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* Randomized control trials (RCT) are the gOId standard for * Caregivers of children being seen In clinic visits or in the pre- Table 1. Participant baseline characteristics. Figure 2. Participant self-reported motivation and confidence.
clinical evidence to generate new knowledge and inform operative area prior to surgery were asked to complete a short Demographics _ ”
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RCTs of surgical methods may be limited by caregiver their children would be randomized to either AT or DISE-directed ge (years) = 6
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motivation, and barriers of caregivers enrolling in RCTs Figure 1. Information page provided to participant parents explaining the hypothetical RCT. Response Disagree Agree
for pediatric ENT SurgerieS. : : — : Subjective Measures _ ® | would be motivated to participate in this randomized trial.
We are planning a future study to compare two types of surgery and determine which is better in _
treating sleep apnea in children like yours. In this future study, the child would be randomly assigned by OSA-18 66.8 + 18.4 % I'am confident that we could complete the 6-month follow up sleep study.
o o chance (like a flip of a coin) to one of the two surgery types. As part of this future study, the child would Figure 3. Participant self-reported barriers to completion
O bj ECtlve be asked to complete an overnight sleep study before and after surgery so we could see how much their POlySOm nograp hy* _ . ] . )
sleep apnea improved. What challenges do you think might prevent your family from
 To better understand family and caregivers’ willingness, | Total AHI 8.9 + 6.2 completing a study like this?
) : . .. : ) . : Future Study Overview Ear, Nose, Throat , ,
motivation and barriers to participation in pediatric ENT oAH| 774+58 Taking Time off Work
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Sleep Study
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 Participants were recruited from a tertiary care pediatric * Removal of Tonsils (T) * Plan based on endoscopy ravel time

and Adenoids (A) findings during surgery
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exam and guidelines (nose, palate, tongue, etc)
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otolaryngology clinic at Oregon Health and Science

University between November 2021 and June 2022 Would you be willing to participatein a study

comparing outcomes of removal of tonsils 0 10 20 30 40
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Inclusion criteria: f,zﬁ:;li"te" fisks and . Th;’f,?efﬁ;v better chance of 2”? ageni?Itise\izshgincdeog;:(s)p?/ ilrre\(/:vt:g Percent of Participants
+ Age 2-18 years with suspected OSA desiring surgical " Disadvantages: after surgery  Success in a single procedure Hrgery, drgery was

May need further Disadvantages: determined by chance (e.g. flipping a coin)? .
treatment treatment if surgery is Procedure variable, possibly CO NC I usions
o Tal I unsuccessful + tougher recovery
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* A majority of caregivers surveyed were wiling and
motivated to participate in an RCT comparing AT versus
DISE-directed surgery for treatment of pediatric OSA.

syndrome.

The Endoscopy-Directed Surgery uses a small camera (endoscope) to look in your child's throat during
- - - . sedated sleep. Then your surgeon decides which areas to operate on based on what is causing
Exclusion criteria: S . |
obstruction. This endoscopy evaluation and the subsequent surgery would be done at the same time
* Neuromuscular disorder under the same anesthetic.

Craniofacial anomaly not associated with Down syndrome
Genetic abnormality,

Subglottic or tracheal stenosis

Tracheostomy dependence.

« Understanding motivating and limiting factors to enroliment
may help with RCT recruitment and retention.

* These results will help inform future study design to
Increase participation in pediatric ENT RCTs.

Contact References
o a_c *  Amin MD, Bundogji NK, Zamora SM, Magit AE. A survey of adult preferences regarding recruitment for pediatricresearch. International Journal of Pediatric Otorhinolaryngology. 2020/08// 2020;135:110108. doi:10.1016/j.ijporl.2020.110108
Maya Herzig MD MCR « Karlson CW, Rapoff MA. Attrition in Randomized Controlled Trials for Pediatric Chronic Conditions. Journal of Pediatric Psychology. 2009;34(7):782-793. doi:10.1093/jpepsy/jsn122

University of New Mexico * St-Louis E, Oosenbrug M, Landry T, Baird R. Enrollmentand reporting practices in pediatric general surgical randomized clinical trials: A systematicreview and observational analysis. Journal of Pediatric Surgery. 2018;53(5):879-884. doi:10.1016/j.jpedsurg.2018.02.009

Email: mayaherzigmd @gmail.com * Parker K, Cottrell E, Stork L, LindemulderS. Parental decision making regarding consent to randomization on Children's Oncology Group AALL0932. Pediatric Blood & Cancer. 2021;68(4)d0i:10.1002/pbc.28907



	Slide 1

