKRIEHAATTE R QIR 4T[0, 3 E 26k, 2022, 31(9): 23-26.

[6] ufl, XUfE, REEAE. T B MU A I PR 5 Wb iR 52 IR 0 A 2 BRI D). T A SRR 4R &,
2021, 40(4): 270-272.

[71  RFEAM, TR, B4°F, & KRR R GEERE I 53 ST BRI TR BRI 27 fim R R 0 I PR
HIE ] HEEIEEY A&, 2018, 18(6): 538-542.

(8] e, Zfd, FHUL. AR PR T LA bR iR R I O [T, h OB 2523, 2020, 29(11):
1270-1275.

[91 Z=P8id, . A EIGRHE A A RO TAEN SR A, FHEEFRFEE S E, 2019, 32(2): 151-157.
[10] A, FEE 5, F0MES. BEERAE T B S ERL T AL IR 5 8 @i [J]. P E4b 7724, 2018, 16(2): 8-10.

[11] #4E, kR, BER. HEEEERE S TR KREREE SRR ERD]. FEAY SRR, 2020,
20(14): 2431-2432.

[12] xEEdE, EWeER, Tut, & IR0 H 25 88 BRI PR B R 52 10 45 R & K i [3]. R E 28 SR, 2022,
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