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p@e Abstract
"

The m5 (Module 5) in the eCTD is an essential framework to display clinical data and results for
regulatory submissions. This consistent structure aids in easy navigation for reference and review.
However, manual compilation of the folder is arduous, long-drawn and prone to missing key documents.

Once the necessary inputs are placed in the study folder, the D-pack tool automates the m5 folder
creation and compilation, consisting of SDTM/ADaM/TLFs datasets/outputs, programs, define.xml,
reviewer’s guidelines, arm, QC documents, protocol, SAP and annotated CRF 1n their valid standard
format as per guidelines. In addition, the tool performs a few checks and throws a warning for missing
files, a datetime stamp mismatch and modlog verification for the right Sponsor name and Study ID. This
reduces the manual error and time required for putting the files together to a great extent. A detailed
walkthrough of the tool’s working principle and advantages will be shared at the conference.
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=-& [module]
=& datasets
=& [study]
=08 analysis
- 8-& adam
7 =& datasets
®* Ease in navigation for reference and review ' .6 split
& programs
=& legacy
=& datasets
- L0 split
© programs
=-8 tabulations
®* Transparency and clarity of clinical trial data . 8® [ce)ga;y
: spiit
8- & sdtm
62 split
& send
-2 misc
& profiles

® Standard structure for regulatory submissions

* Aligned with FDA Technical Conformance Guide




p@e Manual Limitations

Time

Manually compiling the folder
might consume huge time &
effort.

Human Errors

Putting together huge data paves
way to misplace or forget to
place files in the right folder.
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Standards Compliance - Compromised
-+ Missed regulatory requirements
- Absent mandatory subfolders

« Inconsistent naming conventions
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Prepares a
template for m5 Validates files

Structure in the and file
study folder (same formats
as input location)
’

e

Identifies the J

required files the output successfully
in the study files in the complied
folder right folders

Copy paste J mb Structure is /

Identifies the required SAS
programs, check for any
macros used in them:;
Converts both the programs
and used macros into text
files, and places them in

their appropriate folders / ffﬂe type
mismatches

Consolidates /

the issues &
generate
warning log

Performs
cross-checks
for missing
mandatory files
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Study Name

Select Input Folder

Document Keywords (comma separated)
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p@e Validation Checks
NS S

Date time stamp

Verifies Date Time stamp as
in the order of Outputs &
Validation documents.

All these
warnings will be
consolidated

in a single excel
file.
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p@e Future Enhancements

PMDA
Submission
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