QMSR Compliance Deadline

February 2, 2026

What Every Medical Device Manufacturer Needs to Know

A Historic Regulatory Transformation

The FDA's Quality System Regulation (QSR) hasn't seen a major
revision since 1996 when design controls were first introduced. R
Meanwhile, ISO 13485 has continued to evolve, with its most recent “
update in 2016, creating a growing gap between FDA requirements

and global best practices.

The new Quality Management System Regulation (QMSR) finally
bridges this divide by embedding ISO 13485 as a normative
reference while maintaining FDA-specific expectations that go

beyond international standards.

@ This represents the most significant change to FDA quality system requirements in nearly three decades.

The Strategic Significance of QMSR

Global Harmonization Risk-Based Integration Management Accountability
Aligns FDA requirements with FDA demands comprehensive Increased executive responsibility
international quality management risk-based decision-making for internal audits, management
practices, reducing reg ulatory across all QMS processes, not reviews, and corrective action
burden for global manufacturers. just product development. effectiveness.

This isn't simply adopting ISO 13485 “on paper” — the FDA is demanding a fundamental shift in how quality management
systems operate, with [fSEENeRiallalNlal: at the core of every process.
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Critical Differences: ISO 13485 vs. QMSR Compliance

Certification # Compliance

Having ISO 13485 certification does not automatically
ensure QMSR compliance. FDA-specific requirements

go deeper.

Supplier Control Scrutiny

Comprehensive evidence of supplier oversight

Enhanced Inspection Protocols

FDA inspections will probe deeper into risk-based
decision-making documentation and evidence of

systematic implementation.

Management Review Depth

Quality data analysis and management reviews

and control measures will be under intense must demonstrate actionable insights and

regulatory focus. systematic improvements.

Transformational Impact on Manufacturers

Risk Management Integration

Risk management is no longer a separate — it must be woven into every process, from design to

post-market surveillance.

Executive-Level Inspections
Q FDA inspections will start at the top, requiring management to demonstrate visibility,

accountability, and timely response to quality issues.

Compliance Consequences

I'@[I Unprepared manufacturers face significant risks: regulatory observations, warning letters, and
operational delays that impact market access.
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Your QMSR Readiness Roadmap

01 02

Start Immediately Process Mapping

Time is critically short. Treat your QMSR transition Ensure all processes are risk-based and interconnected.
as a structured project with dedicated resources Document how risk considerations flow through your
and clear milestones. entire QMS.

03 04

Gap Analysis Strengthen Internal Systems

Conduct a comprehensive audit of your current QMS Enhance internal audits and data analysis capabilities4
against QMSR requirements to identify and prioritize move beyond compliance box-checking to value-driven
gaps early. quality insights.

05 06

Management Review Enhancement Consider MDSAP Certification

Implement frequent, documented communication FDA's participation in MDSAP makes this certification
systems covering Boards, CAPA effectiveness, complaints a strong pathway to QMSR compliance and global
analysis, and management reviews.your entire QMS. market access.

How MEDIcept Accelerates Your Success

@ Gap Analysis & Roadmaps Value-Add Audit Programs
AD

Comprehensive assessment of your current Development of internal audit systems and
state with tailored implementation roadmaps quality data review processes that drive
that prioritize critical compliance areas. continuous improvement.

@ Executive Training @ Strategic Partnership
Management training programs that ensure your Ongoing support to transform QMSR
leadership team is inspection-ready and can compliance from regulatory burden into
demonstrate QMS accountability. competitiveadvantage.
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From Compliance to ‘ o
Competitive Advantage l I

Manufacturers who embrace

QMSR early will build stronger,

more resilient quality

systems that drive business
success beyond regulatory

requirements.

Strategic QMS
Investment

Organizations that act now will

not only meet the February

2026 deadline but will position :
\
their quality management “")

systems as drivers of TR

operational excellence and

market differentiation.
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