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	Data category
	Information

	Primary registry and trial identifying number
	ClinicalTrials.gov NCT04748549

	Date of registration in primary registry
	10-Feb-21

	Secondary identifying numbers
	IRB #2020P001176

	Source(s) of monetary or material support
	Binational Industrial Research and development (BIRD) Foundation

	Primary sponsor
	Beth Israel Deaconess Medical Center (responsible party)

	Secondary sponsor(s)
	N/A

	Contact for public queries
	BPOG, MD, MPH (bpogara@bidmc.harvard.edu)

	Contact for scientific queries
	BPOG, MD, MPH (bpogara@bidmc.harvard.edu)

	Public title
	Intraoperative virtual reality for older patients undergoing total knee arthroplasty: study protocol for a randomized clinical trial

	Scientific title
	Intraoperative virtual reality for older patients undergoing total knee arthroplasty: study protocol for a randomized clinical trial

	Countries of recruitment
	United States

	Health condition(s) or problem(s) studied
	Intraoperative sedation

	Intervention(s)
	Intervention group: immersive virtual reality

	
	Active control: music

	
	Passive control: sham virtual reality plus usual care

	Key inclusion and exclusion criteria
	Inclusion criteria: 60 years or older scheduled for primary total knee arthroplasty at BIDMC under spinal/regional anesthesia

	
	Exclusion criteria: complex or revision surgeries, “same day” TKA, open wounds or infection of the face, history of seizures or epilepsy, patients who are unable to tolerate the VR headset while wearing hearing aids or due to complete or partial blindness, pacemaker or other implanted device, are on droplet or airborne precautions, non-English or non-Spanish speaking, diagnosis of moderate to severe dementia

	Study type
	Interventional (clinical trial)

	Interventional
	Allocation: randomized; Intervention: parallel assignment; Masking: single-blinded (outcomes assessor); Primary purpose: Treatment

	Date of first enrolment 
	11-Apr-22 under protocol version approval date 27-Dec-21

	Target sample size
	131

	Recruitment status 
	Recruiting

	Primary outcome
	Intraoperative propofol dose

	Key secondary outcomes
	Intraoperative and postoperative opioids, intraoperative anesthesia maneuvers, length of PACU stay, postoperative pain, satisfaction with anesthesia, satisfaction with recovery, postoperative delirium, delayed neurocognitive recovery and postoperative neurocognitive disorder, assessment of knee pain and function
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