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Abstract: The patient data is collected at registries for getting a real- world view of patient
reported outcomes, and to know about the diseases more. Establishment of interoperability
of registry data with acceptable submission standards like CDISC is essential in order to
accelerate the development of therapies and is a critical milestone in case of rare diseases.

This is a pilot project for establishment of such interoperability of patient registry data with
CDISC standards. This poster presentation provides an overview of an outcome of this pilot
project. The poster provides overview of the current data collection practices of patient
registry data collected through Sanford CoRDS patient data registry provides methodical
steps executed to convert such data into CDISC requirements and provides further
assessments and recommendations pertaining to modification of patient registry data
collection instrument.

Leigh Syndrome (LS) is a rare genetic neurometabolic disorder resulting into resulting into
degeneration of central nervous system and death. LS can be caused by a number of
mutations in mitochondrial or nuclear DNA. Patient registries are particularly important in
rare diseases, where patient numbers are small, and funding is limited.
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Establishment of interoperability can help academia, researchers and industry:
- To understand the data for its use for clinical research
- To analyze and report the data in commonly accepted standards and models.
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Approach in Establishing Interoperability of the Data

Step-1: Assessment of
NIH data elements

Step-2: Review and
assessment of collected
data

Step-3: Alignment of data
elements with CDASH
Domains

Step-4: Variable alignment
with CDASH domain variables

Step-5: Terminology
alignment

Step-6 : Data transformation
and compliance assessment
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