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Validation Rule
Guidelines

* Reviewed historical practices of existing
projects, including OpenCDISC, CAB, and HL7

e Outlined a set of basic guidelines for for
numbering, messages and descriptions,
categories, severity




* Designed a Change Management Process for
publicly available validation rules

 Wrote a Charter for Change Control Board
(CCB) that will deliberate, vet, and manage
change requests provided by the stakeholder
community

* Currently under evaluation at FDA



Reconcile CAB/VP and
ok OpenCDISC Rule

 Compared CAB/VP results with v1.3 SDTM
rules from OpenCDISC

e |dentified 45 rules to be reconciled

 Resulted in 9 change requests to update
existing rules and 14 requests for new rules




. Assess and Improve Existing |/
Validation Rules =~ =~

. E\;éluated top 20 validation rule failures at
CBER, based on data from 30 submissions

e Determined the cause and coordinated with
CDISC, OpenCDISC and FDA on a proposed

solution
* |dentified primary cause for rule failure as:
— Unclear or conflicting underlying standards
— Incorrectly implemented rule
— Lack of understanding
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.
e Continue the effort of improving SDTM
validation rules

* Ensuring that all rules are both clear and
effective for use by industry and by FDA

 Determine new rules that will add value and
manage rules that need clarification

e Coordinating with CDISC, OpenCDISC and FDA
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