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Abstract 
Objective: The study was conducted to understand the situation of patients 
with inflammatory bowel disease (IBD) to participant clinical trials and to 
analyze the factors affecting the clinical trial participation of patients with 
IBD. A clinical experiment guidance will be proved by this study to max-
imized the benefits to patients and to help the clinical trial to conduct suc-
cessfully. Method: An anonymous questionnaire was designed and was ad-
ministrated to the patients with IBD who were randomly delivered in the in-
patient or outpatient departments. The survey result was analyzed. Result: To-
tal 372 available questionnaires were returned. Among these patients, 26.3% 
patients with IBD indicated willingness to participate, 57.3% indicated a situ-
ation dependence, and 41.04% indicated unwillingness. Among the potential 
factors that may influence the patient’s willingness to participate the clinical, 
trusted physician’s recommendation, no proved drugs to use and accessing to 
free medication to release financial burden were statistically significant. Con-
clusion: The overall willingness of IBD patients to participate in drug clinical 
trials is not high. Among the patients who are willing to participate in clin-
ical trials, the main reasons for their participation are that they trust doctors’ 
recommendation, can get free medication and examination, and can reduce 
the economic burden. Efficacy and safety were the main influencing factors in 
patients who were case-dependent and unwilling to participate in clinical tri-
als. 
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1. Introduction 

Inflammatory bowel disease (IBD) is a group of chronic and non-characteristic 
intestinal inflammatory diseases with unclear etiology, including ulcerative coli-
tis (UC) and Crohn’s disease. Population of patients with IBD has been in-
creased significantly in the last 20 years. The population of IBD patients is esti-
mated to reach 1.5 million patients in China by 2025 [1]. IBD is currently not 
curable and patients require long-term medication to maintain remission. Com-
monly used traditional drugs include amino salicylic acid, immunomodulatory 
drugs such as thiopurines and hormones [2]. However, the therapeutic efficacy 
of these drugs is limited with high incidence of adverse effects. With the devel-
opment of immunology, the very first biologic agent, infliximab is available. The 
proven of infliximab to treat IBD significantly increase the remission rate of 
IBD. However, up to 20% of patients suffer from secondary treatment failure 
with infliximab every year [3] [4]. Therefore, there is still a blank for the discov-
ery of new drugs in IBD. In recent years, with the increasing understanding of 
the etiology, several new drugs have already initiated global or national clinical 
trials. These trials will gradually make up for the lack of currently available drug 
therapy and provide more treat options for patients with IBD. Clinical trials re-
fers to the systematic research, what is the drug in the body to confirm and found 
that the clinical pharmacology experimental drug, adverse reactions, absorption, 
distribution, metabolism and excretion, to determine the safety and efficacy of 
drugs, the subjects’ rights and interests and the safety is the primary considera-
tion, only can be expected to benefit is greater than the risk [5]. Clinical trial is 
the essential stage for new drugs to apply clinically. It is the only way for transla-
tional medicine, and it is of great significance for drug research and develop-
ment and improvement of medical level. In recent years, with the support of na-
tional policies on new drug development, the number of clinical trials in China 
has grown rapidly and become an important part of the work of hospital clini-
cians and research nurses [6] [7]. Several studies have shown that recruiting 
subjects to participate the clinical trial is a common problem, and is also one of 
the important reasons for the slow progress of new drug invention [8]. Previous 
surveys that conducts in China on patients with cancer have showed that the 
public’s awareness of drug clinical trials are limited. In addition, it is also diffi-
cult for the patients to access the relevant information. Both the limitation and 
difficulties were the main reasons for the low participation. The clinical trials in 
IBD is increasing rapidly in recent years. The same low willingness to participant 
issue has also arisen in IBD field. Therefore, it is necessary to analyze the wil-
lingness of patients with IBD and the factors that may influence the willingness, 
to prove the evidence for the conduction of clinical trials in IBD.  

2. Participants and Methods 

Participants: Patients with IBD who were having subsequent visit to the de-
partment of inflammatory bowel disease outpatient service and hospitalized in 
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the Department of Gastroenterology of the Sixth Affiliated Hospital of Sun 
Yat-sen University from May 2021 to August 2021 were selected. Patients should 
meet following inclusion and exclusion criteria: Inclusion: 1) Diagnose with 
IBD. 2) >18 years old. 3) No other chronic disease or mental illness. 

Exclusion: 1) The clinical diagnosis was unshaped enteritis. 2) Have a history 
of mental illness.  

Method: Questionnaire Star electronic questionnaire survey was utilized to 
collect the demographic information and the factors that may influence the wil-
lingness to participant the clinical trial, the contents of the questionnaire were 
sorted out according to the concerns of patients when they talked about in-
formed consent in the past. 

Data Analyses: Data was recorded and managed by EpiData 3.1. SPSS 23.0 
Software was utilized for multiple logistic regression analysis. The P value less 
than 050 indicates that the difference is statistically significant. Enumeration da-
ta were statistically described by frequency (percentage) and compared within 
groups by X2 test. 

3. Result 

1) Total 372 available questionnaires were returned. Among these patients, 
26.3% patients with IBD indicated willingness to participate, 57.3% indicated a 
situation dependence, and 41.04% indicated unwillingness. The demographic 
characteristic was displayed in Table 1. 

2) Influence factors of participant willingness  
a) Influence factors analysis of willing to participant group and dependents on 

the situation group 
 

Table 1. Demographic characteristic (n, %). 

Item Willing Depends on situation Unwilling 

Age 28. 80 ± 12.56 30.33 ± 11.56 31. 50 ± 13.21 

Gender    

Male 32 (61.54) 102 (61.45) 96 (62.34) 

Female 20 (38.46) 64 (38.55) 58 (37.66) 

Education    

Bachelor or above 20 (38.46) 94 (56.63) 78 (50.65) 

Under Bachelor 32 (61.54) 72 (43.37) 76 (49.35) 

Payment method    

Self-paying 40 (76.92) 66 (39.76) 70 (45.45) 

insurance 12 (23.08) 100 (60.24) 84 (54.55) 

Time of IBD    

5 years or above 22 (42.31) 98 (59.04) 55 (35.71) 

Less than 5 years 32 (61.54) 68 (40.96) 99 (64.29) 
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Table 2. The influence factors and willingness (n, %). 

Reason for willing to participant 
Willing  
(n = 52) 

Dependents on the situation 
(n = 166) 

Recommendation from trusted physicians* 48 (92.30) 139 (83.73) 

Free treatment and test* 34 (65.38) 88 (53.01 ) 

Currently available drugs do not control the disease* 52 (94.54) 104 (62.65) 

The most cutting-edge drugs 22 (42.3) 120 (72.29) 

Acquire more attention from physicians 39 (75.00) 89 (53.61) 

Devote to the IBD medicine 18 (34.61) 33 (19.88) 

Worry the attitude will be change if I refused to 
attend the clinical trial* 

10 (19.23) 22 (13.25) 

Note: *P < 0.05. 

 

 
Figure 1. Influence factors analysis of dependents on the situation group and unwilling 
group. 

 
Recommendation from trusted physicians, free treatment and examination, 

currently proved drugs cannot control the disease, not to participate in the expe-
riment affect the attitude of doctors to themselves, the differences are statistically 
significant (P < 0. 05). The results are shown in Table 2.  

b) Influence factors analysis of dependents on the situation group and unwil-
ling group 

105 (63.25%) of patients in the “depends on the situation groups” and 128 
(83.12%) in the “unwilling” group are concern about the effectiveness of the new 
drug. In addition, 123 (74.10%) and 117 (75.94%) of patients in “depends on the 
situation” and “unwilling” group respectively are concern about the side effects 
of the new drug. 33 (19.88%) and 69 (44.81%) in “depends on the situation” 
group and “unwilling” group refuse to have another colonoscopy and other tests. 
All these differences were statistically significant (P < 0.05) (Figure 1). 

4. Discussion and Conclusions 

With the deeper understanding of the pathogenesis of IBD and the rapid devel-
opment of pharmaceutical technology, newly developed drugs may bring better 
therapeutic effect and less side effects [9]. As one of the key stages for new drugs 
to be marketed and widely used in clinical practice, clinical trial can not only 
help patients benefit from the trials to a certain extent, but also make important 
contributions to the improvement of medical progression. The clinical trial can 
accelerate the pace of new drugs to be marketed, and provide patients with more 
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and better treatment options. Therefore, it is particularly important to improve 
and promote the active participation of patients with IBD in new drug trials. 

Most of the patients with IBD are middle-aged and young patients, and their 
acceptance of new drugs should be relatively higher than the elder age people. 
Among the main factors influencing patients’ participation in drug clinical trials, 
recommendations from trusted physicians, accessing to free drugs and tests, and 
reduction of economic burden are the main reasons. Inflammatory bowel disease 
(IBD) is a chronic disease, which requires patients to seek for treatment occa-
sionally and encounter disease-related problems in daily life. In this process, the 
trust relationship with doctors is gradually established, and the recommendation 
of doctors becomes one of the main factors for patients to participate in clinical 
trials. In this way, clinicians are required to be very familiar with various new 
drug projects carried out by the department and to recommend appropriate items 
to patients who initially meet the admission and discharge standards in a timely 
manner. Expenses for tests and drugs related to IBD put heavy economic pres-
sure on patients, especially those in the active stage of the disease, who may not 
be able to work properly. A survey shows that in the United States, patients with 
CD and UC will face a lifetime medical expense of $416,352 and $195,799 re-
spectively, which is significantly higher than chronic diseases such as diabetes and 
rheumatoid arthritis [10]. However, during the period of clinical trial, not only 
the study drug is free, but also the tests related to the trial is free, which can re-
lieve the medical economic pressure for patients with IBD to a certain extent. 

According to patients who unwilling to participate in clinical trials or whose 
participant’s willingness depends on situation, patients were most concerned about 
the efficacy and safety of the drugs when encounter the clinical trials. Due to the 
fact that the diagnosis and treatment of IBD fall behind in China than in Europe 
and the United States, many clinical trials under clinical trial in China are gener-
ally launched later than those in foreign countries. In other words, the drugs 
under clinical trial in China have been proved effective and safety to a certain 
extent at the early stage. When discussing with patients about informed consent, 
relevant data, drug mechanism, and whether the drug has been marketed abroad 
or domestically as other indications can be introduced to patients, so as to elim-
inate patients’ concerns about the effectiveness and safety of new drugs to a cer-
tain extent. Afraid to be randomized to placebo group is also one of the reasons 
why patients reject to participate in the new drug program. In order to ensure 
the scientific design of clinical trials, many of the control groups were placebos, 
and patients would therefore refuse to participate because of the uncertain of the 
benefit. Research nurses require assisting researchers to explain to the patients, 
in several clinical trials, background medicines are allowed to use during the ex-
periment. In addition, IBD is a kind of chronic diseases, the progress of the dis-
ease will generally not very quickly. In many IBD clinical trials, the length of 
placebo phase is only about 8 to 12 weeks. The clinical indicators of IBD will be 
assessed after that. The effect of the drug (new drug or placebo) will be meas-
ured. The patients with no response in the placebo group will be reattributed 
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reassigned to the experiment group. In addition, the probability of being assigned 
to placebo group is lower. As one of the direct participants in the clinical trial, 
the research nurses help the researcher to popularize the knowledge to the pa-
tients, and promote the patients with IBD to participate the clinical trials. To 
sum up, trusting the doctor’s recommendation, obtaining free medication and 
examination, reducing the economic burden, drug effectiveness and safety are 
the main factors affecting the participation of IBD patients in drug clinical trials. 
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