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SmartSolve® Deviation Management

Streamlined deviation management for pharmaceutical organizations

In today’s fast-paced pharmaceutical environment, organizations are under
constant pressure to maintain product quality and regulatory compliance while
managing complex operations across the value chain. The rapid evolution of
technology and global standards means that even the most diligent teams can
struggle with fragmented data, manual processes, and limited visibility into

deviations that impact product safety and compliance.

Situation

* Complex operations: Managing deviations across multiple products, batches, and suppliers is challenging.
* Fragmented data: Disconnected systems and manual processes slow down investigations and increase risk.
* Regulatory pressure: Compliance with evolving standards requires timely, accurate documentation and action.

* Limited visibility: Difficulty tracking trends and root causes hinders proactive quality decisions.

Closed-loop workflow
Capture, verify, disposition, and investigate
deviations in a single, intuitive platform.

Data security and compliance
Role-based security, audit trails,

and electronic signatures support
regulatory requirements including
U.S. 21 CFR. SmartSolve is ISO %
27001 and ISO 9001 certified.
“

Risk assessment

Calculate Risk Priority Numbers
(RPN) and trigger CAPA for
high-risk deviations.

Business system integration
Integrate with your existing
infrastructure, including CRM,
ERP, LIMS, MES, and PLM

Analytics and oversight

Our Solution Provide quality intelligence powered
by Microsoft Power BI to generate
actionable insights and drive

SyStems via SmartSolve APIs. proactive qua“ty management‘
Al-enabled automation Integrated quality processes
Leverage the latest in Al to improve Seamlessly connect deviations to over 20
process efficiency, quality, and modules in a single platform, covering
company performance. pre-market, core quality, supplier control,

and post-market activities — including CAPA,
NC, and Change Management modules.



Customer value
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Reduce cycle times:
Resolve deviations faster, with high accuracy and minimized operational disruption.

Minimize risk:
Proactively address issues to protect patients, improve product and process quality
and safeguard your brand(s).

Drive continuous improvement:
Use analytics to identify trends and improve processes while connectivity to
additional SmartSolve modules enables end-to-end quality management activities.

Enhance collaboration:
Connect teams, suppliers, and systems to drive a stronger focus on product quality,
patient safety and commercial performance.
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About SmartSolve®:;

SmartSolve is an Al-enabled, Microsoft Azure-based platform that helps Life Sciences organizations streamline and
automate global quality management and regulatory compliance. SmartSolve® eQMS centralizes enterprise-wide
quality processes, from design and manufacturing to post-market surveillance, while SmartSolve® RIM manages
regulatory submissions, product registrations and health authority interactions. Built on industry best practices,
SmartSolve connects teams, data, and workflows in a single platform to drive an optimized focus on patient safety,
product quality and commercial performance.
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