October 7, 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
	


[bookmark: _Hlk73685747]
Site Trainings 
· 12 out of 14 site trainings have been completed.
· Heather is leaving for PA school in November, the remaining training sessions need to be scheduled in October.
· Please let Heather know your availability.
IRB/Regulatory 
· We shifted to site specific approval letters. They are handled under the smart IRB and facilitate faster approval for individual sites. 
· To activate your site, we need: 1) your site-specific fact sheet and 2) p-site communication form.
· We are working towards IRB approval and contract negotiations for Wave 2 sites.
· As a reminder, all contracts will be retroactive to February 1st, 2021.
· We are completing an application for MOC credits. This is coming down the pike once we have more data points available.
RAD 97s Count
· The RAD 97 counts for each site are attached to page 4 of this document. 
· We will share this table with the investigator meeting minutes each month.
· Please let us know if you are currently working with any other home care companies carrying RAD 97s. This table was prepared based on Masimo’s data shared with us.
CITI Certificates
· Half of the sites have sent all their CITI certificates. Thank you!
· The remaining sites are still missing some team members CITI certificates. 
· We require both Human Subject Research (HSR) and Good Clinical Practice (GCP) certificates. CITI offers 3 different types of GCP courses; any of these 3 will satisfy the criteria.
· Please reference the Site Start-Up progress table attached to page 5 of this document to verify if your site has sent all team members CITI certificates. 
· Please email Maria Matoshi if you have any questions regarding your CITI certification.
Enrollment
· Here at UMass we noticed that fewer infants are being sent home on HOT than what was originally projected in trial development (annual estimates were provided by each site)
· Dr. Julie Ryu shared that they are having fewer extremely premature infants this year and a significant number of infants have congenital anomalies that exclude them from participating in the RHO. She also mentioned that she believes COVID had a significant impact on these statistics.
· Dr. Amit Agarwal confirmed that they also haven’t enrolled patients due to exclusion criteria. Clarification on exclusion criteria for cardiac anomalies and surgery was requested. 
· Dr. Markus Tauscher mentioned that they are sending more infants home on tracheostomies which makes them ineligible for the program. He shared that once his site is fully approved, they should have 2-3 infants going home on low flow nasal canula in the next month or so. 
REDCap
· Please complete your REDCap user request form if you haven’t done so.
· The detailed instructions on how to request an account are available on our website REDCap  REDCap Instructions PDF.
· Please start screening all potentially eligible infants going home on any form of supplemental oxygen. The information provided in this form is important for the accuracy of the consort diagram and monthly reports. 
Baseline Data
· Please send us your baseline data once your site has received IRB approval if you would like it to be included in your monthly reports.
· Monthly reports will start 3 months after your first patient is enrolled into the program.
Implementation related problems
· Please notify us of the RHO patient’s discharge prior to them going home on HOT. 
· In your email please include:
· The patient ID
· The oximeter’s serial number
· Anticipated date of discharge
· And whether the patient’s family opted into their data being collected
· The discharge email template is available in this month’s investigator meeting slides and on our website.
Parent Advisory Board (PAB)
· Bi-annual PAB meeting was held on 9/27/2021.
· Meeting agenda items and outcomes:
· Informational Brochure: we are currently working with PAB members on an Informational Brochure that includes valuable statistics, averages, and information on frequently asked questions to help explain more about the program to families and manage expectations of the duration of HOT.
· Invitation to Virtual Music classes: 
· Here at UMass we host a monthly music class for families discharged home from the NICU. These classes are meant to facilitate discussion between parents and provide an opportunity for parents to share their experiences and lessons learned. 
· Our PAB members suggested that families across sites be invited to a virtual music class. This recommendation was made based off their experiences with the music class and finding it helpful and beneficial to interact with other families with similar experiences. Heather will be reaching out to sites individually to assess interest.  
· Parent website to be created as many families look for information on the internet. 
· We kindly ask our sites to start looking for families who may want to join our PAB. Our goal is to have at least one family from each site participate.
Next Investigator Meeting will be on November 4nd 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
	ᴏ
	ᴏ
	ᴏ
	ᴏ
	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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