
The traditional data handling process in clinical studies is often prolonged due to its reliance on sequential, milestone-driven 

steps. The journey typically spans from 30 to 48 weeks, starting from the EDC (Electronic Data Capture) system going live, 

followed by the SDTM (Study Data Tabulation Model) mapping, then the development of the Statistical Analysis Plan (SAP), 

and finally, programming the ADaM (Analysis Data Model) datasets and outputs.

In contrast, Valos offers an innovative approach that accelerates the entire process significantly. Utilizing advanced tools 

such as SDTM Tools, SAP AI, and ADAMStreamline, Valos is capable of reducing this timeline to just 14 to 24 weeks. This 

efficiency allows for faster study completion and data-driven insights, providing a distinct advantage in clinical research.
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To ensure a swift and well-organized project start, Project Launch System

system efficiently sets up the project folder with all the necessary tools and

files. It uses a predefined list of essential project resources, automatically

unpacking all required files, programs, and documents for quick access and

setup.

Adaptive Data Builder generates ADaM specifications directly from the

SDTM specification or data package. It employs predefined ADaM variables

and maps predecessor variables from SDTM to ADaM, including code lists.

Guided by the Valos Implementation standards, it ensures consistency

across all analysis datasets, maintaining uniform naming conventions and

variable order. This streamlined approach accelerates development and

simplifies the creation of pooled analyses.

The Integrated Project Management Tool streamlines the development of

ADaM datasets and TFLs through three main components:

• Project Assignment Tracker: Clearly defines team member responsibilities

and timelines.

• Action Tracker: Monitors all team activities, tracking the progress of ADaM

datasets and TFLs, including planned dates and any arising issues.

• Team Lead Tracker: Acts as a daily checklist for activities like email

management, tracking timelines and issues, quality control checks, and

coordinating meetings.

This comprehensive tool ensures efficient task management, prevents

project oversight, and makes deliverables easy to control.

Data Sync Tool compares different SDTM packages to identify any changes

in datasets or variables. It examines added or removed variables, checks

attribute consistency, and ensures that xxTEST/xxTESTCD values remain

consistent across packages. Additionally, it verifies TESTCD values with unit

variables (xxSTRESU) to detect significant changes. The tool also identifies

logical data issues and monitors updates in cut-off dates, MedDRA, and

WHODrug dictionaries using information from the SDTM TS domain.

Designed to capture and manage data issues during the development of

ADaM datasets and TFLs, Data Issue Tracker features an intuitive interface

for logging warnings and messages related to new issues. It consolidates

these reports, offering detailed insights into specific data problems.

Integrated within the ADaM and TFL development workflow, it ensures all

issues are efficiently tracked and resolved with each data extraction.

Pinnacle 21 Integrator tool is designed to streamline and expedite the

handling of the P21 package. It integrates the P21 module directly through

the Pinnacle API, eliminating the need for an interface. This allows for the

dynamic generation of SDTM and ADaM validation reports and supports the

define.xml process for batch creation and validation. Additionally, it features

a module that enables users to analyze P21 reports, tracking new issues

identified in the latest report compared to previous versions, while also

transferring old comments and highlighting those that are no longer relevant.

ADRG Automator is designed to automate the creation of the Analysis Data

Reviewer Guide (ADRG). It utilizes ADaM metadata and datasets to

generate a DOCX file in accordance with the standard guide and ADRG

template. The system integrates with the programs and macros used in the

analysis to extract essential information, such as the ADaM datasets utilized

for each TFL output, the titles of the files, and the standard macros

employed.

The final output is a Word file with all hyperlinks properly configured.

Sections requiring manual adjustments are highlighted, making it easy for

developers to identify and update them. This approach significantly

accelerates the process and enhances the quality of the final result.

To ensure precision in the delivery package and to organize all necessary

files with the results and related documents, an automated approach has

been developed. Package Delivery Creation tool involves transferring all

requested files from the development area to the designated delivery folder.

Additionally, an application conducts a thorough review to ensure that all

files in the delivery folder are consistent, sequenced correctly, and that

signature dates align with the results, enhancing the review process. Finally,

automatic archiving creates a snapshot of all files involved in the analysis.

The OneClickRun application is designed to streamline the execution of

stable analyses with a single click. It runs several scripts and macros,

prompts the user to save the programming log, and provides results

indicating whether the log is clean or if any warnings or errors have

occurred. Additionally, this process facilitates the automatic integration of

“Package Delivery Creation Tools” and enables project archiving. By

minimizing manual interventions, the OneClickRun application significantly

accelerates the analysis process and enhances efficiency.

The traditional clinical data handling process often faces prolonged timelines, extending over several months due to its sequential nature. Valos transforms this approach by introducing an innovative, integrated 

solution that accelerates every stage of the data lifecycle. By implementing automation, intelligent tracking, and adaptive data management, it ensures tasks are completed with unmatched efficiency, reducing the 

timeline to just 14 to 24 weeks. This approach enhances consistency, minimizes errors, and maintains a high standard of quality across all deliverables. The result is a streamlined, future-ready process that 

empowers clinical researchers with faster insights, enabling more timely decision-making and ultimately advancing clinical research with unparalleled speed and accuracy.
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