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[ Abstract ] Background and objective Early investigation suggested patients’ level of awareness regarding clini-
cal trials was related with willingness to participation. This study was intended to evaluate the level of awareness of cancer
patients regarding clinical trials and related influencing factors, and to compare the differences of awareness between pa-
tients who attended clinical trials before and not. Methods From Jun, 2018 to April, 2019, standardized question-naires
were gathered from cancer patients (attended clinical trials vs not attended clinical trials) in our hospital regarding basic in-
formation and 10 other questions about awareness. The level of awareness was evaluated and patients were classified into “low
cognition” and “high cognition” groups. Logistic regression analysis was performed to determine whether certain character-
istics would predict for awareness. Results Of the 617 participants, 38.6% have attended clinical trials before. 338 (54.6%)

patients had a correct overall understanding of clinical trials, while 44 (7.1%) patients still thought participants were the
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victim of scientific research. Except for the compensation of medical expenses (51.5% vs 48.7%) and related laws of clinical
trials (52.3% vs 45.5%), other parts of understanding were elevated in patients attended clinical trials before comparing with
patients who didn’t, including significance (86.2% vs 77.6%), risk disclosure (91.2% vs 71.6%), confidentiality (73.2% vs
59.7%), voluntariness (95.8% vs 76.3%), withdrawal (86.6% vs 68.2%) and expenses (62.8% vs 39.2%). The proportion of
participants who understand these components did not increase even in 239 patients who had attended clinical trials before.
Participants who attended clinical trials before (OR=1.83, 95%CI: 1.11-3.00), unmarried/divorced (OR=5.04, 95%CI:
1.73-14.66), retired (OR=2.53, 95%CI: 1.16-5.50) had a higher level of awareness, while patients who had bad impression
with doctors (OR=0.43, 95%CI: 0.26-0.72) had lower awareness. Conclusion The current level of awareness for clinical
trials of cancer patients in our hospital was relatively low, even in patients who had attended clinical trials before. It’s neces-
sary to improve patients’ awareness of clinical trial by promoting harmony relationship between patients and doctors, as

well as by enhancing related propagation. Strengthening the adequacy and efficacy of informed consent in clinical trials also

needs to be achieved in the future.
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Tab 1 Sociodemographic characteristics of cancer patients

Variable Total (n=619) Attended Not attended X2/t P
N % N % N %

Age, years (Mean=£SD) 53.4%+12.7 53.6 £13.4 53.6+13.4 0.62 0.538

Gender 244 0.118
Male 307 49.6% 128 53.6% 179  471%

Marriage 0.00 0.964
Single/divorced/widowed 47 7.6% 18 7.5% 29 7.6%
Married 572 92.4% 221 92.5% 351 92.4%

Education? 1.84 0.399
Junior high and below 227 36.8% 86 36.0% 141 37.3%
Senior high 268 43.4% 111 46.4% 157  41.5%
College graduate or higher 122 19.8% 42 17.6% 80 21.2%

Occupation® 7.63 0.054
Full-time employees 204 34.3% 68 29.3% 136  37.5%
Peasantry 108 18.2% 45 19.4% 63 17.4%
Unemployed 137 23.0% 50 21.6% 87 24.0%
Retired 146 24.5% 69 29.7% 77 21.2%

Relatives or friends in medical industry 0.02 0.892
Yes 217 35.1% 83 34.7% 134  353%

Religion® 2.57 0.277
Have religious belief 64 10.4% 21 8.8% 43 11.3%

Watch health TV show 22.57 <0.001
Often 164 26.5% 60 25.1% 104  27.4%
Sometimes 190 30.7% 97 40.6% 93 24.5%
Rarely 189 30.5% 65 27.2% 124 32.6%
Never 76 12.3% 17 71% 59 15.5%

Impression of medical staff 11.07 0.001
Good 363 58.6% 160 66.9% 203  53.4%
General/not bad/bad 256 41.4% 79 33.1% 177 46.6%

n=617; °n=595; ‘n=618

(£4) , HABARMER . Mnl, ZEEE. B, 3 g

BIPATI R A . SRR . @R B SRR .
Fa . IRIT BB K PP R AR R S R I R
AIARIZAC A DG (P>0.05) o

2.4 NHIEMZHZE st 2R R0 iR, 2%
S RIS . X BE 55 AN A ER G | WS WHeAR Bl A HRL
R NAEE S s R (3RS) o iR R, &
ik (OR=1.83, 95%CI: 1.11-3.00 ) . KI5/ &R
( OR=5.04, 95%CI: 1.73-14.66 ) . iBfK ( OR=2.53, 95%CI:
1.16-5.50 ) HFINHIBER R, RFEBE 45 N 0L BN Aty /— ik
/7= (OR=0.43,95%CI: 0.26-0.72 ) .

BT ] 2 B e A R 1K e 6117 451 s g 8] 2 4
FER, R R T PRI A R BE B A B, AU
54.696 i 97 S0 0 e PRI B B AR R TR B . S KB g
UeTE—E R L3R R TR R A A, HRT
RO INILERE . BRAMIG RIS 51500, ZHNRMTiE
frs, XPBES N BENRYF . RUS/ B 5 L SGRAR Y (R
IR RO

53BN BN L (31.02% ) , AHFF
N HR XTI RIS e R B A TR T R
FHET BRAE I AMA R i A 4528 (60%-80% ) 41547 #K

HERERERERE
www.lungca.org



o il g s R 20204E 1 A 523 5 5 1)

Chin J Lung Cancer, January 2020, Vol.23, No.1

xR 2 MEEERRRTIEEER
Tab 2 Cancer status and treatment of cancer patients

Variables Total (h=594) Attended Not attended X2 P
N % N % N %
Days of diagnosed [P50(P25-P75)] 500 (118-1331) 1,032 (573-1998) 198 (76-765) 11.40 <0.001
Cancer type 19.50 0.007
Lung 157 25.4% 65 27.2% 92 24.2%
Breast 133 21.5% 61 25.5% 72 18.9%
Digestive system 155 25.0% 64 26.8% 91 23.9%
Genital system 51 8.2% 8 3.3% 43 11.3%
Lymphatic system 35 5.7% 12 5.0% 23 6.1%
Head and Neck 20 3.2% 6 2.5% 14 3.7%
Urinary system 26 4.2% 12 5.0% 14 3.7%
Others 42 6.8% 1 4.6% 31 8.2%
Stage 713 0.008
Early 118 19.1% 44 18.4% 74 19.5%
Advanced 207 33.4% 109 45.6% 98 25.8%
Not clear 294 47.5% 86 36.0% 208 54.7%
Previous treatment 52.34 <0.001
Medical treatment 448 72.4% 212 88.7% 236 62.1%
Other treatment 121 19.5% 21 8.8% 100 26.3%
None 50 8.1% 6 2.5% 44 11.6%
Treatment phase 21.23 <0.001
Not start treating 68 11.4% 9 3.9% 59 16.2%
On-therapy 41 69.2% 175 76.4% 236  64.7%
reexamination 115 19.4% 45 19.7% 70 19.2%
Self-assessed therapeutic effect 11.64 0.001
Great/Good 351 56.7% 156 65.3% 195 51.3%
General/Bad/Not known 268 43.3% 83 34.7% 185 48.7%

Other treatments include surgery, radiation and traditional medicine.
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Tab 3 Comparison of awareness of patients who attended clinical trials before and those who did not

Variables Total Attended Not attended
N % N % N %
Overall understanding of attending clinical trials
Better treatment with lower risk 237 38.3% 95 39.7% 142 37.4%
Victim of scientific research 44 71% 6 2.5% 38 10.0%
Free treatment with both risk and benefit 338 54.6% 138  57.7% 200 52.6%
Clinical trials are meaningful for medical development and patient treatment.
Yes 501 80.9% 206  86.2% 295 77.6%
Unsure 50 8.1% 18 7.5% 32 8.4%
No 6 1.0% 0 0.0% 6 1.6%
Not understand 62 10.0% 15 6.3% 47 12.4%
Doctors will inform risk of clinical trials before attending.
Yes 490 79.2% 218 91.2% 272 71.6%
Unsure 39 6.3% 7 2.9% 32 8.4%
No 12 1.9% 4 1.7% 8 2.1%
Not understand 78 12.6% 10 4.2% 68 17.9%
Doctors will keep the information of cases confidential during the clinical
trials.
Yes 402 64.9% 175  73.2% 227 59.7%
Unsure 48 7.8% 14 5.9% 34 9.0%
No 33 5.3% 16 6.7% 17 4.5%
Not understand 136 22.0% 34 14.2% 102 26.8%
Participants are voluntary to participate clinical trials.
Yes 519 83.8% 229  95.8% 290 76.3%
Unsure 36 5.8% 5 2.1% 31 8.2%
No 6 1.0% 0.4% 5 1.3%
Not understand 58 9.4% 4 1.7% 54 14.2%
Participants are free to withdraw at any time during clinical trials.
Yes 466 75.3% 207  86.6% 259 68.2%
Unsure 30 4.8% 7 2.9% 23 6.1%
No 36 5.8% 10 4.2% 26 6.8%
Not understand 87 14.1% 15 6.3% 72 18.9%
The change of medical expenses after attending clinical trials
Increase 38 6.1% 18 7.5% 20 5.3%
Unsure 75 12.1% 30 12.6% 45 11.8%
Decrease 299 48.3% 150  62.8% 149 39.2%
Not understand 207 33.4% 41 17.1% 166 43.7%
Participants will get compensation of damage as a result of clinical trials.
Yes 308 49.8% 123 51.5% 185 48.7%
Unsure 74 12.0% 38 15.9% 36 9.5%
No 36 5.8% 14 5.9% 22 5.8%
Not understand 201 32.5% 64 26.8% 137 36.1%
There are related laws of scientific and ethical issues in clinical trials.
Yes 298 48.1% 125 52.3% 173 45.5%
Unsure 26 4.2% 13 5.4% 13 3.4%
No 28 4.5% 1" 4.6% 17 4.5%
Not understand 43.2% 90 37.7% 177 46.6%
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Tab 4 Univariate analysis of variables associated with clinical trial awareness

Variables Lower cognition group Higher cognition group X2 P

N % N %

Age (yr) 0.16 0.925
<50 136 59.6% 92 40.4%
50-60 100 58.5% 71 41.5%
=60 133 60.5% 87 39.5%

Gender 0.744
Male 185 60.3% 122 39.7% 0.11
Female 184 59.0% 128 41.0%

Marriage 9.60 0.002
Single/divorced/widowed 18 38.3% 29 61.7%
Married 351 61.4% 221 38.6%

Education® 5.89 0.053
Junior high or below 149 65.6% 78 34.4%
Senior high school 152 56.7% 116 43.3%
College graduate or higher 66 54.1% 56 45.9%

Occupation® 6.40 0.094
Full-time employees 1m 54.4% 93 45.6%
Peasantry 74 68.5% 34 31.5%
Unemployed 84 61.3% 53 38.7%
Retired 83 56.8% 63 43.2%

Relatives or friends in medical industry 2.58 0.108
Yes 120 55.3% 97 44.7%
No 249 61.9% 153 38.1%

Religion® 0.28 0.526
Have religious belief 41 64.1% 23 35.9%
Not have religious belief 327 59.0% 227 41.0%

Watch health TV show 4.27 0.234
Often 100 61.0% 64 39.0%
Sometimes 102 88.0% 88 46.3%
Rarely 118 62.4% 71 37.6%
Never 49 64.5% 27 35.5%

Impression of medical staff 573 0.017
Great 202 55.6% 161 44.4%
General/not bad/bad 167 65.2% 89 34.8%

Time of diagnosed, years 15.48 <0.001
<1 195 67.9% 92 32.1%
1-2 47 53.4% M 46.6%
>2 127 52.0% 17 48.0%

Clinical stage 3.58 0.058
Early 71 60.2% 47 39.8%
Advanced 102 49.3% 105 50.7%

Previous treatment 12.21 0.002
Medical treatment 248 55.4% 200 44.6%
Other treatment 86 71.1% 35 28.9%
None 35 70.0% 15 30.0%

Treatment phase 1.80 0.407
Not start treating 44 64.7% 68 35.3%
On-therapy 237 27.7% amn 42.3%
reexamination 72 62.6% 115 37.4%

Self-assessed therapeutic effect 0.49 0.483
Great/Good 205 58.4% 146 41.6%
General/Bad/Not known 164 61.2% 104 38.8%

Previous attended clinical trials 28.04 <0.001
Yes 122 32.1% 258 67.9%
No 128 53.6% 111 46.4%

n=618;*n=617; °n=595

HRERERERERN

www.lungca.org



c12 o [ iR 24 5 20204F 1 235 45 114

Chin J Lung Cancer, January 2020, Vol.23, No.1

x5 MEEERRREIANENSEARSH
Tab 5 Multivariate analysis of variables associated with clinical trial awareness

Variables B value SE Wald X2 P OR (95%Cl)
Previous attended clinical trials
No - - - - 1.00
Yes 0.60 0.25 0.02 0.018 1.83(1.11-3.00)
Marriage
Married - - - - 1.00
Single/divorced/widowed 1.62 0.54 8.83 0.003 5.04 (1.73-14.66)
Occupation
Peasantry - - - - 1.00
Retired 0.93 0.40 5.45 0.020 2.53(1.16-5.50)
Full-time employees 0.64 0.39 2.73 0.099 1.90 (0.89-4.09)
Unemployed 0.34 0.41 0.66 0.418 1.40 (0.62-3.15)
Impression with doctors
Good - - - - 1.00
General/not bad/bad -0.84 0.26 10.44 0.001 0.431 (0.259-0.718)
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Fig 1 Comparison of awareness of patients who attended clinical trials before and those who did not
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