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ISO 13485:2016 — What's New?

« What's been put in?
.’ « What's come out?

 What's the same?




Objectives and Scope

- ISO 13485:2003 | ISO 13485:2016

Objectives  Facilitate Facilitate global alignment

harmonization
Scope & Organizations provide Organizations can be involved in one or more stages
Role Medical devices and  of the life-cycle including the design and

related services development, production, storage and distribution,

installation, or servicing of a medical device and the
design and development or provision of associated
activities (e.g. technical support). This International
Standard can also be used by suppliers or external
parties that provide product including quality
management system-related services to such
organizations.



Definitions ISO 13485:2003 ISO 13485:2016

Clause 3 Active implantable medical Advisory notice
device Authorized representative
Active medical device Clinical evaluation
Advisory notice Complaint
Customer complaint Distributor
Implantable medical device Implantable medical device
Labelling Importer
Medical Device Labelling
Sterile medical device Life cycle
Manufacturer
Medical device
Medical device family
Performance evaluation

Post market surveillance
Purchased product

Risk

Risk management
Sterile barrier system
Sterile medical device



4 — Quality Management System

4.1-2 413-5 4.1.6 4.2

General General General Documentation
Requirements requirements Requirements Requirements

+ Document Records to

role(s) meet Medical Device
undertaken by regulatory + Requirement File

organization Eﬁgﬁ":'ﬂgﬂﬁ;. to validate the + Detailed list
under g ‘ computer of items (a-f)

regulatory software used that shall be

requirements for QMS prior included to
For outsourced T
+ Risk based to initial use &

meet
Processes after changes
approach to control based g regulatory

control QMS on risk and requirements
processes ability




5
General

requirements

Increased
emphasis on

regulatory
requirements

5 — Management Responsibility

5.5.1

Responsibility

& Authority

Top mgmt shall
DOCUMENT
the
interrelation of
all personnel
who....

5.5.2

Management
representative

Focus on
awareness of
quality
management
system and the
removal of
customer
requirements
from bullet c)

5.6

Management
review

Procedures
required,
document
planned
intervals

+ More bullet
points for
inputs, new
bullet for
outputs




6 — Resource Management

6.2
Human resources

Shall document the
processes for
establishing

competence,
providing training,
and ensuring
awareness

6.2
Human resources

+ Maintain
competency

+ NOTE
effectiveness
methodology link to
risk of work for
which training
provided

6.3
Infrastructure

+ Prevent product
mix up, ensure
orderly handling;
Maintenance of
equipment applies to
production, control
of work env, monitor
and measurement.




6.4 — Work environment and contamination control

6.4.1
Work environment

Adds documentation
requirements, competence for

temporary work, NOTE refers
to ISO 14644 and ISO 14698
for further information

6.4.2
Contamination control

For sterile medical devices, the
organization shall document
requirements for control of
contamination with micro-
organisms or particulate matter
and maintain the required
cleanliness during assembly or
packaging processes.



7.1

Planning of product

realization

+ Documented
processes for risk
management

+ Required planning for
verification, validation,

monitoring,
measurement,
inspection, test
activities, handling,
storage, distribution, &

traceability

7 — Product Realization

7.2.1

Determination

of product

requirements

+ Any user
training needed
to ensure
specified
performance
and safe use of
the medical
device

71.2.2

Review of
product

requirements

+ applicable
regulatory
requirements
are met

+ any user
training
identified in
accordance
with 7.2.1 is
available or
planned to be
available...

7.2.3

Communication

+ The
organization
shall
communicate
with regulatory

authorities in
accordance
with applicable
regulatory
requirements




7.3.2
Design &

development

planning

+ List of items
to document:

+ Traceability
of outputs to
inputs
+ Resources
including

competence

73.3-5

D & D Inputs,
outputs, review

Inputs + Usability,
standards, ability

to verify/validate

Review + specific
record
requirements

7 — Product Realization (continued)

7.3.6&7

Design &
development
VIV

Requirement to

document: the
V/V plan, the
methods of

V/V, criteria for

acceptance,
rationale for
sample sizes.
Connections
and interfaces

73.6 &7

Design &
development
VIV

V/V of device
interfaces. All
validation
activity must
be conducted
on
representative
product or
documented
equivalent
devices




7 — Product Realization (continued)

7.3.8 i i ; 7.3.10
- esign an .
Design & Design and
development transfer de:ﬁgt::%g:nt development files

Was 7.3.7 — more New sub-clause
detail added, link to
risk management
and product
New sub-clause realization added,
added detail
regarding
determining
significance of
change

+ Shall maintain a D&D
file for each medical
device type or family.

This file shall include or

reference records
generated to
demonstrate conformity
to the requirements for
D&D and records for
D&D changes

Procedures required




7.4.1
Purchasing

Criteria for evaluation
and selection of
suppliers includes
performance and risk.

Supplier performance
monitoring as part of
re-evaluation process,
additional record
requirements

7 — Product Realization (continued)

7.4.2

Purchasing
information

+ Purchasing
information to
include, as
applicable product
specifications.
Suppliers to agree to
prior notification of
changes

7.4.3

Verification of
purchased product

+ Extent of
verification based on
risk/supplier
evaluation and link
to change control




7 — Product Realization (continued)

Zidl

Control of production
& service provision

Production and service
provisions must be
monitored and
controlled as well as

planned and carried
out to ensure product
conforms to
specifications

7.5.2

Cleanliness &
contamination
control

Similar to 2003
requirements, adds
contamination
control

7.5.3

Installation
activities

Similar to
2003

requirements

7.5.4
Servicing activities

Servicing activity
records must be
analyzed to
determine of the

issue is a complaint

or must be utilized

as an improvement
input




7 — Product Realization (continued)

7.5.6 7.5.7
Validation of processes for Validation of 7.5.8
production and service sterilization and sterile Identification
provision barriers

+ UDI where
required by national
or regional

+ Added sterile
regulations

barriers

+ Validation required
prior to

+ Validate processes where
output cannot be OR IS NOT
verified, + need for procedures,

+ Use appropriate statistical
+ Requirement for

procedures for
separation of
returned products
from conforming
product

techniques, rationale for
sample sizes, approval of
changes, and validation of
software after any changes,
risk based

implementation,
changes

+ Document results,
conclusions, actions




7 — Product Realization (continued)

7.5.9
Traceability

Similar to 2003

version

7.5.10

Customer
property

Consistent with
7.5.4 of current
document

7.5.11

Preservation of
product

Specific reference
to packaging and
shipping
containers, other
measures

+ Distribution is
specified

7.6 Control of
monitoring and
measuring
equipment

Requirements for
the validation of
the application of
computer
software used for
monitoring and

measurement of
requirements
added to this
clause. Risk
based approach
required.




8 — Measurement, Analysis and Improvement

8.2.2 and 8.2.3

Complaint handling & Reporting
to regulatory authorities

8.2
Monitoring and measurement

New Clauses

+ Feedback procedures, input Requires procedures for timely
to risk management and complaint handling,

improvement process. Clause investigation, regulatory
strengthened. notification and more
Procedures for reporting to
regulatory authorities regarding
complaints are required




8 — Measurement, Analysis and Improvement

. tE:JZﬁ . 8.3 8.5.2 & 8.5.3
Lrlizaplrg el Control of non Corrective & Preventive
measurement of conforming product action

product

+ details in respect of
controls, concessions,

Verifying that CAPA
does not have an
adverse effect,

+ Test equipment

shall be identified as
appropriate

records. Clause
restructured

actions to be taken
without undue delay




ISO 13485:2016 Annexes

Annex A

«  Comparison of content between ISO 13485:2003 and ISO 13485:2016

Annex B

« Correspondence between ISO 13485:2016 and ISO 9001:2015

European Annexes - ZA (AIMD), ZB (MDD) and ZC (IVD)

- Identifies relationship between the European Standard (EN ISO 13485:20167) and
Conformity Assessment Requirements of the respective EU Medical Device Directives
via each conformity assessment route for each directive



ISO 13485:2016 Annexes

Annex A

+ Comparison of content
between ISO
13485:2003 and ISO
13485:2016

« List of *Comments on

change compared with
IS0 13485:2003"

Annex A
(informative)

Comparison of content between 1SO 13485:2003 and

ISO 13485:2016

Table A1 outlines the changes in this edition of this International Standard (1SO 13485:2016) compared
with the previous edition (I1SO 13485:2003)

Table A.1 — Comparison of content between I1SO 13485:2003 and IS0 13485:2016

Cluuse in IS0 13485 2016

Comment on change compared with 150 134852003

Foreword
Introduction

0.1 Goneral

Clhar e the offect of the third edition of this International Standard

Inclodes substantially more detall related to the nature of the organization covered by this
Intornational Standar d's requitesnents and the lile cyCle stages covered

Explabns that the requirements can be ased by suppliers or othet external par ties it het
voluntartly oc asa result of contr act s rangements.

—  Alerts organizations about their oblizations related to regulatory requirements focused
on quality management 5y stems

—  Alerts organizations about differences in local regulation definitions and thelr obligation
to understand bow these defmitions will affect thetr quality management systom




ISO 13485:2016 Annexes

Annex B

Annex B
(informative)

- Comparison of content Correspondence between ISO 13485:2016 and I1SO 9001:2015

between ISO
13485 : 20 16 and ISO Tables B.1 and §,2 show the correspondence between IS0 13485:2016 and 1SO 9001:2015

900 1 e 20 1 5 Table B.1 — Correspondence between 1SO 13485:2016 and 150 9001:2015
Clauae In 150 13485 20 16 Clause 1o 150 20012015
1 Quality masagetment ay sem 4 Comtont of 1he orpanization
L1 General requirements 44 Quality management oy stem and its procosses
4.2 Document atbon reygulyements 7.5 Documented informat on

 Top level clause mapping |2 [t

1.2.2 Quality manual 43 Determining the skope of the quality imanagement system
7.5.1 Geawzal
&4 Qualety manapement sy stem and its procosses

L2.3 Medical device fide Noose







