May 5th, 2022
4:00-5:00 PM EST
RHO Implementation Monthly Investigator Call Minutes
	Invitees/Attendees:

	Dr. Larry Rhein, Principal Investigator
	
	Boston Children’s Hospital
	
	Maria Fareri Children’s Hospital
	

	Heather White, Project Coordinator
	
	Children’s Hospital of Philadelphia
	
	Massachusetts General Hospital
	

	Lindsey Simoncini, Research Coordinator
	
	Cincinnati Children’s Hospital
	
	Nationwide Children’s Hospital
	

	
	
	National Jewish Health, Colorado
	
	Peyton Manning Children’s Hospital
	

	Arkansas Children’s Hospital
	
	Dartmouth-Hitchcock Medical Center
	
	U. of California, San Diego
	

	U. of Kentucky Children’s Hospital
	
	University of Maryland
	
	Vanderbilt
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Startup/progress 
· Only 2 more sites to be activated, awaiting IRB approval 

Enrollment 
· A total of 41 babies followed to date, 17 have weaned with an average HOT duration of 71 days
· Primary reason for exclusion from program = RAD 97 unavailable 
· Working with Masimo to supply more homecare companies with RAD 97’s 
· Please try to refer eligible babies to home care companies in your area that have RAD 97’s available 
· Should be enrolling about 15 babies per month, currently the average enrollment per month is 3.7 babies

Projected vs Actual N of Infants Being Followed
· Seen a dip in enrollment across all active site’s, discussions around potential factors for this
· Have discussed potential factors contributing to low enrollment numbers 

Barriers to Enrollment 
· Please continue to screen all potentially eligible babies being discharged on supplemental oxygen therapy 
· Monthly site report’s rely on demographic forms being complete 

Upcoming IRB Submission 
· Original project plan included adding parental/family survey’s once in the intensive implementation phase, study submitted to UMMS IRB
· Will send all appropriate documents to all sites once receive IRB approval 

Recent Modification Approval to the Study Plan
· Clarification on serious adverse event definition approved by UMass IRB. Any adverse event that is, in the opinion of the investigator, expected of a former preterm infant on HOT will not count as a serious adverse event (SAE). 
· Please report all adverse events within 72 hours of their occurrence or the site becoming aware of event. 

Homecare Readiness 
· For new sites coming on board or for the first referral to a particular home care try to provide 2-weeks’ notice so that they can refamiliarize themselves with the program and equipment

Non-Compliance with the RHO Algorithm
· There has been a total of 854 data reports, and 309 (36%) have a deviation reported
· A total of 55 new deviations have occurred this past month, and the most frequent deviation type was “Provider not Following Guideline” (22 new deviations)
· 16 infants had more than one report with the recommendation not being followed 
· 4% of reports, the provider has felt comfortable maintaining when the algorithm suggested an increase in oxygen flow rate

Invoicing 
· Reminder to submit invoice to the UMMS grant’s office 


Next Investigator Meeting will be on June 2nd at 4pm EST
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RAD 97s Count  [image: ]*Home care companies serving multiple sites, the number of counts is shared between sites. 
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