Article

=|QVIA

TECHNOLOGIES

A Unified Approach to Supplier

Quality Management

Establishing supplier quality as a critical driver to improved patient safety,
product quality and commercial performance

Rethinking supplier quality for a
new era

The MedTech industry stands at a crossroads. As
global regulations advance, product solutions grow
more complex with emerging technologies — and,
most importantly, patient needs continue to evolve.
Supplier Quality Management (SQM) is no longer a
hidden business activity — it's a strategic lever for
product innovation, organizational resilience, and

commercial growth.

The forces shaping this transformation are profound:
relentless technological innovation in the era of Al
and material science, the imperative for global market
access to drive accessibility of healthcare, operational

efficiency demands to improve company commercial

performance, and a regulatory landscape that is both more
interconnected and more consequential than ever before.

Global MedTech markets are progressively challenging

Forward-thinking organizations recognize that SQM

must transcend traditional silos. It requires a unified,
cross-functional approach — one that harnesses digital
technologies, predictive analytics, and a collaborative
culture to drive continuous improvement and proactive
focus on patient safety.

All four of these complexity factors affect supplier management activities

s £

&

Innovation in Global market access and Operational Complex regulatory
technology commercial performance efficiencies environment

To stay relevant, Drive evidence-based
industry must advance HCP adoption to
patient and HCP centric accelerate global
solutions with the patient access to latest
latest technologies and therapeutic solutions

material science

Clinical trials, pre-market/  Increased global

post-market/production divergence with the need
quality and regulatory to provide greater data
compliance, supply chain, to support insights,
inventory management product claims and

and field services need to new technologies
be cost effective



Four factors of complexity: Leveraging SQM to navigate seas of change

1. Technological innovation: The catalyst for change
MedTech's rapid advances in material science and
digital health are redefining what's possible for patient
care. Suppliers must be agile partners, able to adapt to
evolving specifications and quality standards at speed.
The winners will be those who embed innovation into
their supply networks, leveraging
real-time data and collaborative platforms to anticipate
needs and accelerate product development whilst
keeping a laser focus on ensuring the quality of
supplier components and finished goods.

2. Global market access: Evidence-based adoption
Achieving commercial success in MedTech now
hinges on evidence-based adoption by healthcare
professionals. Suppliers must support finished goods
manufacturers in meeting harmonized standards
across global jurisdictions, enabling faster, safer
launches of breakthrough therapies. This calls for a
new level of transparency and partnership — where
supplier performance is continuously tracked, and
insights are shared across the value chain from design
and development through product registration and
post-market activities.

3. Operational efficiency: The engine of resilience
Organizations must orchestrate clinical activities,
technical and toxicological testing, regulatory
submissions, global manufacturing and supply chain
logistics, and field services with precision whilst
meeting global regulations and standards. Effective
management of supplier quality is the linchpin —
minimizing disruptions to production lines and supply
chains, optimizing operating costs, and ensuring that
every link in the chain through to the global patient(s)
is robust and responsive.

4. Regulatory complexity: Navigating divergence
Global regulatory divergence is intensifying. Agencies
like the U.S. FDA, European Notified Bodies, Japanese
PMDA and other global regulators demand robust
data, traceability, and compliance. The ability to
demonstrate supplier quality — supported by
unified platforms and automated workflows — and
drive faster, accurate engagements with global
regulators and authorities is now a source of
competitive advantage.

Effective supplier management supports a dual focus on patient

safety and commercial performance
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A Framework for unified Supplier Quality Management

1. Proactive risk management: From reactive

to predictive

The era of reactive audits as a ‘meet minimum

requirements’ approach to quality compliance is over.

Leading organizations are deploying Al-enabled risk

models with business analytics that flag potential

supplier issues before they impact production and that

identify post-market challenges in product performance

and patient safety to accelerate time to action. This shift

enables early intervention, root cause analysis, and a

culture of prevention rather than correction.

Al-enabled risk detection: Platforms such as
SmartSolve integrate risk management with supplier
oversight, allowing teams to proactively manage
incidents and quality events.

Cross-workflow impact assessment: Linking
quality activities across regulatory and post-market
domains ensures a continuous chain of custody and
accelerates approvals.

End-to-end connectivity: Linking connected quality
modules, such as Audit, CAPA, Change Management
and Complaint Management to Supplier
Management reduces the risk inherent in manually
connecting disparate systems, improves resource
utilization and drives the automation of insights to
supplier performance and supplier quality.

2. Real-time supplier monitoring and analytics:

The power of instant insight

Real-time alerts for deviations, defects, or process

changes are now standard. Digital twins and simulations

allow organizations to test supplier changes before

implementation, reducing risk and improving

organizational agility to the impact of change:

* Smart sensors and predictive analytics: Internet of

Things (IoT) and machine learning enable continuous
monitoring of supplier performance.

* Cloud-based collaboration: Unified platforms

support seamless data sharing and decision-making,
breaking down barriers between teams.

3. Revamped supplier qualification: Dynamic,
data-driven, continuous
Traditional qualification methods, spreadsheets and
annual audits, are being replaced by dynamic,
tech-driven systems. Qualification now includes
continuous performance tracking, automated scoring,
and real-time compliance verification.

* Tech-driven qualification: Al-enabled platforms
streamline supplier onboarding and the continuous
monitoring of compliance in real-time.

* Continuous improvement culture: Supplier quality
is now an organizational mindset, supported by
shared ownership and transparent risk management.

* Enhancing supplier management within the
framework of an end-to-end, enterprise quality
management system enables dedicated resources to
dedicate more time to supplier relationship to drive
an enhanced focus on product quality, patient safety
and commercial performance.

4. Regulatory pressure and globalization:
Meeting the challenge
Global regulators are intensifying scrutiny of
outsourced manufacturing. Companies must ensure
suppliers meet global regulations and harmonized
standards, as required, and maintain traceable,

compliant records:

» ISO 13485 and FDA 21 CFR compliance: Unified
platforms help organizations meet evolving
standards while reducing system sprawl.

* Global product registration support: Supplier
qualification now includes support for pre-market
design, development, and registration activities.

* Post-market surveillance: Tracking product
performance in field and ensuring adequate
investigations to determine root cause and whether
a supplier requires further investigation is critical to
protecting patient safety.



A unified approach to Supplier Quality Management is universally beneficial
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Patient
outcomes

Building a collaborative culture
of compliance

True Supplier Quality Management is not just about
systems and processes — it's about organizational
culture. The most successful MedTech organizations
foster cross-functional collaboration with suppliers,
where quality is everyone's responsibility and
continuous improvement is a shared goal. They leverage
digital tools not as a substitute for human judgment, but
as an enabler of strategic alignment and innovation.

In this new paradigm, supplier quality becomes a

source of differentiation. It empowers organizations to
respond to market shifts, global regulatory changes, and
advancing patient needs with agility and confidence. It
transforms compliance from a burden into a catalyst for
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commercial performance and improved product quality.
The net outcome — global patients have access to the
latest therapeutic solutions in healthcare

Conclusion: The path forward

A unified approach to Supplier Quality Management

is both a strategic imperative and a cultural
transformation. By embracing cross-functional
collaboration, harnessing Al and digital platforms, and
aligning quality with commercial objectives, MedTech
leaders can build resilient, compliant, and high-
performing supplier ecosystems.

The future belongs to those who see supplier quality not
as a checkbox, but as a cornerstone of innovation and
trust from global healthcare populations.
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