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²ƘŜǊŜ ¦ƴƛǘŜŘ {ǘŀǘŜǎ ŀƴŘ L{h ŎŀƳŜ ǘƻƎŜǘƘŜǊΧ

ΧǘƘŜ ŀƎŜƴŎȅ ōŜƭƛŜǾŜŘ ǘƘŀǘ ƛǘ ǿƻǳƭŘ ōŜ ōŜƴŜŦƛŎƛŀƭ ǘƻ ǘƘŜ ǇǳōƭƛŎ ŀƴŘ ǘƘŜ ƳŜŘƛŎŀƭ 
device industry for the cGMP regulation to be consistent with the requirements 
for quality systems contained in International Organization for Standards (ISO) 
9001:1994 and at the time the ISO committee draft (CD) revision of ISO/CD 13485 
Quality  Systems ςFDA preamble

The FDA QSR was crafted to align with ISO 13485 in 1997.



4.1 Management responsibility
4.2 Quality system
4.3 Contract review
4.4 Design control
4.5 Document Control
4.6 Purchasing
4.8 Material Identification, traceability 
4.9 Production and process control
4.10 Inspection and testing
4.11 Inspection Measuring and Test Equipment
4.12 Inspection and test status
4.13 Control of Nonconforming Product
4.14  Corrective and Preventive Action
4.15 Handling, storage, and delivery
4.16 Control of Quality Records
4.17 Internal quality audits
4.18 Training
NO COMPLAINT FILE
4.19 Servicing
4.20 Statistical Technique

820.20 - Management responsibility
820.5 - Quality system
NO CONTRACT REVIEW
820.30 - Design controls
820.40 - Document controls
820.50 - Purchasing controls
820.60 - Identification  820.65 - Traceability
820.70 - Production controls
820.80 - Recv, in-proc, finished device  acceptance
820.72 - Inspection, measuring, and test equipment 
820.86 - Acceptance status
820.90 - Nonconforming product
820.100 - Corrective and preventive action
K--Labeling and Packaging Control 
L -- Handling, Storage, Distribution, and Installation 
Subpart M--Records 
17 820.22 - Quality audit
18 820.25 - Personnel
§ 820.198 - Complaint files
§ 820.200 - Servicing
§ 820.250 - Statistical techniques

Where US FDA Aligned with ISO 13485:1996



Where it fell apart

2000-2003
L{h ƛƴǘǊƻŘǳŎŜŘ άǘƘŜ tǊƻŎŜǎǎ !ǇǇǊƻŀŎƘέΣ 
which combined 20 processes into 8 larger 
Processes.

ISO reduced requirements for Documented 
procedures. US FDA wanted more from the 
new standard.



4.0 Quality System

5.0 Management Responsibility

6.0 Resource Management

7.0 Product Realization

8.0 Measurement, analysis and 
Improvement

820.20 - Management responsibility
820.5 - Quality system
820.30 - Design controls
820.40 - Document controls
820.50 - Purchasing controls
820.60 - Identification  820.65 - Traceability
820.70 - Production controls
820.80 - Recv, in-proc, finished device  acceptance
820.72 - Inspection, measuring, and test equipment 
820.86 - Acceptance status
820.90 - Nonconforming product 
820.100 - Corrective and preventive action.
K--Labeling and Packaging Control 
L -- Handling, Storage, Distribution, and Installation 
Subpart M--Records 
17 820.22 - Quality audit 
18 820.25 - Personnel
§ 820.198 - Complaint files 
§ 820.200 - Servicing 
§ 820.250 - Statistical techniques

ISO 13485:2003 Adopted More of US FDA Part 820



ISO 13485:2016



ISO 13485:2016



These European Medical Device Regulations 

go into effect beginning May 26, 2020

EU 2017 745 (Medical Devices Regulation) 

EU 2017 746 (In-Vitro Diagnostic Regulation)

(Same for both regulations)

Must comply by 27th May 2024
(Same for both regulations)



ISO 13485:2016



ISO 13485:2016



Quality System Section 4.
4.1.1 ςΧάThe organization shall document the role(s) undertaken by the 
organization under the applicable regulatory ǊŜǉǳƛǊŜƳŜƴǘǎέΦ

Identify roles employees may have in in the quality system

Sales 
Associates

Service 
Technicians

Employees who have roles in complaint 
reporting procedures



Document the Roles of the 

Ψ!ǳǘƘƻǊƛȊŜŘ wŜǇǊŜǎŜƴǘŀǘƛǾŜΩ

Article 11

Specifies a list of obligations of the AR, which the 
Manufacturer is to actively support.



4.1.2 The organization shall apply a risk based approach to the control of the 
appropriate processes needed for the quality management system;

It is more essential than ever to understand the sources of hazards with each 
device and reduce risk appropriately.

1 2 3 4 5

5 More than 1/100 Frequent 5 10 15 20 25

4 1/100 to 1/1000 Probable 4 8 12 16 20

3 1/1,000  to 1/10,000 Occasional 3 6 9 12 15

2 1/10,000 to 1/100,000 Remote 2 4 6 8 10

1 1/100,000 to 1/1 million Improbable 1 2 3 4 5

* The liklihood of harm should be derived from complaint and adverse event data that relate to each particular hazardous situation.

Noticeable 

by user

Less Risk     ---     RISK     ---     More Risk

Potentially life 

threatening or 

causing 

permanent 

impairment

Injury requiring 

additional 

professional 

medical 

attention

Causes injury 

that does not 

require 

additional 

professional 

medical 

intervention

Patient or user 

inconvenience 

or temporary 

discomfort 

**Likelihood of harm

Broadly Acceptable Reasonably Acceptable Intolerable



Annex 1   Section 3
3. Manufacturers shall establish, implement, document and 
maintain a risk management system.

Risk management shall be understood as a continuous iterative 
process throughout the entire lifecycle of a device, requiring 
regular systematic updating.



Quality System Section 4
4.1.5 When the organization chooses to outsource any process,  Χ¢ƘŜ ŎƻƴǘǊƻƭǎ 
shall be proportionate to the risk involved and Χ¢ƘŜ controls shall include 
written quality agreements.

Quality Agreements shall be framed in the context of the risk of the supplied part, 
service and/or medical device. 

Risk Based Quality Agreements


