Confirming MDR Metadata Requirements for
Operational Implementation

Andy Richardson
Scott Bahlavooni

-
Peter House, “\\ ,
Oxford Street, \\“

Manchester,
M1 5AN
United Kingdom

d-Wise

PhUSE SDE May-16 - Cambridge [1]




Confirming Metadata Requirements

* Introduction & Background
 Metadata Repositories: Opportunities & Challenges
* An Approach to Developing MDR Metadata Requirements

* Identifying MDR Entities and Artefacts

* |dentifying MDR Relationships

e (Categorising Metadata Elements

* Developing Content & Testing Metadata Specifications
* |dentifying Required MDR Functionality

* Operational Metadata Requirements within the MDR Project

e Summary & Concluding Remarks

d-Wise

PhUSE SDE May-16 - Cambridge [2]




Confirming Metadata Requirements: Introduction

e CDISC standards are now well established and required by
regulatory agencies as the submission data format

* CDISC standards support all steps in the study lifecycle data
flow — for both clinical and non-clinical studies

* The range of standards and supporting implementation
guides, therapeutic area user guides, technical descriptions,
controlled terminology details continues to grow significantly

* The primary objective of the CDISC standards as they currently exist is to describe
clinical data products and associated artefacts

* Industry objectives are to exploit the standards (a) to comply with regulatory
requirements, and (b) to support efficient end-2-end clinical operations

* Standards governance and careful integration into clinical operations is required
to maximize benefit of adopting clinical data standards
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Confirming Metadata Requirements: Opportunities & Challenges

 Metadata Repository (MDR)

e Opportunities - Solutions

* Single location (1-stop-shop) to hold, manage, and distribute all CDISC and
related standards

* Enable the multi-dimensionality of the standards to be managed efficiently

* Improve standards governance process efficiency
» Offer new approaches to support of clinical data management and analysis
e.g. automatic development of study data specifications, data traceability

etc.

* Supports metadata-driven artefact creation
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Confirming Metadata Requirements: Opportunities & Challenges

 Metadata Repository (MDR)

e Challenges

» Standards are still evolving — proliferation of new standards address content
gaps and content inconsistencies

* Inter-standard and intra-standard relationships are complex and
inconsistent

 Companies often do NOT understand their own standards adoption and
implementation landscape

« MDRs must support both the management of the standards and their use in
support of daily operational tasks

e Current iterations of MDR solutions are immature

 Companies have unrealistic expectations for MDRs — MDRs are not and will
never be the silver bullet
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Confirming Metadata Requirements: Developing MDR Requirements
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Confirming Metadata Requirements: Developing MDR Requirements

Developing MDR Metadata Requirements for Operational Implementation

* Key Requirements for an MDR are to....
e Support the management of the CDISC and associated standards
* Support use of the standards within clinical data operations

* Both are required for successful implementation...

e Standards Management — relatively easy to specify requirements
e Library, Governance...

* Operational Integration — depends...
* What do you want an MDR to operationally support?
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Confirming Metadata Requirements: Developing MDR Requirements

Identifying Required MDR Entities and Artefacts
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Confirming Metadata Requirements: Developing MDR Requirements

Identifying Required MDR Relationships
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Con

firming Metadata Requirements: Developing MDR Requirements
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Confirming Metadata Requirements: Developing MDR Requirements

MDR Scope: What's In, What's Out
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Confirming Metadata Requirements: Developing MDR Requirements

Categorising Metadata Elements: Artefact Metadata Categories
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Confirming Metadata Requirements: Developing MDR Requirements

Categorising Metadata Elements: Artefact Metadata Categories
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Confirming Metadata Requirements: Developing MDR Requirements

Categorising Metadata Elements: Artefact Metadata Categories
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Confirming Metadata Requirements: Developing MDR Requirements

Categorising Metadata Elements: Artefact Metadata Categories
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Confirming Metadata Requirements: Developing MDR Requirements

Categorising Metadata Elements: Relationship Metadata Categories
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Confirming Metadata Requirements: Developing MDR Requirements

Categorising Metadata Elements: Relationship Metadata Categories
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Confirming Metadata Requirements: Developing MDR Requirements

Developing Content & Testing Metadata Elements
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Confirming Metadata Requirements: Developing MDR Requirements

Identifying Required MDR Functionality

* Understand the metadata requirements for standards management and day-to-day
operationalization

* Identify the user roles and systems that interface with the MDR

* Recognize standards development, maintenance, and governance processes the
MDR must support

e Recognize the operational processes the MDR must support
* Document functional requirements agnostic to the toolsets being evaluated

* Determine the user experience needs for each functional requirement (i.e. function
over form or function and form)
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Confirming Metadata Requirements: MDR Requirements within the MDR Project

Operational Metadata Requirements within the MDR Project

* Approach enables an MDR-solution independent specification of the required
metadata to both manage (govern) and use the CDISC and associated clinical data

standards to be developed.

* The method unambiguously identities all objects (entities/artefacts/relationships)
being used over the study life cycle — both those to be managed by an MDR and
those that will not.

* The approach is extensible — future requirements can be added or subtracted from
the metadata definitions.

* The component parts (entities/artefacts/relationships) are easily developed, with
confidence that they will fit into the complete set.
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Confirming Metadata Requirements: MDR Requirements within the MDR Project

Operational Metadata Requirements within the MDR Project

* The resulting specifications can be used for

* MDR Solution evaluation

* Validation and test case development

* Development of solution configurations

 Development & testing of operational metadata principles
e Creation of MDR content for implementation loading

* Developing MDR report, export, APl and load specifications

« When combined with functionality specifications (user stories, user requirements)
completes a full description of the content and functionality for an operational MDR
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Confirming Metadata Requirements: Summary

Understand your standards adoption and implementation landscape
before evaluating and implementing technical solutions

 Why are we investing in data standards?

 What standards must be supported?

* What operational activities must be supported?

* Presented an overview of a systematic method for developing MDR
metadata specifications

* Ensure metadata definitions support standards development, maintenance,
and governance processes and operational business processes

* Ensure MDR functional requirements are aligned with metadata definitions
and processes
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Confirming Metadata Requirements: Summary

* Thank you for your attention...

e For more information Andy Richardson

Peter House

Oxford St.
Manchester
M1 5AN, UK
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