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Aim
* Identify “structured” frameworks
(tools/methods) to identify, and/or
assess, and/or select “fit-for-
purpose” RWD for regulatory

purposes with a special focus on
registries.

» Perform a comparative analysis
using the criteria of the identified
structured frameworks.

Methods

* Scoping review [2013-2023] through
PubMed, Web of Science and
Scopus.

» Combination of search terms: RW,
registries, fit-for-purpose or fit-for-use,
and regulatory.

« Definition of ‘fit-for-purpose’
whether data seems of sufficient
quality to generate relevant and
reliable evidence to inform regulatory
decision-making.

Results

+ 9 frameworks identified from 54 articles, none allowing RWD discoverability (potential detection).
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» Structured Preapproval and Postapproval Comparative study design (SPACE), Structured Process to
|dentify Fit-For-Purpose Data (SPIFD) 1 & 2, PICOTS (Populations, Interventions, Comparators,
Outcome(s), Timing and Setting), MATURITY, PICOTS - 3-step conceptual mode for oncology, RWD-
Cockpit, Registry Evaluation and Quality Standards Tool (REQueST), and Authentic Transparent
Relevant Accurate Track-Record (ATRaCTR).

Study design elements

/ Research question \
* Outcome(s)
+ Population
Inclusion/exclusion criteria
¢+ Comparator
Exposure
+  Setting(s)
Length of follow-up
« Control of confounding
« Samplesize

« Study design type
k Estimator(s) /

the nine identified frameworks

Data quality

K Data content \

Completeness
Coverage
Accuracy
+  Validity
Consistency
Plausibility
Periodicity
Conformance to a common

K data model j

Practical & legal aspects

K Data linkage \

* Transparency
Primary/secondary use of data
Data protection policies

* Governance
Privacy rules

*  Access (rights/methods)

+ Timelines (contract, data
access)

K Budget /

REQueST, SPACE/SPIFD/SPIFD2,
PICOTS (EHR, onco)

Figure 1. List of criteria captured across

ATRACTR, REQueST, Maturity,
PiCOTS (onco)

REQueST, SPIFD2, ATRACTR, RWD-
Cockpit

Conclusion

« Several frameworks for RWD assessment, choice of use should be based on the prioritised criteria.
« Strong need for a tool combining discoverability and assessment for ‘fit-for-purpose’ RWD (cf. More-

Europa Tool)
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