March 3, 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
	

	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 April 7th at 4pm EST
Start Up Progress/ Enrollment 
· 13/14 sites have contracts executed 
· Waiting on IRB approval from 4/14 sites 
· Heather will be sending weekly emails to sites who remain inactive inquiring about their site’s status/ estimated timeline to begin enrollment 
· Our goal was to reach 33% of all eligible families by February 2022 – currently we can not accurately estimate the reach of the program due to missing screening and eligibility
· Emphasized that all infants who are eligible despite their participation status in the RHO program should be documented to capture the true N of the program 

Barriers to Enrollment/ Projected vs Actual Enrollment 
· Discussion around the possible barriers that have affected the enrollment numbers of the program 
· Are low enrollment numbers due to?
· Change in demographics of infants going home on supplemental oxygen?
· Did sites/ RHO team overestimate their site enrollment numbers at implementation initiation? 
· Improvement in NICU care (development of new guidelines/protocols) which in turn is increasing NICU LOS and decreasing the utilization of LFNC? 
· Goal is to try to understand why sites aren’t meeting their original estimate of projected enrollments

REDCap Documentation/ Upcoming Modifications 
· Emphasized that all eligible families should receive a fact sheet and have a completed screening and eligibility and demographics form in the REDCap 
· For infants who are eligible to be followed but aren’t followed by the program but opt-in to data sharing, sites are still responsible for filling-out a screening and eligibility form, demographics form, adverse events form and implementation at discharge form 
· PPHN Medication therapy Modification 
· Plan is to add a follow-up question to the first inclusion criteria regarding the patient’s pulmonary hypertension medication therapy status
· This will allow us to capture the true N of infants excluded due to PPHN specific medication therapy for future analysis 
· RAD 97 Alarm Parameters Modification 
· Dr. Sara Dumero from CHOP is working on a project which focuses on the different alarm parameters on the RAD 97 oximeters 
· Heather will send around survey to all sites regarding their site-specific guidelines for RAD 97 alarm parameters 

Implementation Related Problems 
This past month most of the problems have been associated with RAD 97 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
· Masimo is working with homecare companies to configure all devices even if they aren’t being used specifically for the RHO program to further minimize the frequency of configuration issues
· Homecare Company Readiness 
· 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 

Variation in Discharge Flowrate 
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 
· Moving forward we will manage and analyze the data of infants discharged on a flowrate less than 125 cc/min in the following ways:
· If an infant is on a flowrate less than 125 cc/min at time of discharge, we will strongly encourage the clinical team to increase their oxygen up to 125 cc/min 
· If a patient is being managed on less than 125 cc/min and their bi-weekly report suggest either an increase or wean, the recommendation will be to increase or wean to a flowrate that is in accordance with the program’s algorithm 
· If a patient is being managed on less than 125 cc/min any wean below 125 cc/min will not count as a “wean” in final data analysis 
· Infants who were managed on a flowrate outside of our pre-set parameters will be grouped and analyzed separately 
· Emphasized the importance of standardization across all sites to ensure the accuracy and validity of the implementation findings at the end of the study
· Heather sent an email to all sites outlining how we will manage infants who are discharged on less than 125 cc/min 
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/Subcontracts 
· 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
· If you have not received funds for year 1, please make sure to invoice our grants office as soon as possible 
· Year 2 subcontract funds will be sent out to all sites in the upcoming weeks 
· NOTE: Unused funds from year 1 carry over to year 2 
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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
	3/7/2022
	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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