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(R ARBFRA ), AR & B8 T X b L4 ik GCP 3 8y B 1)  Adm GCP 5 3] 49 & 2 55 75 ik | B IR A TR GCP 3FDIHUR R A
BAT A5 GCP 3l oL A GCP 3l JER 3 i AT 7 A R A A2 69 B 1 5 1 LREATIA & AT AR T BT 5 ALIEAL GCP A3
AR, DA T GCP 3 ILA FIA I Al Ko R I A AP 190 40, F U5 39 s wD, 3 A AR & 177 4, A 2l
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Investigation on Current Status of Clinical Trial Researchers Participating in GCP Training in Chongqing
XIE Jiangchuan, Ll Minghong,XIE Linli,CAO Liya,PAN Xinmei,MA Pan,CHEN Yongchuan
(Department of Pharmacy,The First Affiliated Hospital of Army Medical University ,Chongging ,China 400038)
Abstract: Objective To improve the training level of Good Clinical Practice (GCP) in Chongqing. Methods Clinical trial
researchers (hereinafter referred to as researchers) from 22 drug clinical trial institutions in Chongqing were selected,a questionnaire
survey was conducted on their time of exposure to GCP training, ways and methods of participating in GCP learning, GCP training
frequency of hospitals and departments, self participation in GCP training, whether the existing GCP training courses met the needs
and defects to know the current status of researchers participating in GCP training in the city,and analyze the existing problems of
GCP training in the city. The corresponding strategies were put forward. Results A total of 190 questionnaires were distributed on —
site, all of which were successfully recovered, including 177 valid questionnaires, with an effective recovery rate of 93.16%. At
present, the GCP training in this city had the following problems: researchers were exposed to GCP training late, the internal
organization of the hospital had a low frequency and low emphasis on GCP learning, the content of GCP training was lacking in
experts’ explanation of hot and difficult points and practical teaching. Most of the reasons why researchers did not participate in the
training were lack of time caused by busy work, inconvenient training place and education mode, formalistic training, less "real
McCoy” and higher training fee. Conclusion There are some problems in the current GCP training in Chongqing, such as the
popularization of GCP training is insufficient, hospitals and departments has low emphasis on GCP learning, and the existing GCP
training courses have defects. In view of the above problems,Chongging can pilot medical colleges to set up compulsory and elective
courses related to clinical trials, encourage hospitals and departments to carry out GCP - related training, build a cross — industry —
university — research clinical trial training expert database, and set up a professional training course construction team. The GCP
training courses should be increase experts’ explanation of hot spots and difficulties, practical case teaching and other contents,
increase training interest, multi — location and multi — method training to build online and offline platforms for clinical trial training in
Chongqing, reduce training costs, avoid the risk of disease infection, and establish innovative models and methods for continuing
training for researchers in Chongqing.
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1 HREEMGCPEIMMIES % (n = 177)

Tab.1 Time of researchers’ exposure to GCP training (n =177)

F2 MRESMMEIES GCPEIHRES 7 (n = 163)
Tab.2 Times of researchers participating in certificate — granting
GCP training (n=163)

V&4 A (%)
0 1 0. 61
1 54 33.13
2 67 41.10
3 24 14.72
4 10 6.13
=5 7 4.29

x3 HARESMGCPEINNE(n=176)
Tab.3 Content of GCP training for researchers (n =176)

P AR & (%)
GCP a4 in 159 90. 34
5 Ry A B A8, 135 76.70
At A E A5 89 GCP 3| 126 71.59
VAGCP:#LA £ 117 66. 48
VASEH, GCP W K F o h £ 97 55.11

2.2 EREMENBARAFES]

WE5EE T e B Bt S Bk 28 2H BRI DL 1 A 1Kk
B2 WL, TE LR 4 BT X 35 I N 28 1At o LAt
BURE RIS,

x4 MREFEERRFMEZEHAZIZINIRS T (n = 166)
Tab.4 Frequency of learning organized by the researcher’s

hospital and department (r =166)

K A% & (%)
1A =2k 5 3.01
1ALk 9 5.42
2R 1k 4 2.41
1A 1k 118 71.08
IS 30 18. 07

x5 WHREVNMEERRBEHAGCPHEIIMNHRE(n=176)
Tab.5 Researchers’ satisfaction with GCP training in their

hospitals and departments (n =176)

W A%k (%)
iRk & 35 19. 89
Bk 119 67. 61
BR#HE 18 10.23
ik E 4 2.27
i & 0 0

B A 3 HIrs e (%)
X F A1 7 3.95
50 & 2 18] 12 6.78
IAEHA TR 157 88.70
e 1 0.56

2.3 MIREBEFE GCPER

W9 H 5 GCPRIRAIR LA 1 H 1k E % T
6.2 Jr A Z oo db, DL A B SCER RN S i 45 Fh
GCPRFINFE A &, TE LR 7. 28 514l , GCP 24 2] 5 1 5%
Foll 55 24 2 WHE A E B 22 R < 10% 5% 10% ~ 20% , 431
7 58.52%(103 / 176) 5% i 37. 50%(66 / 176) .
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*x6 MREBZFGCPHIIUK (n=177)
Tab. 6 Frequency of researchers’ self — study of GCP (n=177)

IR A R e (%)
LA =2k 13 7.34
1ALk 8 4.52
281k 16 9.04
LA 1k 102 57.63
Hae 3 1. 69
RULLRF ] 35 19.77

x7 MREBFEGCPHAR (n=177)
Tab.7 Ways of researchers’ self —study of GCP (n =177)

7 X, Ak & (%)
&8 ik 100 56. 50
F e BAF GCP 329 32 97 54. 80
iR % B 4R 91 51. 41
BAZ A AT iR 89 50.28
H A 5 2.82

W55 35 A BETE GCP B3I B2 2T A N 45 LA SE R GCP
LNBF T 2 W, L3R 8,40 17. 05%(30/ 176) 11
5T 2R X GCPYEMAR # #4% , {X 76. 70%(135 / 176)
N IAT GCP BRIl N 25 55 T GCP &L, SR IL A
GCP Il 4 i 35 GCP YA I ; 105 AT E FBomAS
TGP YINHE, e B TAE R AT & 8], 16
2 9, GCP 5 I A7 75 B= Be K B 28 ¢ 42 SCHREAS 2 1 1]
223, 73% (42 1 177 WF5E 8 Fm S I 3% H >k 7
H2 2 (&I %45),20.90% (37/ 177) £ RN
H 2%

X8 WREHESMGCPEIEEIMAE (n=177)

Tab.8 Content that researcher want to learn in GCP training

(n=177)
P AR & (%)
¥R GCP £ 35 o7 156 88. 14
At AE b F R 6 GCP 3% 133 75. 14
+ Rk A B S 118 66. 67
GCP &AL 99 55.93
GCP b 4aint 92 51.98
HAe 2 1.13

R9 MREAFSHMGCPIEFIPIMEE (n =105)
Tab.9 Reasons why the researcher do not participate in GCP

training (n = 105)

" Ak E (%)
TRk b B I 68 64.76
BERALHAT F XRTR 60 37 14
BIATHRL TR 37 35.24
EINE & 31 29.52
e 2 1.90

3 itig
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