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--Priority Components for CDISC RWD Connect
-- Tools or Support Needed




------- CDISC RWD Connect InitiativefE/RIEFELE R

>Objectlve The aim of this study is to understand the barriers to implementing CDISC
§ K standards for RWD and to identify the tools and guidance that may be needed to implement

CDISC standards more easily for this purpose.

Figure 1. Rounds and participants of the modified qualitative Delphi process.
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Benefits and Opportunities From Standardization of RWD

« The ability to share data and improve the data quality. A CDM with no
additional mapping was important.

« Enable standard data collection, machine readability, automated data
extraction from EHRs, data pooling, an increase in statistical power and
scalability , reproducibility, and allow long-term follow-up of a clinical trial

« Save time and effort, enhancing productivity, and speeding the publication
of results.

* Reduce the cost of archiving and long-term storage of data, allow for ethics
and privacy protection to be more strictly addressed, and contribute to the
learning health care system.

Rhonda Facile, Erin Elizabeth Muhlbradt, Mengchun Gong,etal. Use of Clinical Data Interchange Standards
T Consortium (CDISC) Standards for Real-world Data: Expert Perspectives From a Qualitative Delphi Survey.JMIR
CAISC  medical informatios 2022 Jan 27:10(1):230363 doi:10.2196/30363.



-------- CDISC RWD Connect InitiativefE/RIEIFE LR

Priority Components for CDISC RWD Connect

EHRs Why?
... i * EHRs are one of the most available and largest data sources;
+--“+ « EHRs are already in electronic format;
. + EHRs contain important and essential information directly relevant to the
. patients’ health status;
“wi + ldentify how EHRs could be improved to support better RWE;
.70« EHRs will be the hardest to implement but the most important source of
gt data for the generation of RWE.
EHRs-HL7 FHIR How?
« By harmonizing CDASH data elements with FHIR;
« Update FHIR resources, or develop new FHIR resources needed for research;
» Create a canonical representation of FHIR in CDISC ODM as the electronic
data capture vendors will likely be using ODM to ingest and share data from

EHRs.
cdisc



+--+ CDISC RWD Connect Initiativef@/RIFFE LR
Tools or Support Needed?
« providing data collection templates(containing preannotated fields), CDMs,

standard user guides, and dictionaries.
77t « expanded to include those elements commonly collected and analyzed in
A observational studies.

» educational and training opportunities for CDISC standards

-+« Robust software tooling :a)open-source, easy to use, flexible, and web-based,

containing CRFs and ODM files with built-in CDASH and SDTM coding. b)be

able to interact with the existing standards, such as HL7 FHIR. c)mapping
across data elements and dictionaries to marry in-house standards with
CDISC-standard variables and terminology. d)terminology and metadata
validation tools based on open-source Export, Transform, and Load (ETL)
tooling may help with quality control issues. e)supported by regulatory
agencies.

cdisc
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+--+ CDISC RWD Connect Initiativef@/RIFFE LR
Tools or Support Needed?
« providing data collection templates(containing preannotated fields), CDMs,

standard user guides, and dictionaries.
77t « expanded to include those elements commonly collected and analyzed in
A observational studies.

» educational and training opportunities for CDISC standards

-+« Robust software tooling :a)open-source, easy to use, flexible, and web-based,

containing CRFs and ODM files with built-in CDASH and SDTM coding. b)be

able to interact with the existing standards, such as HL7 FHIR. c)mapping
across data elements and dictionaries to marry in-house standards with
CDISC-standard variables and terminology. d)terminology and metadata
validation tools based on open-source Export, Transform, and Load (ETL)
tooling may help with quality control issues. e)supported by regulatory
agencies.

cdisc
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Therapeutic Area User Guide for

Traditional Chinese Medicine for
Coro Artery Discase - Angi
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neept Map, TCM Tongue Manifestation
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