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MANAGEMENT CONTROL FOR
MEDICAL DEVICES

The Foundation of an Effective Quality

Management System
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Foundational Overview

In the medical device industry, management control is more than a regulatory requirement. It's
the governance framework that enables executive leadership to maintain visibility into quality
system performance, identify emerging risks, allocate resources effectively, and drive continuous

improvement.

While many manufacturers focus heavily on procedures and documentation, regulators are
increasingly evaluating whether leadership can demonstrate active oversight of quality system
effectiveness.

Weak management control often contributes to inspectional observations and warning letters from
the US Food and Drug Administration (FDA), recurring quality issues, and delayed corrective actions.
Conversely, organizations with strong management oversight are better positioned to maintain
compliance, support growth, and protect patient safety.

Why Management Control Matters

Management control serves as the backbone of a medical device Quality Management System
(QMS). It connects quality objectives, internal audits, management review, training, staffing, risk

management, and resource allocation into a unified oversight structure.

As companies expand product portfolios, enter new markets, or transition suppliers, operational
complexity increases. Effective management control ensures quality systems evolve alongside
business growth, reducing the likelihood of compliance gaps and systemic failures.

Leadership’s role extends beyond approving policies. Executives must verify that quality processes

are functioning effectively, risks are being addressed, and sufficient resources are available to
support regulatory and business objectives.

Internal Audits as a Strategic Oversight Tool

A well-designed internal audit program provides objective insight into quality system performance

and serves as an early warning system for emerging issues.
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Effective audit programs:

+ Evaluate process effectiveness, not just procedural compliance;

+ Ildentify systemic risks across departments and functions;

+ Analyze trends in complaints, corrective and preventive actions (CAPAs), supplier performance,
and nonconformities;

+ Verify that corrective actions are implemented and effective; and

+ Escalate unresolved findings to leadership when necessary.

Organizations that treat audits as strategic assessments rather than checklist exercises gain greater
visibility into potential compliance and operational risks before they become regulatory concerns.
Independent third-party assessments, including those performed by QualityHub, can further
strengthen management oversight by providing objective evaluations of system performance and
identifying vulnerabilities that internal teams may overlook.

Transforming Management Review Into a Decision-Making Process

Management review is one of the most important elements of management control. However, its

effectiveness depends on the quality of the information reviewed and the actions that follow.

High-performing organizations use management review as a structured, data-driven process to
evaluate:

+  Complaint and post-market surveillance trends;
« CAPA performance and effectiveness;

+ Audit findings and remediation status;

+  Supplier quality metrics;

+ Regulatory inspection outcomes;

+ Training and competency metrics; and

« Resource and infrastructure needs.

Management review should result in documented decisions, assigned responsibilities, timelines, and
measurable follow-up actions. The objective is not simply to review data, but to drive improvement

and ensure quality objectives are being achieved.
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Personnel and Resource Adequacy

Regulatory expectations extend beyond procedures and documentation. Makers of medical devices
must demonstrate that they have adequate personnel and resources to support their quality

systems.
This includes:

* Qualified and properly trained personnel;

+ Effective onboarding and competency programs;
+  Quality data management systems;

+ Appropriate facilities and equipment;

+ Access to regulatory and technical expertise; and

+ Tools that support risk management and data analysis.

Resource constraints often manifest as delayed CAPA closures, investigation backlogs, incomplete
documentation, and increased compliance risk. Proactive resource planning helps prevent these

issues before they affect product quality or regulatory performance.

The Importance of Executive Awareness

One of the most common causes of quality system breakdowns is insufficient visibility at the

executive level.
Leadership should have regular access to information regarding:

* Internal audit findings;

« External audit observations;

+ Regulatory inspection outcomes;

« CAPA trends and recurring issues; and

+ Significant quality and compliance risks.

When executives become aware of major deficiencies only after a regulatory inspection,
management control has already failed. Effective organizations establish reporting mechanisms

that ensure leadership receives timely, accurate information about quality system performance and
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emerging risks.

This oversight is particularly important because regulatory agencies hold executive leadership
accountable for quality system deficiencies regardless of whether they were personally aware of the
issues.

Business Value Beyond Compliance
Strong management control delivers benefits that extend beyond regulatory compliance.
Organizations with mature oversight practices often experience:

«  Fewer recalls and enforcement actions;
+ Improved inspection outcomes;

+ Reduced complaint volumes;

« Fasterissue resolution;

+ Greater operational efficiency; and

+ Stronger customer and stakeholder confidence.

By identifying systemic issues early, organizations can reduce rework, scrap, service costs, and

remediation expenses while maintaining market access and protecting their reputation.

The Bottom Line

Management control is not simply an inspection-readiness activity — it's a strategic discipline that
aligns quality performance with business objectives, strengthens organizational accountability, and

supports continuous improvement.

For medical device manufacturers, effective management control requires active leadership
engagement, meaningful internal audits, data-driven management reviews, adequate resources,
and a culture that promotes transparency and accountability. Manufacturers that institutionalize
these practices are better equipped to meet regulatory expectations, protect patients, and sustain

long-term business success.



