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SmartSolve® eQMS for MedTech

As global regulations become increasingly complex and diverse, and as innovative
healthcare solutions integrate multiple product types, MedTech companies face
greater challenges in market access and commercial growth. In this environment,
Quality Assurance and Regulatory Affairs (QARA) professionals must operate with
precision to drive both compliance and business success.

Situation:

Many MedTech organizations continue to rely on legacy tools and spreadsheets, or outdated point solutions, which
create data silos and hinder efficient compliance workflows. Quality Assurance and Regulatory Affairs (QARA)

leaders must adapt to evolving global regulations and standards while navigating the complexities of premarket,
manufacturing, distribution quality, supplier control, post-market, and change management activities. Operating with
constrained resources in a network of disconnected QMS and RIM solutions increases organizational risk, especially as
regulatory demands grow. The need for cost-effective compliance is greater than ever, as companies strive to enhance
patient safety, product quality, and commercial performance.

Our solution:

QUALITY AND IQVIA's SmartSolve® for MedTech
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Use cases
1. Global change control

A global, end-to-end change management process that supports the gathering of impact assessments to ensure

decisions are made with clarity and transparency.
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Essential solution Advanced solution
Asingle solution to allow the global tracking of change In-system intelligence that supports the identification of

notifications and help drive plans to completion the global impact of your change activities.
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2. Growing as a small company/start-up
Gain significant operational and compliance efficiencies by implementing end-to-end eQMS modules. Connect

workflows and optimize quality, regulatory, and safety processes, and leave paper-based systems and legacy in-house

solutions behind.
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Advanced solution
Provides support for global regulation identification as a

company scales its product range or geographic footprint.
Deploy a global complaint solution to ensure case capture
and Adverse Event Reports (AERs) and meet global and

Essential solution
A baseline framework for core eQMS modules required

when a company transitions to electronic solutions.

local country requirements.
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A single source of truth for global registration activities,
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These use cases represent just a glimpse of the comprehensive solutions IQVIA's end-to-end eQMS offers to enhance

the efficiency and effectiveness of quality, regulatory, and safety operations. Additional capabilities include global
complaint handling, streamlined product registrations, rapid point fixes, and support for corporate conglomerates
aiming to harmonize existing processes and integrate digital QMS and RIM infrastructure.

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.

— I Q\/ I /\ CONTACT US
—_— - eQMS@igvia.com

TECHNOLOGIES igvia.com/smartsolve

©2025. All rights reserved. IQVIA® is a registered trademark of IQVIA Inc. in the United States, the European Union, and various other countries. 12.2025.CS. BCS2025-3826-11NOV


mailto:eQMS%40iqvia.com%20?subject=SmartSolve%20eQMS%20for%20MedTech%20Inquiry
https://www.iqvia.com/solutions/safety-regulatory-compliance/quality-compliance/smartsolve-eqms
http://iqvia.com/smartsolve?utm_source=SmartSolve+Overview&utm_medium=marketing+asset
http://iqvia.com/smartsolverim?utm_source=SmartSolve+Overview&utm_medium=marketing+asset

