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Improvement Effect of PDCA Cycle Method in the Management Quality of Investigational

Medicinal Products

ZHU Lusha,Jl Xiaohui,KONG Min,DONG Cheng,CHANG Yiling ,LIN Mei
(Department of Science and Research,Taizhou People's Hospital , Taizhou, Jiangsu,China  225300)

Abstract: Objective To promote the standardization of the drug management in the clinical trials,and to improve the management
quality of investigational medicinal products (IMP) in the clinical trials. Methods The PDCA cycle method was used to find out
the problematic links and existing problems in the management of IMP in the clinical trial projects from January 2017 to
September 2018 (before the rectification),and the Pareto analysis was used to analyze the existing problems and determine the key
points of rectification. Seven problematic links such as distribution,use and recycling of process management and record, storage and
maintenance, acceptance and warehousing, data management, relevant systems of IMP management and standard operation procedure
of drug management, return and destruction of IMP, project launch were taken as breakthrough points. The targeted rectification
measures such as establishing the work assessment, reward and punishment mechanism, playing the role of clinical research
coordinators, organizing the multi — form and multi - level drug management training, strengthening the publicity and education of the
medication compliance of subjects and improving the unified management process of IMP were taken and made continuous
improvement. Compared with the those before the rectification, the rectification effect from January 2019 to December 2020 (after
the rectification) was evaluated. Results After the PDCA cycle method was introduced into the management of IMP in the clinical
trial projects, the incidence of medication problems in the process of the trial decreased from 21.21% before the rectification to
7.58% after the rectification (P < 0.001),with a target achievement rate of 110.72% (the target value was 8. 90%). The sense of
responsibility of all members enhanced,and their enthusiasm significantly improved. Conclusion PDCA cycle method can effectively
improve the management quality of IMP and the efficiency of clinical trials in the clinical trial projects, and it can also
significantly reduce drug management problems.

Key words:PDCA cycle;clinical trial project;investigational medicinal products; pharmaceutical administration
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Tab.1 Existing problems in the management of IMP in the clinical

trial projects from January 2017 to September 2018
PN AR
PE R BRER FRERRAT RS ERNRBAARAZOR

FARERE RERH LR RS L RRE; Y

ZHARBEMLE AR RIRAFAF

WhH5 R RBERAHSMAR S AR FHBELER R
Bt Bk AR BB A% BRERINAS
HERRE AL BAARBES AR FRA
FARERRE BB ARHERE

LN KB A BT HRRERE R -5 HARE A
BREPCEL BERERAST RN B BM
FAbP R, BT

THE R R4 RUG TR BT R4S 3 At &

RENGRTEMRS FPRRRSBIEAR pHSRRLR BRXHHS
FLHBTRRER  FESOPHAARARRFHENE ST
A4 (SOP)
RERARELRHEYE BARTE R4 RLE AL
A B HREERARLZRES FRINRABAR BHELE
B R LRSS B SERME R0 F AR TR
1 2 P A< SR TR L A i o, B iy 43 B
I 24 S A AE A T80, DT R AR it o TR DL AT 1
HRPEAAHLIE 80 / 20 JE I, 8 5 43 & AHFH | RIS AR
B AR SR A T =2 )y i
SRR [R) R

% 1 % o7, 14 BB /%
70 90. 00 94.29 . 100

60 -

{80
40+ 51.43 160
140
{20

0

L § p i) B
%&@ %gg o5 é;o ¢g» @@ et
& & NS
& &
P $ @
S RO
¢ B3
& o
i A

E1 EXANiEAAMEEFEERAS HahE
Fig.1 Pareto analysis of existing problems in the management of
IMP before the rectification
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Tab.2 Comparison of the incidence of problem before and after

the rectification [case (%) ]
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Tab.3 Intangible achievements by PDCA cycle method (point)
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Note: Intangible achievements are scored by eight quality control

circle members,1 =5 points for each item,with a total score of 40 points.
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