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Analysis of Factors Influencing the Deviation of Incomplete Observa-

tion / Evaluation Records in Clinical Trials of Anti-tumor Drugs

WEI Li-xuan,SUN Tao,ZHAO Qian,CHEN Jian, WANG Yi
(Cancer Hospital of China Medical University/Liaoning Cancer Hospital & Institute ,Shenyang 110042, China)

Abstract; [ Purpose | The influencing factors of observation/evaluation records incomplete protocol deviation in clini-
cal trials of antitumor drugs were analyzed to explore the influence of each factor on such protocol deviation,solutions
were proposed to improve the project quality. [Methods] A total of 467 cases of incomplete observation/evaluation
records were collected from a tumor hospital during 2017—2019. The influencing factors according to the subjects,
investigate team,objective,sponsor and clinical research coordinator (CRC),each factor was grouped again,and the
differences between groups on protocol deviation cases were compared statistically,with count data being expressed
in percentage ,and rate difference between groups were analyzed by Chi-square test.[ Results] There were 467 cases
of incomplete observation/evaluation records protocol deviation in clinical trials of registered anti-tumor drugs from
2017 to 2019. The number of protocol deviations caused by subject factors was the most (193 cases,41.44%),the
protocal deviations due to the CRC was the smallest (3 cases,0.64%). There was statistically significant difference in
the influencing factors of incomplete observation/evaluation records(P=0.000). Among the subject factors, protocol de-
viation caused by poor compliance of subjects had the highest incidence rate (140 cases,72.54%);among the team
factors, the investigate physician caused the highest rate of protocal deviation (107 cases,78.68%);among the objec-
tive factors, the rate of protocal deviation caused by vacation was the highest (41 cases,49.40%);among the factors of
the sponsor,the protocal design caused the highest deviation rate (32 cases,61.54%). There was statistically signifi-
cant differences in each factor grouping.[ Conclusion ] The safety evaluation of new anti-tumor drugs in clinical trials
is the most important issue in the pre marketing clinical research of anti-tumor drugs,safety data of clinical trials af-
fected by incomplete observation/evaluation records,improving the compliance of the subjects and the investigate
team , developing scientific and feasible clinical trial protocols,providing convenient medical treatment conditions for
the subjects,and providing qualified CRC for the trial are effective means to reduce the deviation of incomplete ob-
servation/evaluation records protocol deviation,can improve the quality of clinical trials,ensure the smooth progress
of the test.

Key words:tumor;clinical trials;protocol deviation;incomplete observation / evaluation records;influencing factor
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K H SPSS16.0 #4748 140 # , A BER A
BN AL A L BCR 2 K5, DL P<0.05 o 22

21 MBAEMERFAEARREZMERLE
2017—2019 4 259 I R 56 3 % 2E 467
B EE AT e S A2 s, b 5208 A
KPR 2R e 2 7 80 15 9 IR 22 (193 191K ,41.44% ),
5 WF 5% bR 51 A OC R 2R R AE T 58 A B IR A b
(3 ¥R ,0.64%) , 32 iRk HE 40 012 B2 Be k4 7 U5 4
22 P 51 (70 111k, 100.00% ) , 76 48 2L 15
PR B) 2 7 R s v, 2R E A LN R iR £
(64 YK ,33.51%), Ko 45 Tt 5 0 5% AT BA AT G TR
SR £ (74 B1IK ,64.91%) , K% 7 S K A5 ZoR
VEJ7 58 I B rp IR 6 0L IR RS2 e i 2 (38 Ik,
41.30%), WLEL/PEAN 0 AN 47 S0 15 45 52 i PR 3%
GiitaE22 5 8 3 (P=0.000) (Table 1),
22 EFERESABRHMNEAFNMAEFREZER
F 52 M PR 2R 532 43 i M RPN 4 T 56
T B8 I s 32 X3 RS2 i AR A 22 5 R T
20 15 A IR L AR B (140 1R, 72.54%) 5T
A BNR 2, B B A | e 5 8 O 35 A Bk L 8
B (107 YK, 78.68% ) , 2 W 2 (B3 B 2 5
LT AR B R A B LRt (41 B ,49.40%) ,
Hi93 J7/CRO R b, i BT RS | 7 2 5 &
AR LR i i (32 1R, 61.54%) , 45 B 2R 4 Al L 3%
T5 Ze 85 2 A IR Ge it B L 22 5 135 (Table 2)
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Table 1 Comparison of influencing factors for incomplete observation/evaluation of anti-tumor drug clinical trials

Incomplete observation/evaluation(n=467)

Influencing Time . Missed " Refuse to . Operation . i

window Proportion . . Proportion Proportion unfollow Proportion  Total X P
factors inspection return

exceeded (%) (n=114) (%) (n=70) (%)  the protocol (%) (%)

(n=191) (n=92)
Subject 64 33.51 34 29.82 70 100.00 25 27.17 193(41.44)
Investigate team 40 20.94 74 64.91 0 0.00 22 2391 136(29.12)
Object 44 23.04 1 0.88 0 0.00 38 41.30 83(17.77) 271.648 0.000
Sponsor 43 22.51 5 4.39 0 0.00 4 435  52(11.13)
CRC 0 0.00 0 0.00 0 0.00 3 3.26 3(0.64)
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Table 2 Comparison of various factors affecting the deviation of observation / evaluation scheme after grouping

Incomplete observation/evaluation (n=467 )

Time Missed Refuse t Operation
Influencing factors  window Proportion . ISST. Proportion ¢ tlse © Proportion unfollow Proportion — Total X P
exceeded (%) “Zsﬁefl;‘;“ (%) (re_‘;’(*;) (%)  the protocol (%) (%)
(n=191) = = (n=92)
Subject
Poor subject 39 60.94 18 52.94 67 95.71 16 64.00 140(72.54)
compliance
Subject’s 25 39.06 16 47.06 3 4.29 9 36.00 53(27.46) 30.6690.000
objective reason
Investigate team
Investigator 24 60.00 73 98.65 0 0.00 10 45.45 107(78.68)
Nurse 12 30.00 1 1.35 0 0.00 8 3636  21(15.44) 47.093 0.000
Medical 4 10.00 0 0.00 0 0.00 4 18.18 8(5.88)
technician
Object
Holiday 38 86.36 1 100.00 0 0.00 2 5.26 41(49.40)
Equipment 6 13.64 0 0.00 0 0.00 2 5.26 8(9.64)
TZSt can’t be 0 0.00 0 0.00 0 0.00 22 57.89  22(26.51) ¢9781 0.000
one
Limited medical 0 0.00 0 0.00 0 0.00 12 31.58 12(14.46)
resources
Sponsor
Protocol 30 69.77 2 40.00 0 0.00 0 0.00 32(61.54) 0.860 0.007
Sponsor 13 30.23 3 60.00 0 0.00 4 100.00 20(38.46) '
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5+ 2 3% (P=0.000) ,
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