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Critical Deadline: February 2, 2026

All medical device manufacturers must transition from 21 CFR 820 to the new Quality 

Management System Regulation (QMSR) by this date. This document provides a 

comprehensive, interactive checklist to guide your transition.

See how AlvaMed can help.
Regulatory, quality and clinical know-how custom tailored for each client.  Accelerating 

our medtech clients’ products to market.

Book a Conversation
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Executive Summary www.alvamed.com

What is the QMSR?
The QMSR incorporates ISO 13485:2016 by reference and adds FDA-
specific requirements. This harmonizes US regulations with international 
standards while maintaining FDA's risk-based approach to device safety.

Estimated Budget

$50K - $500K
Depending on company size and current state

Estimated Timeline

6-12 months
For full transition

Key Changes from 21 CFR 820 to QMSR

QMSR incorporates ISO 13485:2016 by reference with FDA-specific additions

Risk-based approach required throughout entire QMS, not just design

Management review and internal audit records NO LONGER EXEMPT from FDA inspection

Terminology changes

More formal supplier management with documented criteria

Critical Path Items (Must Complete in Sequence)

1 Gap Analysis (Must complete first)

2 Transition Plan Development

3 Personnel Training

4 Quality Manual and Affected Procedures Creation/Update

5 Risk Integration Across QMS

6 Internal Audit

7 Management Review
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First 30 Days Action Plan www.alvamed.com

First 30 Days Action Plan
Get your transition started with these immediate priorities

Week 1: Foundation

Secure executive sponsor and form transition team

Download ISO 13485:2016 and QMSR final rule

Schedule kickoff meeting with stakeholders

Create project folder and communication plan

Week 2-3: Assessment

Begin gap analysis (use provided template)

Inventory all current QMS documents

Assess training needs by department/role

Identify quick wins vs. complex changes

Week 4: Planning

Complete gap analysis report

Draft transition project plan with timeline

Develop budget estimate and resource needs

Present plan to management for approval

Pro Tip

Consider engaging an external consultant for gap analysis if internal resources are 

limited. This investment typically pays for itself through efficient, compliant 

implementation.
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Transition Checklist:
Phase 1: Foundational & Strategic Planning

 Duration: 8-12 weeks      Priority: Critical      3 items

1.1 Conduct Gap Analysis

Systematic comparison of current QMS against ISO 13485:2016 and QMSR requirements

Compare your current Quality Management System (QMS) built on 21 CFR 820 against ISO 

13485:2016 and QMSR additions. Identify every gap from missing procedures to inadequate records.

Key Differences from 21 CFR 820:

QMSR uses ISO 13485 process-based approach vs. 21 CFR 820 section-based structure. Explicit 

requirements for Quality Manual and documented procedures. Risk-based approach integrated 

throughout.

Recommended Actions:

Create detailed spreadsheet listing every ISO 13485 clause and sub clause along with QMSR 

specific requirements

Map existing QMS documents to each requirement

Objectively assess whether existing documents fully meet requirements

Document gaps with specific remediation plans

Remove all obsolete 21 CFR 820 references

Expected Deliverables:

Gap Analysis Report  |  Requirements Mapping Spreadsheet  |  Remediation Priority Matrix

Regulatory References: ISO 13485:2016 (all clauses), QMSR 21 CFR Part 820 

Resource Estimate: Internal: 2-3 FTE weeks; External consultant optional

Common Pitfalls:

Superficial analysis, Not involving cross-functional teams, Ignoring software/IT systems
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Transition Checklist:
Phase 1: Foundational & Strategic Planning Continued...

1.2 Develop Transition Plan

Formal project plan turning gap analysis findings into actionable strategy

Create comprehensive project plan with clear milestones, resource allocation, and timeline to meet 

February 2, 2026 deadline.

Recommended Actions:

List all tasks from gap analysis with dependencies

Assign owners and cross-functional teams

Estimate time and resources for each task

Create master timeline with key milestones

Secure management buy-in and budget approval

Establish governance structure and reporting cadence

Expected Deliverables:

Project Charter  |  Detailed Project Plan  |  Resource Allocation Plan  |  Budget Estimate

Resource Estimate: Budget estimate: $50K-$500K depending on company size

Common Pitfalls:

Underestimating effort, No executive sponsor, Treating as documentation-only project
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Transition Checklist:
Phase 1: Foundational & Strategic Planning Continued...

1.3 Implement Personnel Training

Ensure all relevant employees understand changes beyond Quality department

Train all employees whose work is governed by QMS on new procedures and risk-based approach 

philosophy.

Recommended Actions:

Develop role-specific training modules (management, engineers, production, QA)

Train executives on ISO 13485 Clause 5 management responsibilities

Train staff on new terminology and updated procedures

Provide risk-based thinking training across all levels

Document all training with effectiveness evaluation

Create ongoing training program for new hires

Expected Deliverables:

Training Curriculum  |  Training Materials by Role  |  Training Records  |  Competency Assessments

Regulatory References: ISO 13485:2016 Clause 6.2 

Resource Estimate: Training time: 4-8 hours per person minimum

Common Pitfalls:

Generic training not tailored to roles, One-time training with no reinforcement, Not training temporary 

workers
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Terminology Crosswalk
Key terminology changes from 21 CFR 820 to QMSR/ISO 13485

21 CFR 820 Term	 QMSR/ISO 13485 Term	 Notes/Reference

Device Master Record 

(DMR)	

Medical Device File	 ISO 13485 Clause 4.2.3

Design History File (DHF)	 Design and Development 

Files	

ISO 13485 Clause 7.3

Device History Record 

(DHR)	

Medical device record or 

Batch record

ISO 13485 Clause 7.5.1

21 CFR 820 section 

references	

ISO 13485 clause 

references	

Process-based structure

Quality System	 Quality Management 

System (QMS)	

Consistent with ISO 

terminology

Implementation Guidance

1 Create master list of all documents requiring terminology updates

2 Use document management system search/replace carefully (review each change)

3 Update forms, labels, and electronic system configurations

4 Revise training materials to reflect new terminology

5 Communicate changes to all staff before implementation
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Frequently Asked Questions

What if we're already ISO 13485 certified?

You have a significant head start! Focus on FDA-specific QMSR additions (record controls, labeling, audit/

management review documentation). Conduct gap analysis against QMSR requirements specifically.

Can we use our existing 21 CFR 820 procedures?

Yes, but they must be updated. Change terminology, add risk-based elements, ensure ISO 13485 clause 

and QMSR alignment, and remove obsolete references. Don't start from scratch unless necessary.

What happens if we're not compliant by February 2, 2026?

The QMSR becomes effective on that date. Non-compliance could result in Warning Letters, consent 

decrees, or other regulatory action. Plan to complete well before the deadline.

Do we need to notify FDA of our transition?

No formal notification required. However, ensure your QMS reflects the new regulation and you're ready 

for inspection under the new standard from the compliance date forward.

How does this affect our international certifications?

QMSR alignment with ISO 13485 should improve global harmonization. Canadian MDR also references 

ISO 13485. May simplify multi-market compliance strategies.

What about combination products?

QMSR applies to device constituent of combination products. Coordinate with drug/biologic quality 

systems. Consider specific guidance for your product type.
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Common Pitfalls & How to Avoid Them
Learn from others' mistakes. These are the most common challenges companies face during QMSR transition.

Treating transition as documentation-only exercise High Impact

How to Avoid: Emphasize cultural change and risk-based thinking. Engage operations, not just Quality.

Underestimating training requirements High Impact

How to Avoid: Allocate 4-8 hours per person minimum. Plan role-specific training with effectiveness checks.

Not engaging suppliers early Medium Impact

How to Avoid: Notify critical suppliers 12+ months in advance. Verify their compliance and quality 

agreements.

Inadequate management commitment Critical Impact

How to Avoid: Secure executive sponsor. Require management participation in training and reviews.

Superficial gap analysis High Impact

How to Avoid: Use cross-functional team. Analyze every ISO 13485 clause and sub-clause thoroughly.

Last-minute implementation Critical Impact

How to Avoid: Start now. Build buffer time. Target completion 3-6 months before deadline.

This guide consolidates FDA QMSR requirements with ISO 13485:2016 standards  |  Last updated: October 2025 | Version 2.0 

For the most current regulatory information, always consult FDA.gov and official ISO standards
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See how AlvaMed can help.
Regulatory, quality and clinical know-how custom tailored for each client.  

Accelerating our medtech clients’ products to market.

Book a Conversation
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