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Foreword

The text of ISO/TR 14969:2004 has been prepared by Technical Committee ISO/TC 210 “Qualit
management and corresponding general aspects for medical devices”. The transposition into a ﬁ
has been managed by the CEN/CENELEC Co-ordinating Working Group on quality
supplements for medical devices (CEN/CLC/CWG QS) the Secretariat of which is held by DIN in
collaboration with the CEN Management Centre (CMC).

With the publication of CEN ISO/TR 14969:2005 the following standards became obsolete and shall
be withdrawn:

* EN 724:1994 .Guidance on the application of EN 29001 and EN 46001 and of EN 29002 and
EN 46004 for non-active medical devices.,

* EN 928:1999 .In vitro diagnostic systems - Guidance on the application of EN 29001 and EN
#6001 and of EN 29002 and EN 46002 for in vitro diagnostic medical devices.

* N 50103:1995 .Guidance on the application of EN 29001 and EN 46001 and of EN 29002

and 46004 for the active (including active implantable) medical device industry."
It should be noted that the above-mentioned European standards which are not replaced by CEN
ISO/TR 14969:2005, were harmonized under the European Medical Devices Directives (90/385/EEE,

93/42/EEC and (98/79/EC). CEN ISO/TR 14969:2005 is not proposed for harmonization and so does
not provide a presumption of conformity with regard to these European Directives.
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Introduction

0.1 General

0.1.1 This Technical Report provides guidance to assist in the development, implementation and
maintenance of quality management systems that aim to meet the requirements of for
organizations that design and develop, produce, install and service medical devices, or that design, develop
and provide related services. It provides guidance related to quality management systems for a wide variety of
medical devices and related services. Such medical devices include active, non-active, implantable and non-
implantable medical devices and in vitro diagnostic medical devices.

SO 13485 specifies the quality management system requirements for medical devices for regulatory
purposes (see Annex A). ISO 13485 accommodates the previous |SO 13488 by permissible exclusion as
specified in |ISO 13485:2003, 1.2.

When judging the applicability of the guidance in this Technical Report, one should consider the nature of the
medical device(s) to which it will apply, the risk associated with the use of these medical devices, and the
applicable regulatory requirements.

As used in this Technical Report, the term “regulatory requirement” includes any part of a law, ordinance,
decree or national and/or regional regulation applicable to quality management systems for medical devices
and related services.

This Technical Report provides some approaches that an organization can use to implement and maintain a
quality management system which conforms with ]SO 13485. Alternative approaches can be used if they also
satisfy the requirements of ]SO 13485.

0.1.2 The guidance given in this Technical Report is applicable to the design, development, production,
installation and servicing of medical devices of all kinds. It describes concepts and methods that can be
considered by organizations which are establishing and maintaining quality management systems.

An organization can voluntarily incorporate guidance from this Technical Report, wholly or in part, into its
quality management system.

0.1.3 Guidance contained in this Technical Report can be useful as background information for those
representing quality management system assessors, Conformity Assessment Bodies and regulatory
enforcement bodies.

The guidance contained in this Technical Report is not to be used for identifying specific deficiencies of quality
management systems, unless such guidance is voluntarily incorporated by the organization into the
documentation describing and supporting the organization’s quality management system, or unless such
guidance is specifically made part of the regulatory requirements relevant to the organization’s operation.

0.2 Process approach

SO 13484 promotes the adoption of a process approach when developing, implementing and improving the
effectiveness of a quality management system, with the objective of meeting customer and regulatory
requirements, and providing medical devices that meet customer and regulatory requirements.

For an organization to function effectively, it has to identify and manage numerous linked activities. An activity
using resources, and managed in order to enable the transformation of inputs into outputs, can be considered
as a process. Often the output from one process directly forms the input to the next.
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The application of a system of processes within an organization, together with the identification and
interactions of these processes, and their management, can be referred to as the “process approach.”

An advantage of the process approach is the ongoing control which it provides over the linkage between the
individual processes within the system of processes, as well as over their combination and interaction.

If used within a quality management system, such an approach emphasizes the importance of

— understanding and meeting requirements,
— considering processes in terms of added value,
— obtaining results of process performance and effectiveness, and

— improving processes based on objective measurement.

The model of a process-based quality management system shown in Figure 1 illustrates the process linkages
presented in |]SO 13485:2003, Clauses 4 to 8. This illustration shows that customers and regulatory authorities
play a significant role in defining requirements as inputs. Monitoring of customer feedback requires the
evaluation of information relating to whether the organization has met the customer requirements. The model

shown in Figure 1 covers all the requirements of

, but does not show processes at a detailed level.

Maintaining the effectiveness of
the quality management system

Management
| — — — — — — — - responsibility

g

N

Customers

and
Regulatory Resource naiyels and
Authorities management improvement

2
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and
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Authorities

— — — — - Feedback

Input

- Product
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Requirements
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’ Output

Key

—— Value-adding activities

— — — = Information flow

Figure 1 — Model of a process-based quality management system
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In addition, the methodology known as “Plan-Do-Check-Act” (PDCA) can be applied to all processes. PDCA
can be briefly described as follows.

Plan:  establish the objectives and processes necessary to deliver results in accordance with customer
requirements and the organization’s policies.

Do: implement the processes.

Check: monitor and measure processes and product against policies, objectives and requirements for
the product and report the results.

Act: take actions to improve process performance.

0.3 Relationship with other standards, guidance documents and regulatory requirements
The relationship between SO 13484, this Technical Report and the general standards for quality
management systems (JSO 9001 and hSO 9004) is summarized as follows.

a) This Technical Report provides guidance on the application of ]SO 13485.

b) specifies requirements for quality management systems in order to achieve regulatory
compliance in the medical devices industries. It follows the format, structure and process approach of
. It differs from in that it specifies additional requirements but does not include the
explicit requirements for continual improvement and customer satisfaction.

c) IS0 9001 is an International Standard for quality management systems in general.

d) gives guidance on a wider range of objectives of quality management systems than does this
Technical Report, particularly for the continual improvement of an organization’s overall performance and
efficiency, as well as its effectiveness. is suitable as a guide for organizations whose top
management wishes to move beyond the requirements of , in pursuit of continual performance
improvement and customer satisfaction. However, it is not intended for certification or for contractual
purposes.

includes those generic quality management system requirements contained in that are
relevant to a regulated organization that designs and develops, produces, installs and/or services medical
devices, or which designs and develops and provides related services. This Technical Report, however, does
not set out to provide specific guidance with respect to these generic quality management system
requirements which are common to both |]SO 13485 and SO 9001|. Guidance on can be found, for
example, in the I1SO brochure, SO 9001 for Small Businesses — What to do, and in Introduction and
Package module.

Guidance provided in this Technical Report has taken into consideration requirements and guidance
contained in documents from the following organizations:

— Global Harmonization Task Force (GHTF);

— International Organization for Standardization (ISO);

— European Committees for Standardization (CEN and CENELEC);
— national regulatory bodies.

Many of these documents are listed in the Bibliography.
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0.4 Compatibility with other management systems
Conformance to |SO 13485 quality management system requirements does not automatically constitute

conformity with national or regional regulatory requirements. It is the organization’s responsibility to identify
and establish compliance with relevant regulatory requirements.
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Medical devices — Quality management systems — Guidance
on the application of ISO 13485:2003

1 Scope

1.1 General

This Technical Report provides guidance for the application of the requirements for quality management
systems contained in . It does not add to, or otherwise change, the requirements of .
This Technical Report does not include requirements to be used as the basis of regulatory inspection or
certification assessment activities.

NOTE The terms “should”, “can” and “might” within this Technical Report are used as follows. “Should” is used to
indicate that, amongst several possibilities to meet a requirement in , one is recommended as being particularly
suitable, without mentioning or excluding others, or that a certain course of action is preferred but not necessarily required.
“Can” and “might” are used to indicate possibilities or options. These terms do not indicate requirements.

This guidance can be used to better understand the requirements of |SO 13485 and to illustrate some of the
1SO 13485

variety of methods and approaches available for meeting the requirements of ]SO 13484.

1.2 Application

ISO 13485:2003, Medical devices — Quality management systems — Requirements for regulatory
purposes

1.2 Application

All requirements of this International Standard are specific to organizations providing medical devices,
regardless of the type or size of the organization.

If regulatory requirements permit exclusions of design and development controls (see 7.3), this can be used
as a justification for their exclusion from the quality management system. These regulations can provide
alternative arrangements that are to be addressed in the quality management system. It is the responsibility
of the organization to ensure that claims of conformity with this International Standard reflect exclusion of
design and development controls [see 4.2.2 a) and 7.3].

If any requirement(s) in Clause 7 of this International Standard is(are) not applicable due to the nature of the
medical device(s) for which the quality management system is applied, the organization does not need to
include such a requirement(s) in its quality management system [see 4.2.2 a)].

The processes required by this International Standard, which are applicable to the medical device(s), but
which are not performed by the organization, are the responsibility of the organization and are accounted for
in the organization’s quality management system [see 4.1 a)].

In this International Standard the terms “if appropriate” and “where appropriate” are used several times. When
a requirement is qualified by either of these phrases, it is deemed to be “appropriate” unless the organization
can document a justification otherwise. A requirement is considered “appropriate” if it is necessary in order for

— the product to meet specified requirements, and/or

— the organization to carry out corrective action.
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1.2.1 General

Certain product realization requirements of ]SO 13489 can legitimately be omitted in one of two ways: they
can be “excluded”, or they might be “not applicable”. It is important to note, however, that any exclusion or
non-applicability should be detailed and justified in the organization’s quality manual.

1.2.2 Exclusions

Some regulatory requirements permit organizations to place some medical devices on the market without
having to demonstrate conformance with design and development controls (see |SO 13485:2003, 7.3).
Organizations should determine the exclusion of 7.3 on a product-by-product, market-by-market basis.

Even if the organization is permitted by regulations to exclude the requirements of 7.3, it still has obligations to
meet product realization requirements of |]SO 13485:2003, 7.2, 7.4 and 7.5 and 7.6.

1.2.3 Non-applicability

SO 13481 provides for the organization to omit from its quality management system those product realization
requirements that are not applicable due to the nature of the medical device.

For example, an organization providing single-use, sterile medical devices does not need to include within its
quality management system elements related to installation and servicing. Similarly, an organization providing
non-sterile medical devices does not need to include the elements related to sterilization.

It is important for the organization to review carefully all the requirements of ]SO 13485:2003, Clause 7, in
order to identify those requirements that do apply to functions performed by the organization. Once those
requirements are identified, the organization is obliged to comply with }]SO 13485:2003, 7.1, and to perform
the planning associated with identified product realization requirements.

EXAMPLE An organization intends

— to place its own label on a medical device designed and developed, produced, and serviced by suppliers outside its
quality management system, and to market this medical device,

— to communicate with customers who have purchased the medical device, and

— to have systems in place for receiving customer complaints.

Even though the organization does not perform design and development activities itself, it cannot consider 7.3 to be
non-applicable. It still has obligations to meet the requirements of 7.3, unless relevant regulations permit an exclusion.

Once the organization identifies those requirements, it is obliged under 7.1 to plan for the quality management system
processes needed to meet those requirements.

2 Normative references
The following referenced documents are indispensable for the application of this document. For dated

references, only the edition cited applies. For undated references, the latest edition of the referenced
document (including any amendments) applies.

SO 9000:2004d, Quality management systems — Fundamentals and vocabulary

ISO 13485:2003, Medical devices — Quality management systems — Requirements for regulatory purposes

3 Terms and definitions

For the purposes of this document, the terms and definitions given in |]SO 9000 and ]SO 13485 apply.

NOTE The terms provided in Annex A should be regarded as generic, as definitions provided in national regulatory
requirements can differ.
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4 Quality management system

4.1 General requirements

ISO 13485:2003, Medical devices — Quality management systems — Requirements for regulatory
purposes

4 Quality management system

4.1 General requirements

The organization shall establish, document, implement and maintain a quality management system and
maintain its effectiveness in accordance with the requirements of this International Standard.

The organization shall

a) identify the processes needed for the quality management system and their application throughout the
organization (see 1.2),

b) determine the sequence and interaction of these processes,

c) determine criteria and methods needed to ensure that both the operation and control of these processes
are effective,

d) ensure the availability of resources and information necessary to support the operation and monitoring of
these processes,

e) monitor, measure and analyse these processes, and

f) implement actions necessary to achieve planned results and maintain the effectiveness of these
Processes.

These processes shall be managed by the organization in accordance with the requirements of this
International Standard.

Where an organization chooses to outsource any process that affects product conformity with requirements,
the organization shall ensure control over such processes. Control of such outsourced processes shall be
identified within the quality management system (see 8.5.7).

NOTE Processes needed for the quality management system referred to above should include processes for
management activities, provision of resources, product realization and measurement.

4.1.1 An element of managing an organization is the implementation and maintenance of an effective
quality management system that is designed to enable an organization to provide medical devices that meet
customer and regulatory requirements.

The organization can maintain the effectiveness of its established quality management system through a
range of activities, such as

— internal audits,

— management review,

— corrective and preventive actions, and
— independent external assessments.
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4.1.2 Maintaining the effectiveness of the quality management system in its ability to meet customer and
regulatory requirements will typically involve the organization responding effectively to external factors, such
as

— changes in regulatory requirements, including adverse event reporting, and
— customer feedback,

and internal changes, such as changes to

— key personnel,

— facilities,

— manufacturing processes and equipment, including related software,

— software related to the quality management system, and

— product, including software.

4.1.3 Examples of activities to maintain an effective quality management system include

— defining and promoting processes which lead to achieving regulatory compliance,

— acquiring and using process data and information on a continuing basis,

— determining and providing resources, including human and information system resources,
— directing necessary changes to the quality management system, and

— using suitable evaluation methods such as internal audits and management reviews.

For guidance on activities related to outsourced processes, see 7.4.1.
4.2 Documentation requirements

4.2.1 General

ISO 13485:2003, Medical devices — Quality management systems — Requirements for regulatory
purposes

4.2 Documentation requirements

4.21 General

The quality management system documentation shall include

a) documented statements of a quality policy and quality objectives,
b) a quality manual,

c) documented procedures required by this International Standard,

d) documents needed by the organization to ensure the effective planning, operation and control of its
processes,

e) records required by this International Standard (see 4.2.4), and
f)  any other documentation specified by national or regional regulations.

Where this International Standard specifies that a requirement, procedure, activity or special arrangement be
“documented”, it shall, in addition, be implemented and maintained.

For each type or model of medical device, the organization shall establish and maintain a file either containing
or identifying documents defining product specifications and quality management system requirements (see
4.2.3). These documents shall define the complete manufacturing process and, if applicable, installation and
servicing.
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NOTE 1 The extent of the quality management system documentation can differ from one organization to another
due to

a) the size of the organization and type of activities,
b) the complexity of processes and their interactions, and

c) the competence of personnel.

NOTE 2  The documentation can be in any form or type of medium.

4.21.1 Documented quality management system procedures are required for applicable requirements of
and should be consistent with the organization’s quality policy. It is important to recognize that the
structure and level of detail required in these procedures should be tailored to the needs of the organization,
which in turn are dependent on the methods used and the skills and qualifications of the organization’s
personnel performing the activities in question (see also 6.2.2).

Procedures or instructions may be presented in text, graphic or audio-visual form. Frequently a simple set of
pictures can convey the requirements more accurately than a lengthy detailed description.

4.21.2 Documented procedures, including work instructions and flowcharts, should be stated simply,
unambiguously and understandably, and should indicate methods to be used and criteria to be satisfied.
These procedures typically define activities and describe

— what is to be done, and by whom,

— when, where and how it is to be done,

— what materials, equipment and documents are to be used,
— how an activity is to be monitored and measured, and

— what records are required.

4.21.3 Documentation should be evaluated with respect to the effectiveness of the quality management
system against criteria, such as

— functionality,

— human interfaces,

— resources required,

— policies and objectives, and

— interfaces used by the organization’s customers and suppliers.

421.4 The file for each type or model of medical device referred to in ]SO 13485:2003, 4.2.1 is
sometimes referred to by different terms (see Annex A, section B). This file can contain, or give reference to
the location of, documentation relevant to the manufacture of that product. Examples of such documentation
include

— specifications for raw materials, labelling, packaging materials, sub-assemblies and medical devices,
— parts lists,

— engineering drawings,

— software programs, including source code (if available),

— work instructions, including equipment operation,
— sterilization process details, if applicable,

— quality plans,

— manufacturing/inspection/test procedures, and
— acceptance criteria.
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4.21.5 The documentation referred to in |SO 13485:2003, 4.2.1 forms part of the quality management
system and should be subject to document and record control procedures (see 4.2.3 and 4.2.4).

4.2.2 Quality manual

ISO 13485:2003, Medical devices — Quality management systems — Requirements for regulatory
purposes

4.2.2 Quality manual
The organization shall establish and maintain a quality manual that includes

a) the scope of the quality management system, including details of and justification for any exclusion and/or
non-application (see 1.2),

b) the documented procedures established for the quality management system, or reference to them, and

c) a description of the interaction between the processes of the quality management system.

The quality manual shall outline the structure of the documentation used in the quality management system.

There is no specific guidance for this subclause of [SO 134885.

NOTE Additional information relating to quality manuals is available in |[SO/TR 10013

4.2.3 Control of documents

ISO 13485:2003, Medical devices — Quality management systems — Requirements for regulatory
purposes

4.2.3 Control of documents

Documents required by the quality management system shall be controlled. Records are a special type of
document and shall be controlled according to the requirements givenin 4.2.4.

A documented procedure shall be established to define the controls needed

a) to review and approve documents for adequacy prior to issue,

b) to review and update as necessary and re-approve documents,

c) to ensure that changes and the current revision status of documents are identified,

d) to ensure that relevant versions of applicable documents are available at points of use,

e) to ensure that documents remain legible and readily identifiable,

f) to ensure that documents of external origin are identified and their distribution controlled, and

g) to prevent the unintended use of obsolete documents, and to apply suitable identification to them if they
are retained for any purpose.

The organization shall ensure that changes to documents are reviewed and approved either by the original
approving function or another designated function which has access to pertinent background information upon
which to base its decisions.

The organization shall define the period for which at least one copy of obsolete controlled documents shall be
retained. This period shall ensure that documents to which medical devices have been manufactured and
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tested are available for at least the lifetime of the medical device as defined by the organization, but not less
than the retention period of any resulting record (see 4.2.4), or as specified by relevant regulatory
requirements.

4231 The system established for the control of internal and external documents will, if appropriate
— assign responsibilities for preparation, approval and issue of documents,

— ensure prompt withdrawal of obsolete copies of controlled documents,

— define a method for recording the implementation date of a document change, and

— allow controlled and non-controlled documents to be distinguished.

The quality management system may also identify recipients of controlled copies of documents.

4.2.3.2 Documents may be reviewed at various times throughout the life of a document, for example, as
a result of

— facilities, personnel or organizational changes,

— audit activities,

— acquisitions,

— new products, technologies or software,

— arequirement of the organization's quality management system for periodic review.

4.2.3.3 Document control procedures can be assisted by the adoption of a consistent structure for the
documents within the quality management system. These procedures should clearly indicate what document
control information should be included in each document. Consideration should be given to the inclusion of

— title and scope,

— document reference number,

— date of issue/date effective,

— revision status,

— review date or review frequency, as required by the quality management system,
— revision history,

— originator or author,

— person(s) approving it,

— person(s) issuing it,

— distribution,

— pagination, and

— computer file reference, if applicable.

4234 The topic of electronic documents is complex and evolving. National or regional regulations and
guidance documents might address requirements for the organization to establish documented procedures
specifically for control of electronic records. This may include, but is not limited to, access, storage,
reproducibility, readability, audit trails and electronic signatures, if appropriate.

4.2.3.5 Organizations are required by to define the lifetime of each of their medical devices;

considerations for establishing the lifetime of the medical device are to be found in 7.1.

Document retention time should take into consideration

— period of time the medical device is expected to be in the market place,

— legal considerations including liability,

— need or advisability of keeping documents indefinitely,

— retention time of related records, and

— spare parts availability.
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4.2.3.6 The organization should retain at least one copy of obsolete controlled documents for at least the
minimum period of time required by regulation. Obsolete documents should also be retained for as long as is
necessary to understand the content of records which are related to the document (see 4.2.4).

SO 13488 requires the organization “to apply suitable identification” to obsolete documents; such
identification can be applied physically (as with a stamp) or electronically (as in a computerized database).

recognizes that there might be specific regional or national regulatory requirements for the
retention of documents made obsolete by changes in medical devices or the quality management system. The
organization should determine whether any market that it supplies has such regulatory requirements and
should establish a system to ensure that such obsolete documents are retained for an appropriate period.

4.2.4 Control of records

ISO 13485:2003, Medical devices — Quality management systems — Requirements for regulatory
purposes

4.2.4 Control of records

Records shall be established and maintained to provide evidence of conformity to requirements and of the
effective operation of the quality management system. Records shall remain legible, readily identifiable and
retrievable. A documented procedure shall be established to define the controls needed for the identification,
storage, protection, retrieval, retention time and disposition of records.

The organization shall retain the records for a period of time at least equivalent to the lifetime of the medical
device as defined by the organization, but not less than two years from the date of product release by the
organization or as specified by relevant regulatory requirements.

4241 Records can be considered as falling into one of three categories, as follows:

a) those that relate to the design, and the manufacturing processes, affecting all medical devices of a
particular type;

b) those that relate to the manufacture or distribution of an individual medical device or batch of medical
devices;

c) those that demonstrate the effective operation of the overall quality management system (system
records).

It is clear that records in categories a) and b) are related directly to particular medical devices. Those in
category a) should be kept for a time at least equivalent to the lifetime of the medical device after manufacture
of the last product made to that design. Those records in category b) should be kept for a time at least
equivalent to the lifetime of that particular batch of medical devices.

4.24.2 Some system records may also have a retention period related to the lifetime of a medical device;
for example, calibration and training of individuals. For some other system records, it is less straightforward to
relate them to the lifetime of a medical device; for example, management review, internal audit, infrastructure,
evaluation of some suppliers and analysis of data. In these cases, the organization is required by
to identify an appropriate retention period. In defining this retention period, the organization should take into
account the nature of the medical device, the risks associated with its use, the records involved and relevant
regulatory requirements.

4.24.3 Records should be stored safely, protected from unauthorized access, and protected from
alteration. These records should be properly identified, collected, indexed and filed, and should be readily
accessible as and if needed. They may be stored or copied in any suitable form (e.g. hardcopy or electronic
media). If records are retained on electronic media, consideration of the retention times and accessibility of
the records should take into account the degradation of the electronic data and the availability of devices and
software needed to access the records. Such copies of records should contain all the relevant information
captured in the original records.
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4.2.4.4 Hand-written entries should be made by indelible medium. Persons making authorized entries on
records or verifying such entries should do so in clear legible writing, and should confirm the entry by adding
their initials, signature or equivalent, and the date.

Good recording practices can include the following procedures, as appropriate:

— enter data and observations as they occur;

— do not pre-date or post-date records;

— do not use another person’s initial, signature or equivalent;

— complete all fields or check-offs when using a form;

— refer to raw data when transferring data, and have the transcription verified by a second person;
— verify all entries for completeness and correctness;

— number pages to ensure completeness.

4.2.4.5 If an error is made or detected on a record, it should be corrected in such a manner that the original
entry is not lost and the correction is initialed and dated. If appropriate, the reason for the correction should be
recorded. Where electronic records systems are used in place of paper-based ones, these systems should,
wherever possible, incorporate time-stamped, immutable, system-generated audit trails, for tracking changes.
Such audit trails may include the identity of the authorized user, creations, deletions, modifications/
corrections, time and date, links and embedded comments.

4.2.4.6 The organizations may have alternative provisions for critical data entry of electronic records, for
example,

— a second authorized person with logged name and identification, with time and date, can verify data entry
via the keyboard, or

— systems with direct data capture can have the second check as a part of validated system functionality.

A system should be implemented that assures the integrity of electronic records and protects against
unauthorized entries. The topic of electronic records is complex and evolving. National or regional regulations
and guidance documents might address requirements for the organization to establish documented
procedures specifically for control of electronic records. This might include, but not be limited to, access,
storage, reproducibility, readability, audit trails and electronic signatures, if appropriate.

4247 In addition to considering the lifetime of the device (see 7.1) in determining record retention time,
legal considerations, including liability, and the need or advisability of keeping records indefinitely, should be
considered.

5 Management responsibility

5.1 Management commitment

ISO 13485:2003, Medical devices — Quality management systems — Requirements for regulatory
purposes

5 Management responsibility

5.1 Management commitment

Top management shall provide evidence of its commitment to the development and implementation of the
quality management system and maintaining its effectiveness by

a) communicating to the organization the importance of meeting customer as well as statutory and
regulatory requirements,

b) establishing the guality policy,
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c) ensuring that quality objectives are established,
d) conducting management reviews, and

e) ensuring the availability of resources.

NOTE For the purposes of this Intemnational Standard, statutory requirements are limited to the safety and
performance of the medical device only.

It is important to note the emphasis on “top management” throughout this subclause. This is intended to
ensure that the quality management system is effective as a result of commitment on the part of management
at the highest levels of the organization.

Top management’s commitment is best demonstrated by its actions.

Remembering that the quality management system is a set of interrelated processes, top management should
ensure that processes operate as an effective network.

Consideration should be given to

— ensuring that the sequence and interaction of processes are designed to achieve the planned results
effectively,

— ensuring that process inputs, activities and outputs are clearly defined and controlled,

— monitoring inputs and outputs to verify that individual processes are linked and operate effectively,
— identifying hazards and managing risks,

— conducting data analysis to facilitate necessary improvement of processes,

— identifying process owners and giving them responsibility and authority, and

— managing each process to achieve the process objectives.

5.2 Customer focus

ISO 13485:2003, Medical devices — Quality management systems — Requirements for regulatory
purposes

5.2 Customer focus

Top management shall ensure that customer requirements are determined and are met (see 7.2.1 and 8.2.1).

This subclause is intended to emphasize the responsibility of top management to make certain that customer
requirements are understood and that the necessary resources are made available to meet those
requirements, regardless of who in the organization actually undertakes the interaction with the customer. The
references to ]SO 13485:2003, 7.2.1 and 8.2.1, are pointers to what this process will be expected to cover.

5.3 Quality policy

ISO 13485:2003, Medical devices — Quality management systems — Requirements for regulatory
purposes

5.3 Quality policy
Top management shall ensure that the quality policy

a) is appropriate to the purpose of the organization,

b) includes a commitment to comply with requirements and to maintain the effectiveness of the quality
management system,

Documents

10 Document Sharing Hub

Full document details: PD CEN ISO/TR 14969:2005


http://dx.doi.org/10.3403/30258513
http://dx.doi.org/10.3403/30258513
http://dx.doi.org/10.3403/30258513
http://www.avadocuments.com/doc/pd-cen-iso-tr-14969-2005
http://www.avadocuments.com/doc/pd-cen-iso-tr-14969-2005

CEN ISO/TR 14969:2005

c) provides a framework for establishing and reviewing quality objectives,
d) is communicated and understood within the organization, and

e) is reviewed for continuing suitability.

The quality policy establishes

— a commitment to quality and the continuing effectiveness of the quality management system to meet
customer and regulatory requirements,

— the context for quality objectives, and
— the relationship of the organization’s objectives to the customers’ requirements.

It is important that the organization’s quality policy be considered when preparing the overall organization
policies related to its business operations (e.g. marketing, sales, finance) in order to ensure that all
organization policies are consistent and supportive of each other.

The quality policy should communicate the organization’s commitment to quality and its overall vision of what
quality means to the organization’s business and customers.

ISO 13485:2003, 4.2.1, requires the organization to state this quality policy in writing.

In order to demonstrate that the organization is committed to implementing its quality policy, it will need to
identify clear, overall quality goals for the business that are directly relevant to the organization and its
customers.

Top management’s commitment to the quality policy should be visible, active and effectively communicated.
For example, a publicly displayed copy of the quality policy signed by top management is one method to show
that commitment to both employees and customers. Another method is to present and discuss the quality
policy at organization meetings throughout the year. Top management’s commitment is best communicated
through its decisions and actions.

All employees need to understand the quality policy and how it affects them. Top management should ensure
that the organization decides on the methods which will be used to achieve this understanding.

The quality policy also needs to be reviewed from time to time to determine if it accurately reflects the current
quality related goals and objectives of the organization. This review is often carried out during the
management review required in 5.6.

5.4 Planning

5.4.1 Quality objectives

ISO 13485:2003, Medical devices — Quality management systems — Requirements for regulatory
purposes

5.4 Planning

5.4.1 Quality objectives

Top management shall ensure that quality objectives, including those needed to meet requirements for
product [see 7.1 a)], are established at relevant functions and levels within the organization. The quality
objectives shall be measurable and consistent with the quality policy.

In order to put the organization’s quality policy into effect, top management needs to establish clearly defined
quality objectives for which the organization can aim. The activities undertaken to reach these objectives do
not need to be carried out personally by top management, but the responsibility is still theirs.
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In setting quality objectives and any associated targets, timeframes for achieving the targets are usually
established.

SO 13484 calls for quality objectives not only for the quality management system but also for medical devices
and related services [see 7.1 a)].

Quality objectives should be realistic and related to achievable and measurable outcomes, such as

— meeting the requirements (customer, regulatory and other) for medical devices and related services,
— reducing errors,

— reducing internal audit closure times,

— meeting planned schedules, and

— reducing customer complaint handling times.

Groups within the organization typically establish group objectives which follow from the overall organization
objectives and relate to the specific activities of the group.

Quality objectives provide one of the inputs into quality management system planning (see 5.4.2).

5.4.2 Quality management system planning

ISO 13485:2003, Medical devices — Quality management systems — Requirements for regulatory
purposes

5.4.2 Quality management system planning
Top management shall ensure that

a) the planning of the quality management system is carried out in order to meet the requirements given in
4.1, as well as the quality objectives, and

b) the integrity of the quality management system is maintained when changes to the quality management
system are planned and implemented.

5421 This subclause deals with planning related to the quality management system in general, in
contrast to planning required in other sub-clauses related to individual elements of the quality management
system.

In order that the quality management system can meet the requirements of |[SO 13485:2003, 4.1, most of this
planning will be at the initial stages of development and implementation of the quality management system.
This planning can assist the organization to fulfil its quality objectives. Since quality objectives can, and indeed
should, change over time, this planning is likely to be ongoing, and can assist the quality management system
to continue to be effective during and after changes.

5.4.2.2 Typical inputs into quality management system planning include

— quality policy,

— quality objectives,

— regulatory requirements,

— quality management system standards, and

— changes required (e.g. as a result of management review and/or corrective and preventive action).

54.23 Typical outputs from quality management system planning that demonstrate meeting the
requirements of [SO 13485:2003, 4.1, and the quality objectives include

— the quality manual and supporting documentation,
— gap analyses,

— actions plans, and

— results of action plans.
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It should be noted that the term “quality plan” is more frequently used in conjunction with product realization
planning (see 7.1) than in conjunction with quality management system planning.

5.5 Responsibility, authority and communication

5.5.1 Responsibility and authority

ISO 13485:2003, Medical devices — Quality management systems — Requirements for regulatory
purposes

5.5 Responsibility, authority and communication

5.5.1 Responsibility and authority

Top management shall ensure that responsibilities and authorities are defined, documented and
communicated within the organization.

Top management shall establish the interrelation of all personnel who manage, perform and verify work
affecting quality, and shall ensure the independence and authority necessary to perform these tasks.

NOTE National or regional regulations might require the nomination of specific persons as responsible for activities
related to monitoring experience from the post-production stage and reporting adverse events (see 8.2.1 and 8.5.1).

This requirement is usually achieved by means of documented position descriptions which include
responsibilities and authorities, and organization charts which describe the interrelation of personnel. As this
documentation forms part of the quality management system, it should be controlled (see 4.2.3).
Responsibilities and authorities (including those for substitute personnel) may also be included in documented
procedures. Some organizations “map” quality management system processes to show the linkages between
processes and the responsibilities associated with activities to be performed.

For some activities (e.g. internal quality audits and design and development reviews), it is important that there

be participation by individuals who have the required knowledge of, as well as organizational independence
from, the subject being reviewed.

5.5.2 Management representative

ISO 13485:2003, Medical devices — Quality management systems — Requirements for regulatory
purposes

5.5.2 Management representative

Top management shall appoint a member of management who, irrespective of other responsibilities, shall
have responsibility and authority that includes

a) ensuring that processes needed for the quality management system are established, implemented and
maintained,

b) reporting to top management on the performance of the quality management system and any need for
improvement (see 8.5), and

c) ensuring the promotion of awareness of regulatory and customer requirements throughout the
organization.

NOTE The responsibility of a management representative can include liaison with external parties on matters
relating to the quality management system.
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Only one member of management is designated by top management as its management representative.

The functions of the management representative may be entirely related to quality management system
activities or may be in conjunction with other functions and responsibilities within the organization.

If the management representative has other functions to perform, there should be no conflict of interest
between the responsibilities for the other functions and those relating to the quality management system.

The management representative may delegate responsibilities for the quality management system to others in
the organization.

5.5.3 Internal communication

ISO 13485:2003, Medical devices — Quality management systems — Requirements for regulatory
purposes

5.5.3 Internal communication

Top management shall ensure that appropriate communication processes are established within the
organization and that communication takes place regarding the effectiveness of the quality management
system.

For a quality management system to work effectively, open and active communication is essential. Top
management needs to establish the processes which encourage people within the organization to
communicate at all levels.

Information related to the quality management system should be clear and understandable and adapted to the
personnel meant to use it. Such information relates to top management’s expectations regarding the quality
management system performance, and information related to the implementation and effectiveness of the
quality management system [e.g. results of internal quality audits (see 8.2.2), management reviews (see 5.6),
external assessments and regulatory inspections].

Examples of communication methods include

— posting information on bulletin boards,

— holding meetings, or

— circulating information via e-mail or copies of documents.

Internal communication can be facilitated by personnel having familiarity with a variety of activities or functions

within the organization. This familiarity can be enhanced, for example, by placing personnel from one function
into another function as a part of their personal development.

5.6 Management review

5.6.1 General

ISO 13485:2003, Medical devices — Quality management systems — Requirements for regulatory
purposes

5.6 Management review

5.6.1 General

Top management shall review the organization’s quality management system, at planned intervals, to ensure
its continuing suitability, adequacy and effectiveness. This review shall include assessing opportunities for
improvement and the need for changes to the quality management system, including the quality policy and
quality objectives.

Records from management reviews shall be maintained (see 4.2.4).
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Top management should typically review the quality management system on a regular basis; an annual
review could be acceptable for an established and effective quality management system. If changes are
planned or being implemented, more frequent reviews are normally needed. Circumstances can arise that
might require a change to the planned intervals for management reviews.

Top management and other participants in management reviews should be able to contribute and/or take
action on any outcomes, if necessary (see 6.2.2).

The method of carrying out the review should suit the organization’s business practices and could consist of
— formal face-to-face meetings with an agenda, minutes and formally identified action points,
— avariant of the above by teleconference or Internet links, or

— partial reviews at various levels within an organization, reporting to the top management who review the
reports.

Management review records can be in any form which suits the organization, such as notes in a daybook,
formal meeting minutes or notes, which can be produced, distributed and stored on paper or electronically.
The identity of those taking part in the management review should be recorded.

Records of the management review should address all points of the review together with a description of any
corrective or preventive action to be taken, the responsibility for such actions, the resources which might be
needed to complete such actions and target dates for completion, if known.

5.6.2 Review input

ISO 13485:2003, Medical devices — Quality management systems — Requirements for regulatory
purposes

5.6.2 Review input

The input to management review shall include information on
a) results of audits,

b) customer feedback,

c) process performance and product conformity,

d) status of preventive and corrective actions,

e) follow-up actions from previous management reviews,

f) changes that could affect the quality management system,
g) recommendations for improvement, and

h) new or revised regulatory requirements.

5.6.2.1 To ensure that the entire quality management system is covered, a consistent approach should
be followed to ensure that the review covers the following:

— the continued suitability of the quality policy and objectives with respect to current needs;

— the functional effectiveness of the quality management system and its ability to meet objectives;
— analysis of process performance;

— quality problems and actions taken;

— customer feedback, including customer complaints;

— quality audit reports (both internal and external);

— areas for improvement/changes needed;

— outstanding actions from previous reviews;

— new or revised regulatory requirements.
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