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Manufacturing and managing supplies is one of the most challenging aspects of a clinical
trial. Ensuring the right quantity of clinical trial supplies are available for study participants
requires careful management of each step of the supply chain process, from drug substance
starting materials, to API, to bulk drug product, to primary and secondary packed and labeled
product, to global distribution.

GxP Inventory offers complete management of the end-to-end supply chain, providing full
visibility of all inventory levels, including genealogy and quality release, within a single

system.
SINGLE SOLUTION OVERSIGHT TRANSPARENT COMPLIANCE POWER OF INTEGRATION
GxP Inventory provides complete visibility Fully documented quality assurance/qualified GxP Inventory integrates with IRTs/RTSMs,
within a single system, eliminating time- person (QA/QP) release processes, and fully 21 CMO external inventory systems for outsourced
consuming and error-prone processes CFR part 11 compliant history of all inventory supplies, and reporting systems, enabling
associated with disparate data sources. transactions available in real-time. reliable processes and up-to-date data.

Why choose GxP Inventory?

01 Implement this cloud-based, SaaS solution 04 Conduct QA/QP release processes
cost-effectively without infrastructure electronically at each inventory level.
investment.

05 Leverage industry-leading labeling software,

Eliminate time-consuming, manual fully interoperable with GxP Inventory.

02 processes and fragmented data sources

using a single solution. 06 Meet the needs of any budget, protocol,
or program with Essential, Essential+, or
03 Easily manage rapid and accurate lot recall, Enterprise version options.

when needed.
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GxP INVENTORY MODELS

Flexible implementation models meet all sponsor requirements

ESSENTIAL

Get started right away with

a pre-configured version
containing the most frequently
used elements for inventory

ESSENTIAL+

A pre-configured and integrated
solution that acts as a single

system of record for fragmented
manufacturing and distribution.

Meet more individualized

requirements such as sponsor-
specific terminology/labels and
additional workflow or process

options with this robust, custom-
configured version.

production, management, and

QA/QP release. Suitable for use on multiple

programs/trials
Suitable for use on single and
multiple programs.

Suitable for use on a single trial,

a single program, or more Implementation timeline 6

months or less
Implementation timeline 10-12
months or less

Implementation timeline 3
months or less

USE ADDITIONAL MODULES TO EXTEND THE UTILITY OF GxP INVENTORY, INCLUDING:

= GxP Batch Record - Digital execution of all manufacturing and packaging batch records
= Handheld GxP Inventory - Enhanced warehouse stock management and picking using integrated barcode readers

= Integration Interfaces — Real-time data and process integration with RTSMs, CMOs, and other clinical trial systems

OUR SOLUTIONS ARE BETTER TOGETHER

Unlock the full value of Signant SmartSignals Supplies and RTSM to improve
end-to-end clinical supply production, management, and visibility.
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WHO IS SIGNANT HEALTH?

Signant Health is the evidence generation company. We are focused on leveraging software, deep therapeutic and scientific knowledge, and
operational expertise to consistently capture, aggregate, and reveal quality evidence for clinical studies across traditional, virtual, and hybrid trial
models. For more than 25 years, over 600 sponsors and CROs of all sizes - including all Top 20 pharma - have trusted Signant solutions for remote
and site-based eCOA, EDC, eConsent, RTSM, supply chain management, and data quality analytics. Learn more at www.signanthealth.com.
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