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Construction and Application of a Core Competency Assessment Index System for Drug

Administrators in Drug Clinical Trials
YIN Yuanyuan,JIANG Qingqing , TANG Xiaohua ,MAO Weiran,CHEN Xia”
(Clinical Research Center,Chongqing University Cancer Hospital + Chongqing Key Laboratory of Translational Research for Cancer Metastasis and
Individualized Treatment ,Chongqing University Cancer Hospital ,Chongqing 400030, China)

Abstract: Objective To construct a core competency assessment index system for drug administrators in drug clinical trials
(hereinafter referred to as drug administrators) in China,and to evaluate the core competencies of drug administrators. Methods A
preliminary core competency assessment index system was constructed through literature research and expert consultation methods
from the perspectives of the role positioning, job responsibilities, and work scope of drug administrators, and the index system was
modified and validated by the Delphi method. Based on the constructed assessment index system,an electronic questionnaire survey
was conducted among drug administrators from 38 drug clinical trial institutions. Wilcoxon signed - rank test was used to compare
the role — importance and self — competence scores scores of drug administrators in various indexes of core competencies.
Results A total of 19 experts completed two rounds of Delphi expert inquiry, with expert positivity coefficients of 100.00% and
95.00% , expert authority coefficient of 0.929, and expert Kendall's W coordination coefficients of 0.236 and 0.278, respectively
(all P < 0.001). The core competency assessment index system of drug administrators consisted of three first — level indicators
and thirty — five second - level indicators. A total of 95 questionnaires were distributed to 38 drug clinical trial institutions, and
95 valid questionnaires were collected, with an effective response rate of 100.00%. In the dimension of individual professional
competency,two out of nine indicators showed a significant difference between self — competence score and role — importance score
(P < 0.05). In the dimension of drug management competency, three out of tweenty — one indicators showed a significant
difference (P < 0.05). In the dimension of quality control competency,one of five indicators showed a significant difference (P < 0.05).
Conclusion The core competency assessment index system of drug administrators constructed by the Delphi method can provide
an objective and quantifiable basis for the assessment of drug administrators’ core competencies, and can also provide a reference
for the construction of a standardized drug administrator education and training system.

Key words:drug clinical trials;drug administrator;core competencies;assessment index system;Delphi method

W)l PRI R IRAL /e AR CREH SUERR SIS F) BTG R GENENTIT, LU IE a6 725 105 25 W1 1Y

TEEWMHE: TR WHATAILL #E 4% 7 B [ CSTB2023TFII - 01X0002 ],
F—1EE . FREE, &, Mz, TFHIF, AR S @A Gl RREE I, (8 TF45H)775059475@qq. com,
MBEEE R, &, ML, 8 2B RS 6 EIRIEAPTRE 2, (8T 154 kathleentj@cqu. edu. en.

29



EEIE-
Pharmaceutical Administration

¥ &35 ¥

China Pharmaceuticals

202644 A 5 H 23555 7
Vol. 35,No. 7, April 5,2026

We oA AR A S AT P RO, HE H A
PRAEIR S 2 W R A RO 5 22 A e T 2Y
Wy Je 46 25 i ARG A A A W ) P R s A
I A UG 25 W) 6 IR 24 it B SR 1 P 2 A
BHUE 245 Wy i R A6 o W A Y AT, B R 32
LR AR R E T 2017 4FIEUMA N
FHZG i W AR ZER E BR b iE 23 (ICH) , % 25 )i IR I
0 14 M SR T i e, 0 e P 24 9 4 B A
H ™% . 20204E 7 7 1 H B2 IES A 24 Pl R
Je A O )46, W 5838 Al PRI SR HLA B 45 TR A
BEAR 24 Il B A R T 2512 25 i PR
5 2508 PR 5L (LA PR 259078 B B30) 1 25 W e PR
PO A BT TR IE S Y 24 2 B vh R A AR
FHIST, AP RE Ty R AT B L Hede s 1k 25 iy
T HHKF , BT RS A 24 ) i PR 136 Jo e Y O B 7 24
2o HHT, FE A A G2 BHr PP 25098 B O RE
b TR AR SE v B I R SR b A 1 3 T 3k
FE 24515 B DL AR D RE I PPN HR IR 2R ORI 5 b
TR R X W SEE A O RE T HEAT VMY, 57 2598 B 5L 2L
F 5 VIR A AR AR S R E T .
1 HARAE
1.1 HMBEZAYERERZOEENITENIERER

AT HEARAR R A 45 3 5 2% 4 T N RBURT
AR 51 2x 24 B EIR S AR SRR T B T M
FIZG il R A Tl Pp 298 B AT S 28 1A B 63 A
EREAL b L HR T A T AR 5 A BOR IE AL
LA “clinical trials” “pharmacist” “investigators” “core com-
petency”“core competences”“job competenoy"%ﬂﬂ%iﬁﬁ
2], #6:2 Web of Science,, PubMed, Medline Z5 9% S E 7
JE 5 DAl RIS ™ 245 8 B0 B e T B S PR
J17 N AT R 25 Dy rp SCR 0] A6 3 [ R )
(CNKI) . J3 77 (WanFang) 4E35% (VIP) %5 b SO 2 . SC
MRS 2 I B4 2018 4F 10 J1 22 2023 4F 9 J L3 i % 3¢
RV RHIE AT 506 DL A, 00T 28 2 B B A 0
TIVENHERR IR R0 , LKA B BT IR e E W

B SRR 1] 4 - L 58 o 3 [R) 5 B 45 LA T DU
SrNE DRI ASEHTIE T 5 | HAANE S S Ui
850 2) B GRIEAT DL A 3 AL G k4 AR M 32
HERE Al a5 HRRR  TARAER NS 258
e RIS TARAFEFR BT I8 BRI T LA A5 O 3) P 8 R0 e
TIVERFERRIR 2L 5 3R 359 Hh— AR b Al — 2
Tebra 2 B Ll SO AR IR bR 1 B R AT AT
PEAREA 1~ 50 (10 e e AN, 2 0 WA,
300N —fMRE A N W, 5 o3 AR ) L A
4R A A TR AL A T BN B R AR A i S

30

LR W o 4) L F AWK AR L M SE R0 56 3
WO S5 ORI EIERSZ 4 A HEFEAE & TR AR
B AR, BEALERE A3 hR 55 3 AN
S RAE R 0.5,0.4,0. 3(SLERZ 5 ) ,0.3,0.2,0. 1(H
WHHr),0.1,0.1,0. 1(Z% 558 ,0.1,0.1,0. TCEW
JREZ) -7 L RZAE N AN BB RE R TR A, 4
RAEE B R AE AR ABE FEEAAE
SNG4y BIRE M 1. 0,0. 8,0.6,0. 4,0. 2180,

W PRI L R AR A ST T L, R B R
WA N 250 R AR L 5, B R AFRIEIN T .
1) HA 54 K A 25 ARG 245 908 FRAR G TAEZ 50 ;
2) ARG YA PG TAER ST S TAERE 1K 3) g L
DA 5 4) REFARE K LA E24 75 5) B RS AT .

St L 5K PR A SR FH L T IR R SR R A O Sk
RER,RKBOR T R a6, 58 i 2 f 56 T8 /R 6%
1A)& G pRTA , 2 6 R T s [ ) B 249 3 0 AR I 585 1 48 pRiif)
T &R R T R ARE SR I B A8 AR B s IR T
SAHB AT, W TAARUER RS A4 F5 bR TS 4% R
REHEATAE A D T RN B ] s AN O B T 4 8
8 = 3. 507> HAR S 250 < 0. 25 (4645 B B 2 56 6 %
PRIA) )00 e AR 5 2 30 B R ORI AE A, 4 ie o)
MrJe B ST SE B A 250 A FE B O RE TN R BRI R
1.2 FRAYEERZOENDURKAE

A A 1) DA 8 B A 2R 6T 38 245 Wl R X AL
FA R 7 B 24 4 5 B 5% F IR Pl 1 [ 2 R 1) 3 Pl — i
TERE A2 W45 B 5L R 0 RE T VR 5 b A R TS 4 4
o — M FERMU T IR 2 AR R 2B R L
HRR B BEI7 MLA 5 9 . TAEARFR DA =R 25 41 PR it
B TARAE R4S s O e IIEM WA IR & b i B2
PEFN A FRAE ST, 1B B R A XS UK RE R
Uf MR AT 2548 PR B HR O A B RE B, [ FRBE 1 R
X4 H AT S S TEM PR AT A R S YR Likert 54
WP L AN EE | SE AT E 2 AN EE /
AFFE 35 WA 457 W B2/ HLAF &, 54)
JARE EE [ R A A A X R A B S 5 A
58, I E BT A R
1.3 REEH

SR AR E R A IR R AT, R R AR5 A S 25 e
PRI B0 A LAG B I 28 |, ff 2 1 A (0 i U0 H 390 R st 1] . 9
Xof A 5 R BT AR U (LA TR A R )
P2 ISE 545 )  RUE TR A N B A A i ok
T 1 ] A A T — B AR PR A R XS S 4
N SEAT A% AR, IE 3806 A IR ), 45 0I5 X 42 i
T0T A K B R | e A B b R A AT X 4L 1
JE b, B £ FL IS A B LS M R e A L R A G R



202644 A 5 H 23555 7
Vol. 35,No. 7, April 5,2026

&%

China Pharmaceuticals

HEEIE-
Pharmaceutical Administration

Jei , AR B S BV HEA T () 4 0 g A Ay, 4 R A L T
S RN 1 B0, 7 BIVER 28 08 58 % G2 X 1) 46 #E 47 b
FEEAETT, B EIE

1.4 SitFERE

KR 4.3, 282 A R4 7 A0 B T HECRERE S
BORTE 43 H (%) R s £F B IE A A B THE ORI X + 5
TR, AFE A IER 53 1 i 5O b A7 Bl (e /IMA
e KAE ) [M (min, max) J#EATHEI o DL TA] 545 25 M3
(Il m) 45 55 7 & IRl 650 x 100% ) B & R FR &
B, 3T 70% MBI A R 10 DAL REBU R E(Cr)
TR T RIBUBE B, Ry T G 8 b 1Y BB R BE (Cs)
FXHEBRAE H 0 WA (Ca) B, Cr > 0. 7 B
LR AU AR E 2511 -12); P Kendall’s W M R 508 R
LRGP IR AR B, A S R R 0 ~ 1, HLAE R R
PRI R LR, X Kendall's WAAH#EAT 2 K556, P < 0. 05
h L R WA —FrE3 SR A Wilcoxon 755 B AT
55 P 245 W) A8 B D3 TE A5 4% 0 R T A8 A 1) EE B PE 4
HIKBE I PE5r P < 0. 05 M EF A G #3 0,

2 #R
2.1 ERFHALER

LRILARNEN I 198 LR 2 /R AEE L
FERRIA, Bk [ N =R SRR B, F 5% SR A 25 1V
JoE Py A MRS AT S DA GRS
AT TR 1,

LR SEVE ST - 2 56 RIS 2 20 ) PR £ n) 4
S5 LR 20 6y, 55 2 5 1T 19 40y, A5 8 T IR 433 oy
100. 00% #195. 00% , 1 2 & bR 1] L ZE I AR PR 35
B R L T KB 50 R 6 44 (30. 00% ) F1 7 44
(36. 84%) , XTI AR T AL | WEAR N &R
R 9 44 (45.00% ) 110 44 (52. 63%) ARG 2 715 1]
%,Ca=0.963,Cs=0.895,Cr=(Ca+Cs)/2=(0.963 +
0.895) /2 =0.929.2 % PR if] %5 Kendall's W 3 2 %L
4354 0. 236 F10. 278(#41 P < 0. 001) .

TP 8 bR R 0 8 5 0 - 56 1 fe pRif) 3k 6 44
(30.00%) & Z & 19 Zc B M, &5 bn B EH N
4.25~5.004), 85 ZECR0~0.20, ir 5 2% H AR 55
ZEH <0.25 HIMH > 3. 5000, BT LR W A48
i 1 A o B AF 5 A BAOBR, B33 E , IR AR IR S
AR 831, M5k A An 1 300, WA AR RS 1000 55 2 56
PRI, 7 44 (36. 84% ) L 42 1 11 /Bl &5 48 b
PHE R 3.78 ~4.96 77, B 7 RECH 0. 04 ~ 0. 22, T 7 5%
H A4 5 250 < 0.25 HIYME > 3. 500, B RE L
T2, AR 52 X & R W T e, A g
FEARIE T A 6 00, M B R dE AR 1 I, B0 g s
Br 130 22 2 %0 % G R, fie 2k 8 ) 25 ) I R 3K

®1 RAERERERL(n=19)

Tab.1 Basic information of the consulted experts (n = 19)
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Tab.2 Scores for the experts’ judgment basis (r = 19)
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Tab.3 Basic characteristics of survey participants (n = 95)
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Tab.4 Survey results of the core competencies of drug administrators in drug clinical trials (r = 95)
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