Study Protocol: The Effect of Douyin Short Videos on Alleviating Preoperative Anxiety and Postoperative Pain in Patients Undergoing Laparoscopic Cholecystectomy

I. Study Title
The Effect of Douyin Short Videos on Alleviating Preoperative Anxiety and Postoperative Pain in Patients Undergoing Laparoscopic Cholecystectomy: A Three-Arm Randomized Controlled Trial

II. Background
Approximately 6.1% of adults worldwide suffer from gallstones. Laparoscopic cholecystectomy (LC) is a safe and appropriate method for treating gallstones complicated with cholecystitis. Although postoperative pain has been greatly reduced compared with traditional open cholecystectomy, 20%–37% of patients still experience prolonged hospitalization due to pain. Preoperative anxiety is one of the factors affecting preoperative sleep in patients, and fear of postoperative pain is known to be the primary cause of anxiety. Previous studies have shown that patients who receive surgical information before surgery have significantly lower anxiety levels; however, the technology for providing information has not been effectively developed. Douyin short video is a common application with a huge user base and has been tested in different diseases, such as anxiety and depressive disorders, cancer pain, and neurological rehabilitation. Most previous studies have focused on using Douyin in distraction methods, and few studies have evaluated patient education through Douyin videos. No studies comparing the two methods of distraction and patient education have been found.

III. Study Objectives
1. To evaluate the effect of Douyin short videos in patient education on preoperative anxiety and postoperative pain in LC patients.
2. To evaluate the effect of Douyin short videos in distraction methods on preoperative anxiety and postoperative pain in LC patients.
3. To compare the effects between patient education and distraction methods.

IV. Study Design
Study Type: Three-arm, prospective, single-center, randomized controlled trial (RCT)
Study Period: September 2025 to March 2026
Study Site: Hepatobiliary and Pancreatic Surgery Ward, Fuyang People's Hospital, Anhui Medical University, Fuyang, China

V. Study Participants
5.1 Inclusion Criteria
1. Aged 18–60 years;
2. Simple gallstones with cholecystitis;
3. Scheduled for elective LC surgery;
4. Able to complete tests independently.
5.2 Exclusion Criteria
1. Diagnosed psychological problems;
2. Unable to understand pain scales;
3. Addiction to opioids or other potent analgesics (such as tramadol);
4. Pain from other serious diseases;
5. History of gastrointestinal surgery in the past month;
6. History of vestibular vertigo or epilepsy.

VI. Sample Size
Using Power Analysis Sample Size (PASS) software, based on detecting a 1-unit difference in pain variables using the Mann-Whitney U test (standard deviation 1.5, power 90%, type I error 5%), the estimated sample size for each group was 89 cases. Considering sample attrition, 100 subjects were allocated to each group, for a total of 300 subjects.

VII. Randomization and Grouping
A randomized block method (block size of 6) was used to increase unpredictability. Group names were written on paper and sealed in envelopes. Subsequently, the envelopes were numbered and arranged. After obtaining participants' informed consent, they were given an envelope to determine their group.
Grouping Scheme:
· Group A (Patient Education Group): Watching Douyin medical education videos preoperatively and postoperatively
· Group B (Distraction Group): Watching Douyin nature/space/ocean videos
· Group C (Control Group): Routine nursing care (including distributing educational manuals and face-to-face patient education by doctors)

VIII. Interventions
8.1 Video Preparation
· Distraction Videos: Three videos of nature, space, and ocean, each at least five minutes long, were selected from the existing video library.
· Patient Education Videos: Medical science popularization videos already published on the Douyin platform were selected, including animations and intraoperative recordings. The content covered: preparations for entering the operating room, the entire LC surgery process, general anesthesia method, surgery duration (approximately 30 minutes), three-port technique, postoperative semi-sitting position, deep breathing and effective coughing, lower limb exercises, getting out of bed, and postoperative dietary precautions.
8.2 Intervention Procedures
The intervention was conducted in two stages:
	Stage
	Time Point
	Content

	Stage 1
	2 hours before surgery
	Complete demographic questionnaire and STAI; watch corresponding video; complete STAI again 30 minutes later


	Stage 2
	4 hours after receiving the first dose of analgesic (40 mg parecoxib) postoperatively
	Measure VAS and MPQ; watch corresponding video; measure VAS and MPQ again 30 minutes and 2 hours later




8.3 Control Group
Participants in the control group received routine nursing care in the ward, including distributing educational manuals and face-to-face patient education by doctors. They completed STAI, VAS, and MPQ at the same time points as the other two groups.

IX. Outcome Measures
9.1 Primary Outcome Measures
1. Preoperative Anxiety Level: Assessed using Spielberger's State-Trait Anxiety Inventory (STAI) Form Y-1 (20 items) to measure state anxiety.
2. Postoperative Pain Intensity:
· Visual Analogue Scale (VAS)
· McGill Pain Questionnaire (MPQ): including sensory dimension (0–42), affective dimension (0–14), evaluative dimension (0–5), and miscellaneous dimension (0–16).
9.2 Secondary Outcome Measures
· Comparison of demographic characteristics among groups
· Inter-group differences in pain dimensions (sensory, affective, miscellaneous)

X. Data Collection
Data collection used a demographic and disease questionnaire designed based on similar studies and expert opinions; its content was approved by 10 experts.
Data Collection Time Points:
· Baseline: Demographic data collected upon admission
· Preoperative: Before intervention (T0), 30 minutes after intervention (T1)
· Postoperative: 4 hours after analgesic (T2), 30 minutes after video intervention (T3), 2 hours after video intervention (T4)

XI. Statistical Analysis
Data analysis was performed using STATA software (version 14):
· Qualitative data: expressed as frequency and percentage, analyzed using chi-square test
· Quantitative data: expressed as mean ± standard deviation (mean ± SD) when normally distributed, analyzed using one-way ANOVA and Bonferroni post-hoc test
· Quantile regression: used to analyze effects after adjusting for covariates
· Significance level: two-sided α = 0.05

XII. Ethical Considerations
1. This study was conducted according to the guidelines laid down in the Declaration of Helsinki.
2. All procedures involving human subjects were approved by the Ethics Committee of Fuyang People's Hospital, Anhui Medical University (Approval No.: PJ2026-2-1).
3. Written informed consent was obtained from all participants before the study.
4. Subjects were allowed to withdraw from the study at any time.

XIII. Quality Control
1. All research instruments have been validated for reliability and validity.
2. Video content was reviewed by experts.
3. The randomization process was performed by independent personnel.
4. Data were entered and verified by two persons independently.

XIV. Expected Results
1. Preoperative anxiety levels in both the patient education group and the distraction group will be significantly lower than those in the control group.
2. Postoperative pain (VAS, MPQ) in both intervention groups will be significantly lower than that in the control group.
3. Both intervention methods will show significant effects on sensory, affective, and miscellaneous pain dimensions.
4. There will be no statistically significant difference between the patient education and distraction groups, but the education group may show slightly better effects.

XV. Limitations Control
· The dosage and frequency of anesthetic drug administration for each patient during surgery will be recorded in detail.
· All anesthetic and analgesic drugs given throughout the perioperative period will be recorded and included in the statistical analysis.
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