202344 H 20 H 432 55 8 1) & 4 Iﬂ 7 AEERE-

Vol. 32, No. 8, April 20,2023 China Pharmaceuticals Pharmaceutical Administration
HESES RIS MHEFRERD:A XEHS :1006 — 4931(2023) 08 — 0005 — 05

d0i:10.3969 / j.issn.1006 — 4931.2023.08.002

LY - . 1) +
R IXEAARAAREREERSFRITSHA

&K OWRLEE FCLE ORENEE

(1. FHRFHMBEFSTHOER - LALZFTGTHBEER, LR T8 266042; 2. REAFFHFHEKR - LASL
HFHWHELER, LA FH 266011)
WE:BHN A RXBARAR FROE EAERREAL FiE SWERERREFLZAR TR ELNE R, LERA T
B—RALE T S A R, 3 —F AR FARRAR KR TG 50 R XI5 % AL (GCP) A3k , M AR B % 2 A %, 3F
ARG ERER BT, K BHERERREFRA R TR EEIAFE X BERS, B45.8 23R &0, R A T £ T4
IR R EAAMER NGBS AR PHETFAAR T REERAAS ERAFHENZEFRTRET, 53 AL L ALK, B
G RA R FAEF R A F i dE 10 min %542 2 0 min(7T 298 , s ARAF WA O EF RAR TR EoTd 10h 45425 1 h, 3%
R Z W 30% BEOIMFEARARERENE 1h%HEE Omin(FHEME, TLE) RE202F6 A1 8,8H431 4
HERAR J:%%ik;ﬁ‘%ﬁ.@,}i‘l’ EJF 223 % :b’ec 188 % (2507 8 & 3LUF 12 % ;4 3] GCP 3ZIIE 3 788 4, vA 2021 % %
(292 43) BEI® Z AW ERS T BTG RKIEA LA R TR E LK FFo i F, R 50T A8 B AT 8 L4 R0, i 20 5% A R4 4
BB B E AR @it RS T ik B ER ARG E D,JJ%EM)HL/\M;I ~é@&i—?—4{3%‘i§/fmﬁ%7#}ﬁfgﬁ5o

*ﬁéﬂ:ﬂé/fmﬁazﬁ;ﬁﬁw\ﬁ TRE L R G; hle RRI R 8 F BHE 15 B E 2
Design and Application of the Management System of Clinical Trial Investigator Qualification

ZHU Na',PAN Ming’,DONG Jing' ,ZHOU Xuefeng'

(1. Affiliated Qingdao Central Hospital of Qingdao University + Qingdao Cancer Hospital ,Qingdao,Shandong,China 266042 ; 2. Qingdao Hospital,
University of Health and Rehabination Sciences + Qingdao Municipal Hospital ,Qingdao ,Shandong ,China 266011 )

Abstract:Objective To provide a reference for the informatization management of clinical trial investigator qualification. Methods The
existing problems in the management of clinical trial investigator qualification in hospitals were analyzed,the Good Clinical Practice
(GCP) module for the qualification management of invesligalors was eslablished based on the integrated management platform
software for hospital human resources,in order to construct a corresponding management system,and the effect of the system was
evaluated. Results Currently, most hospitals had a large workload in the management of clinical trial investigator qualification
documents, which was cumbersome to operate, and the information was not updated timely, which was not conducive to the
implementation of actual work and coordination with relevant departments for on — site verification. The established investigator
qualification management system in the study realized the sharing of information and resources with the personnel department of
the hospital. Compared with those before the application of the new system, the time required for investigators to provide
qualification documents after the application was reduced from 10 min to O min (the time required was negligible) , the time
required for clinical research coordinators (CRC) to collect investigator qualification documents was reduced from 10 h to 1 h,the
error rate of qualification documents was reduced from 30% to O, and the time required for institutions to review investigators
qualification documents was reduced from 1 h to 0 min (pre — review, the time required was negligible). As of June 1,2022,431
investigators had uploaded professional qualification information, including 223 physicians, 188 nurses, 8 pharmacists, and 12
technicians. A total of 788 GCP training certificates were collected, with a maximum of 292 certificates in 2021. Conclusion The
system has effectively improved the level and efficiency of clinical trial investigator qualification management in hospitals. The
corresponding information in the system is updated timely, with strong timeliness and no potential safety hazards. Through this
system, institutional managers can quickly and accurately search and collect information,which can provide a new idea for achieving
digital management of investigators’ information.

Key words:clinical trials;investigator qualification management system; GCP;information management
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Fig. 1 Architecture diagram of investigator qualification management system
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Fig. 2 Management interface of investigators’ qualification certificates
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Fig. 3 Management interface of investigators’ resumes

tERm
AmEana

HE TR
ottt ]
eeeEER
PSS

=REn

R

TRESEE

GCPER

I cormmen
& GorEn
K EFSNcemaeEy
i rramdsondds
K mEeds
£ mEamEs
@ ARARER

B EERRARER

B EEHRARBRERES
W EEFRARTE
HEARSETER
HrEEsEn

AARPEA IR R A (R B (B ) k4
AP A5 ) AR R X R G RE  AH O B m UL IR 4
2 MARR
2.1 EHEYEERS

& G A0 T AN 48 AR X, 18 R B0 i s A 5 P
P8 51 (CRC) 75 1k Z A5 A1 BA B 57 B 58 N D3 WAL 9% J SC
19T 28 9% CRC KB TARFA], 255 3l £ TAE b it x
B, HWFE N DU 22 R [R5 H 22 U 2 98 o S, #E
ARE A1, & A B DT BT AN B gt AR R AR R R, S
i H ) o5 ez WA FE A aE & B IE N b1 %
JOSC A A A ) B BT 2R 48 S T 1 AR HILRG ) Sl PR
IR 30 AT, ¥ M AF5T N 51 400 45 NIk, T H i shiity
i RGN BRSO, 2 ~ 3 min BDAT5ERY 1 44
WFFE N B8 4B 5% o SO 2 ST ER, 1 h BP ] 58 il 42
TS NG00 T SCAF IR ST BN BOR P2 =53 10485,
ZHER LT 00 RGN AT S8 PR e W3R 1.
2.2 MRAREWE
#WZE 20226 H 1 H, B &2 A 431 H 5 A5

. GCPEEH ~
* » m
E BE: L - H RS : 20170501 | _ 2022-04-18 ® o-aas v L &} me L1
% R 0% - certificateewportinfo ol (M 1921882 = .
= Omm Jex oms o
* e NS FH (1) a0
: 1 Bl h2 2011112 0 #IEFS
2 BEm 5 2022-04-15 ] ATWENES
L 3 BEg 15 2022-04-15 0 REMERS
- 4 oEz o 2020300 8 icemawEn
5 Bl 09 2022-03-09 8 ATBERER
6 Bl v 09 20020309 ] ATREMES
7 BEn 2022-03-09-2022-03-09 20220309 8 MERNER
i Bl 2002-03-09-2022-03-08  2022-03-09 8 MR ES
9 BEm 2022-03-09-2022-03-09 20220309 8 WTREWER
0 2E 2022-03-09-2022-03-09 30220309 8 HEMBEER
1 Bmy e was—e e 2022-03-09-2022-03-09 20220300 8 AERREER
1z o=z LU = [ o] 2022-03-09-2022-03-09  2022-03-09 8 IR EZWER
13 BEz mws easte e 2022-03-09-202203-09 20220309 8 AEMEEER
* 14
* 2% wa s »m o EFAIR20, 8708 %, WEER: 20 l

E4 MRAREEHRZEERE
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Tab.1 Comparison of the management effect before and after

the application of the system
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