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RHO Implementation Monthly Investigator Call Minutes
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	Heather White, Project Coordinator
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	Katie Edeburn, Research Coordinator
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	Nationwide Children’s Hospital
	

	Tyler Allcroft, Research Coordinator
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	Dartmouth-Hitchcock Medical Center
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	University of Maryland
	
	Vanderbilt
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Enrollment 
· A total of 323 babies have been followed to date, 181 have weaned with an average HOT duration of 76 days ± 60 days.
· Enrollment estimates predicted about 66 infants being enrolled per month, enrollment for the past month was 4.
· December was our lowest enrolling month in over a year. Heather asked if any sites noticed anything particularly different about this last month, but no sites seemed to note anything out of the ordinary and assumed it just a random lull. 

Adapting for Older CGA Children
· Over the last month we have seen a significant increase in the number of deviation reports marked “family felt uncomfortable changing flow rates.” Heather wondered if sites had any insight into this trend. 
· Julie Ryu said that she noted this trend especially in older children and that in many cases the families said they were seeing saturations within normal ranges whenever they looked and so were getting frustrated when asked to increase. She also pointed out that in many cases, as these kids were older, the families had already been using the oximeter for months and were familiar with it. She also pointed out that data quality for older babies is typically poorer given that they move more and that they are too big for the probes to go on their foot and too small for their toes. 
· Larry asked what he thought the best option for this patient population would be. Either using the same algorithm and accepting that there would be deviations, using an algorithm with lowered standards, or accepting that this subpopulation would likely need a different method of monitoring. 
· Amit said that he believed that the data was still useful and of merit, especially nocturnal data when they are not moving as much. He notes it is also helpful as an indication that a baby may have developed OSA or something similar. 
· Erik agrees that it seems to be an artifact issue, but wanted clarification as he thought it was already in the protocol to only collect nocturnal oxygen after a certain CGA (it is). He was also curious to know which was sleep related issues vs just lower baseline stats.
· Heather reminded the group that since November of 2022, we have updated our algorithm to automatically remove data tagged by the RAD97s as “low quality” although this ability to remove poor data is only as good as the monitors ability to detect it. 
· Tyler says that having looked at the low-quality data extensively, he does not think that if anything the oximeters overestimate not underestimate the amount of poor-quality signal and that also their guidelines follow the ATS recommendations.
· Julie Fierro and Julie Ryu say they would use lower parameters to wean older kids, especially as increases notwithstanding, there also seem to be a subset of older children who remain at whatever their oxygen flow rate is for months on end, improving with the 90% SpO2 and 93% SpO2, but never reaching the required 96% SpO2 required for a wean. 
· Heather says that it may be prudent to investigate this and see if there are any new criteria that could be used for children past a certain CGA that might be more indicative of being ready to wean. 
· Amit says he finds this would be helpful and wonders if we could analyze to see if we are seeing differences based on skin pigmentation, although he acknowledges that this would be difficult given that we only collect maternal race which is not absolutely correlated with the infant’s skin pigmentation, although he thinks it would be good enough to draw basic conclusions. 

Continuing Review
· The RHO Continuing Review was approved. 
· An email with details of the approval was sent to site PIs on January 2nd, 2024.
· Please submit the required documents to your local IRB ASAP.
· Any questions, concerns, or issues should be directed to Heather (Heather.White@umassmed.edu).
New Variables
· As part of the continuing review, RHO got approval to start collecting a few new variables that we feel will help us better understand our data. 
· These variables relate to: COI, grown/nutrition, and pulmonary medication. 
· These new variables will not be mandatory to include. 
· REDCap forms and more details will be coming soon.
Upcoming Surveys
· Pending IRB approval, a survey about the cost of RHO will be sent out soon to those involved in the budgeting of each site. 
· Focus groups open to anyone participating in RHO will also be launching soon. 
· We hope the data here help us determine the best model to continue with RHO after the conclusion of this trial. 
Miscellaneous Reminders
· Please complete Data Queries ASAP if not already done.
· All sites should be sending out pre/post family assessment surveys to families involved in RHO. If you are unsure about how this project stands at your site, please reach out to Katie and Heather. 
· All control subjects should have screening and demographics forms filled out in REDCap so we are aware of their existence while we wait for them to wean. 
· When the recommendation is to maintain, patients can be contacted through the EMR instead of phone calls at the discretion of your site.
· If you have any difficulties with REDCap or general questions, please reach out to Katie (Katherine.Edeburn@umassmed.edu) 
· Heather has returned full-time to PA School. If your question requires prompt attention, please email Katie or the RHO Program central email (RHOprogram@umassmed.edu) 

Next Investigator Meeting will be on February 1st at 4pm EST 
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