Frankfurt Exercise and Nutritional Therapy UNIVERSITATS
MEDIZIN FRANKFURT

Registry in Pediatric Oncology: Study Protocol

M. Dieckelmann', A. Tomaskovic', V. Blumer?, S. Krattenmacher’

' Department of Pediatrics, University Medicine Frankfurt, Frankfurt am Main, Germany

BACKGROUND OBIJECTIVE

* Real-world data essential to understand treatment delivery in routine care, identify to establish a local, quality registry to systematically collect routine data on therapy
care gaps, and evaluate outcomes beyond controlled clinical trials [1] delivery and outcomes related to physical and nutritional status in children, adolescents,

* Currently, no national or international registry systematically captures exercise and and young adults with cancer.
nutrition therapy data in pediatric oncology care [2, 3]
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 Monocentric observational registry at the Department of Pediatrics, University Hospital Frankfurt

* Inclusion of infants, children, adolescents, and young adults with a diagnosis of childhood cancer receiving exercise
and/or nutrition therapy at the Frankfurt site as per standard operating procedure
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FIG. 2: OVERVIEW OF DATA STRUCTURE WITH EXEMPLARY DATA
ELEMENTS, AND RESPECTIVE SOURCES (AUTHOR’S OWN ILLUSTRATION,
CREATED WITH GENSPARK)
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prospective data collection with a yearly feasability evaluation for the first three years

FIG. 1: PROTOCOL OF DATA COLLECTION (AUTHOR’S OWN ILLUSTRATION, CREATED WITH GENSPARK)

OPPORTUNITIES CHALLENGES NEXT STEPS

* Improve transparency of care trajectories and quality * Align with clinical workflows and routine therapy e Set up register software OSSE (Open Source Registry
of supportive care specific to tumor types, age groups, documentation System for Rare Diseases)
and treatment intensities based on real world evidence . : : - . :
* Multicenter registry/ Likage: Interoperability, data e Test feasibility with dummy data
* Estimate prevalence of malnutrition and physical standardisation, minimal data set

e Minimise data

deconditionin : : .
& * No patients were involved in the protocol . . L. :
* Submit ethics application and register protocol

* Explore risk and protective factors for malnutrition development
and physical inactivit , ,  Refine data management plan
Py Y * Funding and long-term operation 8 P
* Explore interplay between nutritional and exercise , , * Manage change and de-implement current
P , P y. * |T: data interface with HIS 5 , 5 .p
therapy intervention documentation processes in place
o , , ,  Ensure data quality, check continuously for N . , ,
* Evaluate guideline adherence and identify quality ausibilit * Evaluate feasibility metrics (i.e. documentation time,
indicators for supportive care P Y participation rates, and data completeness)
, , _  Consider and report large RCTs in the field .. , o
* Share data with patients and enable multicenter  Optimize registry structure, data standardization,
collaboration * Achieving high patient participation and manage data collection processes and technical
consent carefully interoperability
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