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ABSTRACT OBIJECTIVE: To study the influencing factors of protocol deviation in drug clinical trial implementation, and pro-
vide reference for improving the quality of drug clinical trial. METHODS: Quality verification was conducted for the drug clinical
trial projects in the First Affiliated Hospital of Chongqing Medical University during 2010-2016, and protocol deviations in each
year were retrospectively studied, classified and analyzed. Category, frequency, international and domestic pilot projects and the
differences of protocol deviation after full-time research nurse participating in trail management were explored, and the measures
were put forward. RESULTS: 27 drug clinical trials were implemented in our hospital during 2010-2016, including 949 cases, 176
cases with protocol deviation, accounting for 18.55% . Deviation protocol in drug clinical trial was decreased year by year for 7
years. The categories were mainly incompleteness of observation/records (30.11% ), checking omission/“broaden the window”
(28.41% ), adverse drug events and improper combined medication (14.20% ) and omission in drug management (11.93% ). The
proportion of protocol deviation with full-time research nurse participated was lower than the projects without full-time research
nurse (11.11% vs. 28.67% , P<<0.01), and proportion of deviation protocol in international multi-center project was lower than the
domestic projects (6.60% vs. 28.84% , P<<0.01). CONCLUSIONS: It is suggested to pointedly strengthen the weak links of drug
clinical trial. For example, clinical trial institutions should establish the clinical trial data retention system, electronic data should be
timely backed up in a different places, etc. Besides, clinical trial institutions should equip professional full-time research nurses as
much as possible, learn the rigorous scientific experimental design, standard operational procedures and the authenticity of data pro-
cessing from the international multi-center clinical trial projects to effectively reduce the incidence of deviation protocol and im-
prove the quality of drug clinical trials.

KEYWORDS Drug clinical trial; Protocol deviation; Frequency; Category; Full-time research nurse; International multi-center
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Tab 1 Statistics of protocol deviation number in 2010-

2016
A0 TRIREOE S TR BRI, %) BRI i SRR, %
20104 42(23.86) 124 387
20114 39(22.16) 162 24.07
20124 38(21.59) 210 18.09
20134 25(14.20) 156 16.02
20144 17(9.66) 12 13.93
0154 10(5.68) 103 9.71
20164 5(2.84) n 6.90
Ait 176(100) 949 18.55
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Tab 2 Category and number of cases of protocol devi-

ation

S . . b B R 040 ity LlRyES ]
NEL RS pESET L% 176 i %
A AR R 1l 1.16 625
A EEAE AN 16 1.69 9.09
WAL 53 558 30.1
AR 2 221 11.93
RNEERRAFHARY 25 263 1420
e i 50 526 2841
Ait 176 18.55 100
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Tab 3 Comparison of the category and frequency of
protocol deviation with or without full- time re-
search nurse participated
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*P<0.01
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Tab 4 Comparisons of the category and frequency of
protocol deviation in international and domes-
tic clinical trial
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