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Investigation on the Current Situation of Clinical Trial During COVID - 19 Epidemic in Chongqing
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Abstract: Objective To provide a reference for improving the construction of quality management system of drug clinical trial
institutions (hereinafter referred to as institutions). Methods The cross — sectional study was used to formulate questionnaires on
the current situation of clinical trials during the outbreak of major epidemic by the semi — structured interviews. Questionnaire Star
software was used to the make questionnaires. The mixed sampling method of convenient sampling and snowball sampling was used
to conduct the investigation in Chongqing from January 15 to January 31,2021. The quick response (QR) code of the electronic
questionnaire was distributed to the respondents by the ways such as WeChat, QQ and e — mail. The implementation of clinical
trials during the outbreak of coronavirus disease 2019 (COVID - 19) epidemic and resumption of work in Chongqging was
investigated to analyze the relevant influencing factors. Results A total of 282 valid questionnaires were recovered with an effective
recovery rate of 100.00%. Precisely 89.01% (251/282) of the respondents had the experience in participating in clinical trial
projects. Compared with those during the period of resumption of work,the project setup (x*=237.37,P < 0.001),speed of ethical
review (}* =211.53,P < 0.001),contract signing of project (}*=129.38,P < 0.001),application of human genetics office (}* =
125.95,P < 0.001),new project initiation (y*=276.37,P < 0.001) and quality of projects (xy*=159.53,P < 0.001) during the
outbreak of epidemic were all greatly effected. The main reason for the obstruction of new project setup was the delay or non —
reception of organizations. The main reason for the delayed reporting of serious adverse events or protocol violations was that the
research physicians could not obtain the information of the subjects in time. The main reason why the quality of the project was
affected was that the visit plan was disrupted. Conclusion All institutions should summarize the disposal measures during the
epidemic and introduce information technology to ensure the quality,promote the sharing of clinical trial information and reduce the
effect of public health emergencies on clinical trials.
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F1 PEINR—RFE (0 =282)
Tab.1 General data of respondents (n =282)
wIEGAE  BH MARK(%) | ATABNHE Bl ARL(%)

MAAR 66 23. 40 1~54 188 66.67
WEAR 9 3.19 5~104 29 10.28
R E 47 16.67 1042 34 12.06
e 27 9.57 ARTRE 31 10.99
BRFTEER 62 21.99

ERFRIWAR 67 23.76
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Tab.3 Comparison of the effect on various processes before the

initiation of clinical trials during the outbreak of epidemic and

resumption of work”

AL AHERAME LTHE Pl

[#1(%)] [41(%)]

RELAATE z 219(79.35)  43(15.36)
EQER:N % 15(5.43)  116(41.43) 237.37 <0.001

TR 42(15.22)  121(43.21)

REFENRER & 175(63.41)  28(10.00)
BRI BE T 38(13.77)  194(69.29) 211.53 <0.001

RT# 63(22.83)  58(20.71)

RALRAAEIRE A 150(54.55)  49(17.69)
Z IR AN % 42(15.27)  167(60.29) 129.38 <0.001

g 83(30.18)  61(22.02)

ARERFRAE £ 107(39.05)  24(8.63)
EQER:N % 25(9.12)  131(47.12) 125.95 <0.001

R 142(51.82)  123(44.24)

HABBHAE R 213(77.17)  37(13.31)
Z AR % 23(8.33)  211(75.90) 276.37 <0.001

AT 40(14.49)  30(10.79)
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Tab.2 Operation of the institutions during the outbreak of epidemic and resumption of work® [case (%) ]

AEAE ERALHR LM REAL CUR VT I S

RTARRBEEL FRSin 1(0.37) 71(25.63) BEAN 21(7.45) 14(4.96)

RURY, AN BB R 92(33.82)  187(67.51) 54 40(14.18) 4(1.42)
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B BRARK ALK 43(15.58)  189(67. 50) X ARBRLAEL 35(12.77) 19(6.83)
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Note:* indicates that the statistics are made according to the actual information filled in by the respondents,and the items not filled in by the

respondents are not included in the statistics (for Tab. 2 - 3).
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Fig.1 Reasons for the obstruction of new project setup
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Tab.4 Comparison of the effect on the research quality of clinical
trial projects during the outbreak of epidemic and resumption of

work [ case(%) ]
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Fig.3 Reasons why the quality of the clinical trial project was affected
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