PP-13

{/ HABITS OF HIGHLY EFFECTIVE (VALIDATION ISSUE) MANAGERS

Early validation saves time later. Leverage validation as a first-pass QC to find The P21 Validation Report can be distributed to communicate issues. Since all
(and fix) 1ssues before formal QC activities. stakeholders may not be well-versed in CDISC, you should mark-up the
validation report for better consumption (figure 1).

Issue Summary
Dataset RuleID PublisherID Message Review Impact Type Found Comments Assigned Tags Explanation

FDABO0O3, Value for AEDECOD not found Coding is ongoing - will be coded before DBL (Amy,

. . . . . . ® AE SD0008 CGO0379 in MedDRA dictionary High E 454 9/23/2019 2:08 PM) Liz - Coder Data
Val for AEDECOD is i T bei db t- i
Get full Information about erred records. This can be quite time consuming but SAS T T R e e e R
AE SD0012 FDABO34 AESTDY is after AEENDY High Err 5 Clair - DM Data
M a C rO S C a n h e | p 1 s SD0013  FDABO34 AESTDTC is after AEENDTC High - 1 Clair - DM Data This check fired for 1 records in AE where AESTDTC

> AEENDTC. USUBIJID = XYZ-415, AESTDTC = '2011-
10' is after AESTDTC '2011-09-05', the dates cannot
be compared because AEENDTC is a partial date. A
complete date was not obtained prior to patient
being lost-to-follow.

Figure 1. A validation report with issue source, assignee, comments, and Reviewer's Guide explanation.

Categorize i1ssues to understand where problems come from. Delegate Issue catego-
ries to appropriate individuals. Most issues fall into one of the following categories:

Issues with raw data. These generally require action from Data Managers You should understand the risk of each issue and prioritize fixing Issues that
(I.e. a site query). have the highest Impact on regulatory review. To understand each Issue,
ssues related to mapping specs or programming. These are usually fixed engage and promote issue knowledge sharing®, and leverage P21 issue
by programmers. knowledge base with fix tips and review Impact.

Issues related to the define.xml or consistency between data and
define.xml. These typically require update to define.xml to correct.

ssues related to the way data was collected. These are not Explaining issues in the Reviewer’s Guide Is critical to a smooth review. You
usually fixed and are instead explained in the Reviewer’'s Guide. should explain issues in plain language and follow the guidance In “Best
Practice for Explaining Validation Results in the Study Data™. Implementing

nest practices can be a challenge, so use P21 Enterprise to manage

Track changes from one validation report to the next to determine when new issues standard explanations (figure 2).

are occurring and how guickly known issues are resolved. It's also Important to e o vour
track _Continuing issues are on both reports and possibly affect e e
different number of records. When the same issue is present in both reports, prior S fonggeeacsfifliiTsfup(;yy_tizseurgs
comments and explanations should be copied from one report to the next. T € o s e ko oo i 197 Wil b6 automaticaly

exported to the
Reviewer's Guide In
P21 Enterprise.
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