February 3, 2022
4:00-5:00 PM EST
RHO Implementation Monthly Investigator Call Minutes
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	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
	

	Crystal Vasquez, Research Assistant
	
	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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Next Investigator Meeting will be on March 3rd at 4pm EST
RHO Program Timeline/ Start up Progress
· 13/14 sites have contracts executed 
· Waiting on IRB approval from 5/14 sites
· Due to staffing shortages in the UMass IRB, modification submissions have been delayed- UMass IRB team is currently working on the modifications for the RHO Program 
Enrollment 
· Total of 23 patients have been followed by the RHO program since its commencement 
· Total of 11 patients are currently on home oxygen therapy (HOT), 10 patients have weaned and 2 have withdrawn from the study 
· The average duration of HOT is currently 56±34 days across active implementation sites 
· Our current enrollment numbers are below our projected enrollment due to various barriers
Barrier to Enrollment 
· Discussion around possible factors that may be contributing to lower-than-expected enrollment numbers across all sites 
· Change in demographics of infants going home on oxygen
· Improvement in NICU care (protocols and guideline changes) which in turn has decreased the number of infants going home on oxygen 
· Issues related to nursing staff’s concerns regarding COVID-19 resulting in increased lengths of stay
· Site specific barriers:
· San Diego: reduction in number of infants going home on oxygen due to the pandemic 
· New York: lack of equipment at the time of discharge because of supply chain issues 
· Arkansas: provider and nursing selection bias when considering the enrollment of an eligible patient in the RHO program 
REDCap Screening Logs
· Discussion around the importance of completing the screening form in the REDCap for all eligible infants across all sites, despite the infant’s participation status in the RHO program 
· Emphasized that proper documentation is important for accuracy of overall denominator and ensuring that the true N of the RHO Program is being captured across all sites 
· Team members responsible for the RHO program data entry should complete a REDCap user request form if they haven’t done so already
· Detailed instructions are available on our website. If you have any questions, please reach out to Heather or Crystal for assistance
Implementation Related Problems
This month most of the problems have been associated with devices. Specifically, either devices not being properly configured or equipment issues. 
· Masimo
· We are working with Masimo to eliminate the persistent connectivity issues and better streamline the onboarding process across all sites. 
· Our goal is to resolve any device related issues (i.e configuration, Wi-Fi connectivity, damaged equipment etc.) within a week of problem identification
· Homecare Company Readiness 
· Due to severe supply chain issues various sites didn’t have RAD 97s available at the time of discharge – Masimo has addressed this issue and has provided devices for those sites 
· Some homecare companies have been trained over a year ago. Masimo will initiate re-education sessions with all home cares
· Please make sure to give your homecare companies at least a week’s notice when there is a potential discharge as a new site coming on board. This will further aid in preparation and coordination in the discharge planning with homecare companies
· For those sites who have yet to enroll their first patient, homecare companies have advised to reach out to them in advance to ensure they have RAD 97’s available and the devices are properly configured 
· Configuration Issues
· The troubleshooting guide for sites has been disseminated and can also be found on the RHO website 
· We are working with Masimo to finalize and disseminate the site-specific troubleshooting guide for homecare companies. 
· TIP: to make sure the device is properly configured to the UMass PSN, always verify that the “destination IP address” is 66.9.45.156. 
· If the IP address differs from the one stated above, then the device has not been properly configured to the UMass PSN and you would need to contact your local Masimo account manager for further instructions 

Oxygen Flow rate Variation Between Sites at Discharge
 
The RHO program at UMass has been operating within set oxygen flow rate parameters with the highest discharge flow rate being 1L/min and the lowest being 125 cc/min. Patients wean in 50% decrements, to a minimum flow rate of 125 cc/min of nocturnal oxygen. To provide the most accurate recommendation based off the RHO algorithm, it is recommended that all patients followed by the RHO program adhere to the set flow rate parameters. Due to an increase in flow rate variations across sites, standardization of flow rates at discharge should be discussed. 
· Site Discussion/ Consensus
· Discussion around the original RHO program where the algorithm was initially thought to be conservative and would in turn increase the duration of home oxygen therapy, but the results proved otherwise
· Heather sent an email to all sites requesting feedback regarding each site’s preference on standardization of discharge flow rate
· Poll Results: Total of 9/14 responses
· Option 1: Increase infants on a flow rate less than 125 cc/min of LFNC cannot participate and follow their sites previous SOC
· 2 (22%)
· Option 2: Increase the flow rate to 125 cc/min at time of NICU discharge 
· 3 (33%)
· Option 3: Accommodate less than 125 cc/min flow rates in the protocol and create recommendations 
· 1 (11%)

· Option 1 or 2: 1 (11%)

· Option 2 or 3 : 2 (22%) 

· Action Plan
· Heather or Crystal will send a follow-up email to all sites with various case examples requesting provider preference on how to manage those infants discharged on a flow rate less than 125 cc/min with a recommendation to wean or increase
· Responses to the email will further aid in the standardization of flow rates at discharge across all sites
· Discussion around variation in home oxygen therapy management in NICU follow-up programs led by neonatologists or pediatric pulmonologists 
Parent Advisory Board Meeting
· The Parent Advisory Board Meeting will take place in the upcoming weeks 
· Our goal is to have a least one parent representative from each site to ensure diversity and create spread geographically 
Invoicing
· Our grants office will be reaching out to all sites over the next few weeks 
· Please notify Heather who will be the primary delegate at your site
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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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Site Start-Up Progress

	Wave
	Site #
	Site Name
	Contract Executed
	cIRB Approval
	Local IRB Approval
	Regulatory Documents
	pSite Communication Plan Agreement
	REDCap Access
	Site Training Comple
	First Enrollment Date
	Download Schedule

	Wave 1
	102
	Boston Children's Hospital
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	7/8/2021
	M/Th

	
	106
	Dartmouth-Hitchcock 
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	
	T/F

	
	107
	Maria Fareri Children's
	ᴏ
	N/A
	ᴏ
	ᴏ
	N/A
	ᴏ
	ᴏ
	11/19/2021
	M/Th

	
	108
	Massachusetts General Hospital
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	7/8/2021
	M/Th

	
	113
	University of Maryland
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	8/23/2021
	M/Th

	
	114
	Vanderbilt
	ᴏ
	N/A
	ᴏ
	ᴏ
	N/A
	ᴏ
	ᴏ
	
	T/F

	Wave 2
	101
	Arkansas Children's Hospital
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	11/12/2021
	M/Th

	
	103
	Children's Hospital of Phil. 
	ᴏ
	N/A
	ᴏ
	ᴏ
	N/A
	ᴏ
	ᴏ
	
	TBD

	
	104
	Cincinnati Children's Hospital
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	
	TBD

	
	105
	National Jewish Health
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	
	TBD

	
	109
	Nationwide Children's Hospital
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	
	TBD

	
	110
	Peyton Manning Children's Hospital 
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	
	TBD

	
	111
	U. of California, San Diego
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	11/12/2021
	M/Th

	
	112
	U. of Kentucky Children's Hospital
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	
	M/Th
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