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The Network University Medicine Clinical and Epidemiology Platform (NUKLEUS) has been
founded 2022 as a long-term research infrastructure. It aims at supporting researchers to
efficiently plan and conduct clinical-epidemiological studies and enable broad reuse of the study
data. NUKLEUS combines the methodological core units of the National Pandemic Cohort
Network (NAPKON [1]) and the study infrastructure adopted from the German Center for
Cardiovascular Research [2], funded within the Network University Medicine (NUM [2]).
Currently, NUKLEUS consists of four dedicated data management systems: The clinical data
capture system secuTrial® for eCRFs, the laboratory information system CentraXX®for
biospecimen metadata and Trialconnect®for DICOM data are connected by the trusted third
party managing identifying data, digital consents and system-specific pseudonyms with the open
source tools glCS®, E-PIX®and gPAS®. Performance and data quality reports are automatically
generated on aggregated data and delivered to lead investigators and participating sites. Fast
implementation of a study is supported by coordination of harmonized study and proband
documents for ethics approval, transparent cost calculations for using NUKLEUS, and provision
of an up-and-running research data infrastructure. Epidemiological consultancy is offered
throughout the full study lifetime — from the planning phase to the statistical analysis. The
Interaction Core Unit (ICU) coordinates internal and external communication and implements
and optimizes the required processes. The Biosample Core Unit (BCU) ensures high-quality
biospecimen collection including site audits. The Epidemiology Core Unit is responsible for
quality assurance. NUKLEUS is specifically designed to implement and support FAIR data
stewardship[5]. Data usage requests are managed through the Proskive application management
system, Use and Access committees are organized by the ICU and data provision is carried out
by the transfer office — for biospecimen the BCU. Again methodological consultancy is offered
for the data request application. To date, more than 100 usage applications have been approved,
of which so far 55 received data. About 32.000 reviewed visits from more than 6.500 NAPKON
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participants are ready for reuse. From a total of 83.300 primary biospecimen, 12 sample usage
applications received a total of 36.600 sample aliquots.
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