All items from the Chinese Clinical Trial Registry Data Set
	Data category	
	Information

	Primary registry and trial identifying number
	ChiCTR2200066527

	Date of registration in primary registry
	7 December 2022

	Source(s) of monetary or material support
	Futian Healthcare Research Project

	Primary sponsor
	Futian Healthcare Research Project

	Contact for public queries
	Zhi Li M.D. e-mail: lizhi0441@yeah.net

	Contact for scientific queries
	Zhi Li M.D. 
The Second People's Hospital of Futian District Shenzhen

	Public title
	Remimazolam for upper gastrointestinal endoscopy in high-risk patients

	Scientific title
	Remimazolam for upper gastrointestinal endoscopy in high-risk patients: a non-inferiority randomized controlled study

	Countries of recruitment
	China

	Health condition(s) or problem(s) studied
	Procedural sedation, upper gastrointestinal endoscopy, high-risk patients, remimazolam

	Intervention(s)
	Group R: Remimazolam
Group C: Propofol

	Key inclusion and exclusion criteria
	Ages eligible for study: ≥18 years
Sexes eligible for study: both
Accepts healthy volunteers: no
Inclusion criteria:1. Age ≥ 18 years; 2. Patients undergoing upper gastrointestinal endoscopy under planned procedural sedation; 3. ASA Class III and IV; 4. Patients who agreed to participate in the study.
Exclusion criteria：1.Patients who refuse procedural sedation; 2. Have a history of drug abuse and/or alcoholism in recent 2 years; 3. Patients who have taken monoamine oxidase inhibitor or cytochrome P450 inhibitor in the past month; 4. Patients who are known to be allergic to benzodiazepines, opioids, propofol, lidocaine or have contraindications to the above drugs; 5. Patients who participated in clinical trials of other drugs within 3 months before the start of the study; 6.Pregnant or lactating women.

	Study type
	Interventional
Allocation: randomized
Intervention model: parallel assignment
Masking: double blind 

	Date of first enrolment
	March 2023

	Target sample size
	576

	Recruitment status
	Recruiting

	Primary outcome(s)
	a composite endpoint index:1. MOAA/S score of ≤ 3 points before endoscope insertion into the oral cavity; 2. No interruption of endoscopic examination due to inadequate sedation; 3. No occurrence of SpO2 < 90% during the examination; 4. No incidence of systolic blood pressure < 80 mmHg, systolic blood pressure ≥ 180 mmHg, heart rate (HR) ≤ 55 beats/minute, or HR > 100 beats/minute during the examination.

	Key secondary outcomes
	Sedation efficacy, Consciousness recovery, Safety



