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Real-World Data (RWD) Is Increasingly used in regulatory
submissions within the healthcare and pharmaceutical
Industries. The large variety In disparate data sources
mMakes it complex to efficiently leverage the data, assess
relevance, and show reliability and traceability. This poster
shows how we enable data lineage from real-world data
source to submission ready datasets.

Large variation in information systems.

No Standard Common Data Model used.

B Data needs to be standardized either at
source (FHIR mapping) or at the data Vendor
site (OMOP-like mapping)

Entry options and ease of use have an effect on:
m What data is collected, and
m the level of structure in the source data

Al and Analysis Options may be used.:
® to define level of consistency between systems, and

® for leveraging unstructured information.

Computable mapping sheet:

-Location
-Selection
-Transformation

-Target
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Disparate Data SOU[GBS

Electronic Health Records:
-Sources from GP, Hospital,
Specialists
-Geographic differences
-Information system
variation
-Treatment protocol
variation

Claims:
-More structured
-Less depth

Registries:

: -More depth
Patient Generated Health Data: -Focus on 1topic

-Social .Media . -Trial elements
-Commercial Devices

-Unstructured and without protocol
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Alignment to GDISG 3601

e A multi-year initiative with the aim to transform
the way we develop and use standards within clinical

research connected and interoperable information

m enabling automation,

m enhancing data integrity,

m accelerating innovation.
e Use Cases

mlLZZT m CDISC Digital Data Flow

m Breast Cancer m RWD Lineage Project

m Parkinson (aligning to LZZT) m 360i Project

See CDISC 360i webpage for resources and recordings: https://www.cdisc.org/cdisc-360i

e Standardization is needed for interoperablility and efficiency
INn the use of real-world data sources.

e Mapping Is needed for standardization where automation
enables the mapping efficiency.

e Visualizations will enable easy overview of the lineage from
source to submission ready datasets.
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Custom transformation text:

- ence Custom transformation code:
> |OMOP): Dataset

Custom transformation recode specifications:
notes

Output

transformation variables
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