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Introduction

Evaluating whether mapped data conforms to the

applicable CDISC (SEND, SDTM or ADaM) _ _ Slieis N

standard is best done multiple times over the LR Conformance e —— Create SDRG

course of a study. This poster describes a VBA Report Report
macro that facilitates the management of CDISC
Issues over the life-cycle of a study with support
from a curated list of standardized explanations

for the Issue report.

Review Conformance
_ _ _ Updates Process Updates Report with
Pictorial Process Overview il beiiss
This process starts with the trimmed xpt files and
running the CDISC review software. Once the report Figure 1. Diagram of CDISC Conformance Review Lifecycle

IS generated the VBA macro can be used. The role of

the VBA macro Is contained within the yellow boxed portion in Figure 1. The macro facilitates migration of comments from an existing report to the newly generated report. Once the
comments are migrated, the remaining undocumented issues are documented with a curated list of standard explanations. The tool also flags changes in the number of issues found.
At this point, the report can be used to facilitate resolution of resolvable issues by the study team. After updates are completed and reviewed, the xpt files are recreated and the
process starts again.

Common Finding Domain(s) Ed standardized SDRG comment [if Notes Cu rated L | St Of Stan d ard EX I an atl ons
Duplicate records DM, SUPPDM, TA, N/A Duplication should not exist in DM, SUPPDM, or the trial p
. TE, T1, TS, TV . design domains . . A subset of the standardized explanations is on the left. The
Duplicate records ALL - DM, These are not duplicates. Confirm not a spec or programming error. Verify another ) _ ) _
SUPPDM, TA, TE, <variable= varies. variable exists to distinguish records P21 thinks are duplicates. Standardized SDR(_; Comment ?Olumn contains default eXpIanatory
TI, TS, TV You will have to determine what that variable is. text and accompanying notes for issues that must be resolved or

cannot be resolved. The notes column provides context and helps

Variable length is too TA, TE, DM, SE ARMCD, ARM, ETCD, and Verify data are trimmed. For example, if STUDYID has length guide review and updates. This content is used to populate the initial

long for actual data ELEMENT are set to standard 200, there is likely an issue. Confirm indicated variables are
length across domains. actually the variables set to consistent length across domains. report; and then used on SUbsequent runs to pOpUIate default
Invalid ISO 8601 value  ALL N/A All dates must be in ISO 8601 format. This must be updated. explanations for new issues. The “Domain(s)” column and the
for variable “Common Finding” column are used to associate the appropriate
Figure 2. Subset of standardized issues. Yellow —Avoidable. Blue — Sometimes Avoidable. Green — Unavoidable. SDRG comment and notes onto a newly generated report_

VBA Macro Inputs and Outputs

Source Pinnacle 21ID  PublisherID  Message Severity ¥ ls} Standardized SDRG Comment Notes Source Pinnacle 21 ID Publisher ID Message Severity Found
AE AE
Confirm not a programming or spec error. Specific AE start date is after the latest
details should be added to the SDRG comment if CT2001 FDAC340 Disposition date Error 3
AE start date is after the latest informative. (e.g. Data collection is still ongoing). : :
CT2001 FDAC340 Disposition date Error 10 Consistent with source data. The issue count is expected to decrease over time. DM SDO002 FDACO18 Duplicate records LIS 2
DM _ _
invalid ISO 8601 value for All dates must be in ISO 8601 format. This must SD0002 Sl IR EEEEES | Warning 4
SD0035 FDAC183 variable Error 12 N/A be updated. SD0035 FDAC183 Invalid 1ISO 8601 value for variable Errqr 16
No Exposure record found for Consistent with raw data. Data SD0070 FDAC053 No Exposure record found for subject Warning 2
SD0070 FDAC053 subject Warning 2 collection is still ongoing.

Figure 4. Example of a newly generated report.
Figure 3. Example of areport that has already been documented.

Figure 3 represents a report that has already been documented. Figure 4 is a newly generated empty report. The VBA macro pulls the comments from the documented report into the
newly generated report. The curated list of standard explanations in Figure 2 Is used to support any missing documentation from the prior report. If there is no prior report, only the
curated list Is used by the macro to document the empty report.

The Final VBA Output

Source Pinnacle 21 ID Publisher ID  Message Severity Found
AE EETEEIELIE I R Here is an example of a report after the comments have
Consistent with source data. Confirm not a programming or spec error. Specific ] ] ]
details should be added to the SDRG comment if |~ D€EN Migrated from the previous report with the new
informative. (e.g. Data collection is still ongoing).  [ggyes documented with the curated list of standard
AE CT2001 FDAC340 AE start date is after the latest Disposition date Error 3 The issue count is expected to decrease over time. ] ]
These are not duplicates. <variable> Confirm not a spec or programming error. Verify explanatlons- NO’[ICG the comment and red Ce” that are
varies. another variable exists to distinguish records P21 Cerled Th|S red Ce” Wlth a comment and the green Ce”
thinks are duplicates. You will have to determine i .
AE SD0002 FDACO018 Duplicate records Warning 2 what that variable is. with a comment are examples of how the macro
M _ provides a way to quickly compare the changes in the
uplication should not exist in . , or . . . .
DM SD0002 FDACO018 Duplicate records Warning E— the trial design domains number of issues without manual inspection.
revious Repo ound. . . . . .
_ _ TR All dates must be in ISO 8601 format. This must DocumentatIOn from the preVIOUS report mlgrates
DM SD0035 FDAC183 Invalid ISO 8601 value for variable Error be updated. i i ] . i ) i
PData collection without an interior color, otherwise the interior color is
DM SD0070 FDACO053 No Exposure record found for subject Warning inherited from the Curated |iSt Of Standard explanations.
Figure 5. Example of final output.
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