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Limit of Liability/Disclaimer of Warranty

The author/presenter has put forth his best effort in compiling the content of this presentation; however, no
warranty with respect to the material’s accuracy or completeness is made.

Additionally, no warranty is made regarding the application of the recommendations made in this presentation to
any business structure or environments.

You should consult regulatory, quality, and/or legal professionals prior to deciding on the appropriateness of the
content shared within this presentation.

The author/presenter shall not be held liable for loss of profit or other commercial damages resulting from the
employment of recommendations made within this presentation, including special, incidental, consequential, or
other damages.

This document is the property of Quality Systems Compliance LLC and the information contained in it is not to
be used, disclosed or reproduced in whole or in part, for any purpose without the written consent of Quality
Systems Compliance LLC. Any unauthorized use is at the user’s risk.
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Regulations vs Standards

REGULATIONS
 A rule or order issued by an 

executive authority or regulatory 
agency of government and is 
used to implement the law

 21 CFR 820 Quality System 
Regulation

 Medical devices placed on the 
market fall under 21 CFR 820

 Regulations can be supported by 
standards

 Regulations are compulsory

STANDARDS
 A universally agreed upon 

practice that is accepted as the 
minimum expectation within a 
given area.

 Standards are developed by: 
Industry, Regulators, Academics, 
Trade Associations, etc. 

 ISO 13485 defines Quality 
Management System 
requirements for Medical Devices

 Standards can be used to support 
regulations

 Standards are voluntary
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Evolution of the Regulation and Standard
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ISO 13485 Clause Structure

1. Scope
2. Normative References
3. Terms and Definitions
4. Quality Management System
5. Management Responsibility
6. Resource Management
7. Product Realization
8. Measurement, Analysis, and Improvement
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Current 21 CFR 820 Structure

Subpart I--Nonconforming Product 
Subpart J--Corrective and Preventive Action 
Subpart K--Labeling and Packaging Control 
Subpart L--Handling, Storage, Distribution, and 

Installation 
Subpart M--Records 
Subpart N--Servicing 
Subpart O--Statistical Techniques 

Subpart A--General Provisions
Subpart B--Quality System Requirements

Subpart C--Design Controls 

Subpart D--Document Controls 
Subpart E--Purchasing Controls 
Subpart F--Identification and Traceability 
Subpart G--Production and Process Controls 
Subpart H--Acceptance Activities 
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Proposed RuleISO 13485 RequirementsCurrent part 820
Requirements substantively similarClause 1. Scope

Clause 4. Quality Management System
Subpart A--General Provisions

Requirements substantively similarClause 4. Quality Management System
Clause 5. Management Responsibility
Clause 6. Resource Management
Clause 8. Measurement, Analysis, and Improvement

Subpart B--QS Requirements

Requirements substantively similarClause 7. Product RealizationSubpart C--Design Controls

Differences addressed in 820.35Clause 4. Quality Management SystemSubpart D--Document Controls

Requirements substantively similarClause 7. Product RealizationSubpart E--Purchasing Controls

Requirements substantively similarClause 7. Product RealizationSubpart F--Identification andTraceability

Requirements substantively similarClause 4. Quality Management System
Clause 6. Resource Management
Clause 7. Product Realization

Subpart G—Production andProcess Controls

Requirements substantively similarClause 7. Product Realization
Clause 8. Measurement, Analysis, andImprovement

Subpart H--AcceptanceActivities

Requirements substantively similarClause 8. Measurement, Analysis, andImprovementSubpart I--Nonconforming Product

Requirements substantively similarClause 8. Measurement, Analysis, and ImprovementSubpart J—Corrective andPreventive Action

Differences addressed in 820.45Clause 7. Product RealizationSubpart K--Labeling andPackaging Control

Requirements substantively similarClause 7. Product RealizationSubpart L--Handling, Storage,Distribution, and Installation

Differences addressed in 820.35Clause 4. Quality Management SystemSubpart M--Records

Differences addressed in 820.35Clause 7. Product RealizationSubpart N--Servicing

Requirements substantively similarClause 7. Product Realization
Clause 8. Measurement, Analysis, and Improvement

Subpart O--Statistical Techniques
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Potential Effects on the ISO 13485:2016 QMS

4. Quality Management System
- Quality Manual
- Control of Records SOP
- External Inspections SOP

7. Product Realization
- Communications SOP
- Design and Development SOP
- Control of Production and Service Provision SOP
- Labeling and Packaging SOP
- Servicing SOP
- Identification and Traceability SOP

8. Measurement, Analysis, and Improvement
- Complaint Handling SOP
- Reporting to Regulatory Authorities SOP 
- Nonconforming Product SOP

Certification and Inspections 
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Next Steps

 ANSI/AAMI/ISO 13485:2016 Medical 
devices - Quality management systems -
Requirements for regulatory purposes 

 ANSI/AAMI/ISO 13485:2016 - Medical 
Devices - A Practical Guide

 AAMI TIR102:2019 U.S. FDA 21 CFR 
mapping to the applicable regulatory 
requirement references in ISO 
13485:2016, Quality management systems

 21 CFR Part 820 Quality System 
Regulation (QSR)

 21 CFR Part 820 Quality Management 
System Regulation (QMSR)
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Contact Information

mark.durivage@qscompliance.com

www.qscomplaince.com

419-265-2862

www.linkedin.com/in/markdurivage
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