
Macro enabled Trial Design Domain Specification Template

This poster introduces an effective tool to create Specifications for Trial Design
Domains (TDD). The tool is Macro enabled Microsoft Excel file which not only helps
users in creating the specifications but also validate the trial design domain
specifications using VBA macros and excel formulas. The tool has built-in Controlled
Terminology (CT) which can be easily updated after the release of new version of
controlled terminology. With a click of button, the specifications can be extracted from
tool. The extracted sheet only contains individual tab for each trial design domain
which we can convert in XPT format and include in SDTM package. The
implementation of this tool aims at a significant reduction of the time required to
create trial design domain specifications and related errors.
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Abstract:

The template consists of multiple tabs and uses Macros/formulas to populate and
validate data automatically. Using Trial Design Domain Template, the following
information can be created,

- Trial Summary (TS), Trial Inclusion/Exclusion Criteria (TI), Trial Arms (TA), Trial
Elements (TE), Trial Visits (TV), Trial Disease Assessments (TD) domain (only for
SDTM-IG 3.2 standards, if applicable), EPOCH table, EPOCH implementation

The template:

TS Tab:

Cover Sheet
The template supports multiple Controlled Terminology (CT) and SDTM-IG
versions so need to select the SDTM-IG version applicable for study to
populate the corresponding CT values in other tabs.

Also, based on the SDTM-IG Version applicable for study TS/TD tab appears.
Only TS worksheet will be enabled for SDTM-IG 3.1.3 and for SDTM-IG 3.2
both TS and TD worksheets will be enabled.

CT update
The connection to external metadata is established using Excel External Data
Connections functionality. So, whenever the new metadata are available in
metadata repository it’s copied automatically to CD tab of the template.

All the Drop-down lists, variable names, parameter codes, parameter names
and any other CT dependent values present in the template are linked to the
CD tab so those data are updated automatically.

TI TabTrial Design Tab

Macro to detect the special characters executed
automatically as soon as user enters the data in IETEST
field. Special characters display with red color. Also, in case
more than 200 characters are entered in IETEST field, the
characters over 200 are display in red color.

The information entered in “Trial Design” tab will be used to
automatically populate essential information in other Trial Design tabs
(EPOCH, TA, TE). As “Trial Design” tab is the single source of data for all
the tabs, the values populate consistently across all the tabs.

ISSUES (Column A and the box present
at upper left corner)– provides guidance
on data issues when record is not
correctly entered or in case of
discrepancies.

To add the new record of parameter
user just need to select TSVALCD value
from drop down list. Based on the
selection data in rest of the Columns
populated automatically.

The data are validated automatically
using formulas and macros as soon as
user enter the values in TSVAL Column.

• By using macro enabled TDD template we can reduce the time require to create TDD specifications as most of
the required data and instructions are available in the template

• Creating TDD specifications using macros template can eliminate most of the manual and repetitive work from
the spec writing process. This Overall automation process produces more efficient, higher quality, and less error
prone specifications.

Conclusion:
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