November 4, 2021
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
	

	Maria Matoshi, 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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RHO Program Timeline
· Now that every site has completed their trainings and only a few sites are finalizing their contracts we are combining Wave 1 and Wave 2 timelines in our presentations moving forward.
· UMass IRB transferred to a new system. Hopefully, the remaining IRB approvals will be finalized the week of November 15th.
· Pre-determined goal to reach 33% of all eligible infants by February 2022
CITI Certificates
· There are still some sites that haven’t sent all their staffs CITI certificates. Maria sent each site an individualized email with more details. 
· Please reach out to her if you have any questions about CITI certification completion. 
Enrollment
· At UMass we have seen changes in baseline rates in VLBW requiring HOT. Have estimates initially provided from each site changed? What are the potential causes?
· San Diego, Dr. Julie Ryu shared that delays in IRB and home cares having the proper equipment have delayed participation. She also noticed that babies are being born later which decreased the requirement of supplemental O2 at discharge. Additionally, they have a lot of infants with congenital anomalies that don’t qualify for the program.
· Boston Children’s Hospital, Dr. Catherine Sheils mentioned that original estimates included one of their referring NICUs, however, they are not yet participating in the RHO program
· New York, Dr. Sankaran Krishnan shared that due to the pandemic parents are willing to stay in the NICU longer and wean off O2 while inpatient. He is hoping to send a baby home next week.
· CHOP, Dr. Julie Fierro shared that their homecare company of choice experienced shortage of funds due to the Trilogy recall and could not purchase RAD 97s this fiscal year. 
· Arkansas Children’s, Dr. Amit Agarwal mentioned that they had around 4 patients who didn’t get included due to delays in their IRB approval. He asked if those infants can be enrolled at their first pulmonary visit within 1 month of their NICU discharge.
· Once IRB is approved, the effort can be made to enroll them into the program by switching out their device.
· When RAD 97s are available patients should be discharged home on the device and consent can come later as they will still be followed by the RHO program as SOC. 
· Similar issues have happened at other sites where infants were discharged with the wrong equipment which triggered delays in data transmission.
Referring NICUs
· Suggestion from RHO leadership is to start with one referring NICU to ease into the program and later onboard other hospitals.
· Some sites have already started conversations with referring NICUs and onboarding to the program.
· Reach out to Heather if education and training is necessary.
Screening and eligibility 
· Please make sure that at least one member of your site’s RHO Implementation team has access to the REDCap so that you can start screening infants going home on respiratory support.
· Without accurate screening potential reach of implementation cannot be determined.
· Question about missing referrals from referring NICUs
· VON pull at the beginning and end of the trial will capture any missed infants discharged home on O2.
Baseline Data 
· Please send us your baseline data once your site has been IRB approved.
· The instructions on how to obtain baseline data are available on our website.
· Please reach out to Maria with any questions on baseline data collection and abstraction
Implementation Related Problems
· Heather is working on a site-specific RAD 97 troubleshooting guides (multiple versions for different stakeholders)
Parent Advisory Board Participation
· We would like to have at least one family from each site join our PAB, if you know of potential families that maybe willing to participate please reach out to Heather. 
· Our PAB meets every 6-months, our next meeting will take place in February. 
Next Investigator Meeting will be on December 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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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
	Site Implementation Date
	First Enrollment Date
	Download Schedule

	Wave 1
	102
	Boston Children's Hospital
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	6/1/2021
	7/8/2021
	M/T

	
	106
	Dartmouth-Hitchcock 
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	6/1/2021
	
	T/F

	
	107
	Maria Fareri Children's
	ᴏ
	N/A
	ᴏ
	ᴏ
	N/A
	ᴏ
	ᴏ
	6/1/2021
	
	M/T

	
	108
	Massachusetts General Hospital
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	6/1/2021
	7/8/2021
	M/T

	
	113
	University of Maryland
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	6/1/2021
	9/9/2021
	M/T

	
	114
	Vanderbilt
	ᴏ
	N/A
	ᴏ
	ᴏ
	N/A
	ᴏ
	ᴏ
	6/1/2021
	
	T/F

	Wave 2
	101
	Arkansas Children's Hospital
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	8/1/2021
	
	TBD

	
	103
	Children's Hospital of Phil. 
	ᴏ
	N/A
	ᴏ
	ᴏ
	N/A
	ᴏ
	ᴏ
	8/1/2021
	
	TBD

	
	104
	Cincinnati Children's Hospital
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	8/1/2021
	
	TBD

	
	105
	National Jewish Health
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	8/1/2021
	
	TBD

	
	109
	Nationwide Children's Hospital
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	8/1/2021
	
	TBD

	
	110
	Peyton Manning Children's Hospital 
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	8/1/2021
	
	TBD

	
	111
	U. of California, San Diego
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	8/1/2021
	
	TBD

	
	112
	U. of Kentucky Children's Hospital
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	8/1/2021
	
	TBD
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AbleCare

2-3

AeroCare/ 

Adapt

15 15 15

AeroTech

2

America's 

Healthcare

2-3

Ascent 

Respiratory 

Care

10

Bioscrip

10-15 10-15 10-15 10-15

Breathe Easy 

Home Care

5

Brotherston 

HomeCare

5

CAIR medical

2-3

CCHMC

10

Children's 

Home Medical

2-3

Community 

Surgical Supply

40-60 40-60 40-60 40-60 40-60 40-60 40-60

Cooley Medical 

2-3

John Hopkin's 

Health Care

2-3

Keene Medical

5-10 5-10

LinCare

5 5

Medirents

10

Nation's 

Healthcare

10

Pharmaquip

count not 

provided

Promptcare

10

Renaissance 

Medical

2-3

RSVP

4

RT Medical

2-3
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