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JAPANESE INDUSTRIAL STANDARD JIS Q 13485 : 2005
(ISO 13485 : 2003)

Medical devices—Quality management systems—
Requirements for regulatory purposes

Introduction

0.1 General This Japanese Industrial Standard has been prepared based on the second
edition of ISO 13485 Medical devices—@Quality management systems—~Requirements for
regulatory purposes published in 2003 without modifying the technical contents.

Descriptions marked "Information" are for guidance in understanding or clarifying
the associated requirement.

The portions with dotted underlines are the matters not included in the original In-
ternational Standard.

This Standard specifies requirements for a quality management system that can be
used by an organization for the design and development, production, installation and
servicing of medical devices, and the design, development, and provision of related ser-
vices.

1t can also be used by internal and external parties, including certification bodies, to
assess the organization's ability to meet customer and regulatory requirements.

It is emphasized that the quality management system requirements specified in this
Standard are complementary to technical requirements for products.

The adoption of a quality management system should be a strategic decision of an
organization. The design and implementation of an organization's quality management
system is influenced by varying needs, particular objectives, the products provided, the
processes employed and the size and structure of the organization. It is not the intent
of this Standard to imply uniformity in the structure of quality management systems
or uniformity of documentation.

There is a wide variety of medical devices and some of the particular requirements of
this Standard only apply to named groups of medical devices. These groups are defined
in clause 3.

0.2 Process approach 7his Standard is based on a process approach to quality man-
agement.

Any activity that receives inputs and converts them to outputs can be considered as
a process.

For an organization to function effectively, it has to identify and manage numerous
Iinked processes.

Often the output from one process directly forms the input to the next.

The application of a system of processes within an organization, together with the
identification and interactions of these processes, and their management, can be re-
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ferred to as the "process approach”.
0.3 Relationship with other standards

0.3.1 Relationship with JIS @ 9001:2000 While this is a stand-alone standard, it is
based on JIS @ 9001.

Those clauses or subclauses that are quoted directly and unchanged from JIS ¢ 9001
are 1n normal font. The fact that these subclauses are presented unchanged is noted in
Annex B.

Where the text of this Standard is not identical to the text of JIS @ 9001, the sen-

to standard titles). The nature and reasons for the text changes are noted in Annex B.

0.3.2 Relationship with ISO/TR 14969 ISO/TR 14969 is a Technical Report intended
to provide guidance for the application of ISO 13485-2005.

0.4 Compatibility with other management systems 7This Standard follows the for-
mat of JIS @ 90012000 for the convenience of users in the medical device community.

This Standard does not include requirements specific to other management systems,
such as those particular to environmental management, occupational health and safety
management, or financial management.

However, this Standard enables an organization to align or integrate its own quality
management system with related management system requirements. It is possible for
an organization to adapt its existing management system(s) in order to establish a
quality management system that complies with the requirements of this Standard.

1 Scope

1.1 General 7This Standard specifies requirements for a quality management system
where an organization needs to demonstrate its ability to provide medical devices and
related services that consistently meet customer requirements and regulatory re-
quirements applicable to medical devices and related services.

The primary objective of this Standard 1s to facilitate harmonized medical device
regulatory requirements for quality management systems. As a result, it includes some
particular requirements for medical devices and excludes some of the requirements of
JIS & 90012000 that are not appropriate as regulatory requirements. Because of these
exclusions, organizations whose quality management systems conform to this Standard
cannot claim conformity to JIS € 90012000 uniess their quality management systems
conform to all the requirements of JIS @ 9001:2000 (see Annex B).

NOTE : The International Standard(s) corresponding to this Standard is as follows.
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In addition, symbols which denote the degree of correspondence in the
contents between the relevant International Standard and JIS are IDT
(identical), MOD (modified), and NEQ (not equivalent) according to
ISO/TEC Guide 21.

ISO 13485:2003 Medical devices—Quality management systems—~Requirements
for regulatory purposes (IDT)

1.2 Application A/l requirements of this Standard are specific to organizations pro-
viding 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 ad-
dressed In the quality management system. It is the responsibility of the organization
to ensure that claims of conformity with this Standard reflect exclusion of design and
development controls [see 4.2.2 a) and 7.5/,

If any requirement(s) in clause 7 of this 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 man-
agement system [see 4.2.2 a)].

The processes required by this Standard, which are applicable to the medical de-
vice(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 Standard the terms "if appropriate” and "where appropriate” are used several
times. When a requirement 1s qualified by either of these phrases, it 1s deemed to be
“appropriate” unless the organization can document a justification otherwise. A re-
quirement i1s considered "appropriate” if it is necessary in order for

— the product to meet specified requirements, and/or

— the organization to carry out corrective action.

2 Normative reference 7he following referenced document is indispensable for the
application of this document. For dated references, only the edition cited applies.

JIS Q 9000 : 2000 Quality management systems—Fundamentals and vocabulary

3 Terms and definitions For the purposes of this document, the terms and defini-
tions given in JIS Q 9000 apply, together with the following.

The following terms, used in this edition of JIS @ 13485 to describe the supply chain,
have been changed to reflect the vocabulary currently used:

supplier ———» organization ——  » customer
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The term "organization" replaces the term "supplier” used in JIS @ 134851998, and
refers to the unit to which this Standard applies. Also, the term "supplier” now re-
places the term "subcontractor”.

Throughout the text of this Standard, wherever the term "product" occurs, it can also
mean "service".

Wherever requirements are specified as applying to "medical devices", the require-
ments apply equally to related services as supplied by the organization.

The following definitions should be regarded as generic, as definitions provided in
national regulations can difter slightly and take precedence.

3.1 active implantable medical device active medical device which is intended to be
totally or partially introduced, surgically or medically, into the human body or by
medical intervention Into a natural orifice, and which 1s Intended to remain after the
procedure

3.2 active medical device medical device relying for its functioning on a source of
electrical energy or any source of power other than that directly generated by the hu-
man body or gravity

3.3 advisory notice notice issued by the organization, subsequent to delivery of the
medical device, to provide supplementary information and/or to advise what action
should be taken in

— the use of a medical device,
— the modification of a medical device,
— the return of the medical device to the organization that supplied it, or

— the destruction of a medical device.

Information © Issue of an advisory notice might be required to comply with na-
tional or regional regulations.

3.4 customer complaint written, electronic or oral communication that alleges defi-
ciencies related to the identity, quality, durability, reliability, safety or performance of
a medical device that has been placed on the market

3.5 Implantable medical device medical device intended

— to be totally or partially introduced into the human body or a natural orifice, or

— to replace an epithelial surface or the surface of the evye,

by surgical intervention, and which 1s intended to remain after the procedure for at
least 30 days, and which can only be removed by medical or surgical intervention

NOTE ©  This definition applies to implantable medical devices other than active
implantable medical devices.
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3.6 labelling written, printed or graphic matter
— affixed to a medical device or any of its containers or wrappers, or
— accompanying a medical device,

related to identification, technical description, and use of the medical device, but ex-
cluding shipping documents

Information - Some regional and national regulations refer to "labelling” as "in-
formation supplied by the manufacturer”,

3.7 medical device any instrument, apparatus, implement, machine, appliance, im-
plant, in vitro reagent or calibrator, software, material or other similar or related arti-
cle, intended by the manufacturer to be used, alone or In combination, for human be-
ings for one or more of the specific purpose(s) of

— diagnosis, prevention, monitoring, treatment or alleviation of disease,

— diagnosis, monitoring, treatment, alleviation of or compensation for an injury,

— Investigation, replacement, modification, or support of the anatomy or of a physio-
logical process,

— supporting or sustaining life,

— control of conception,

— disinfection of medical devices,

— providing information for medical purposes by means of in vitro examination of
specimens derived from the human body,

and which does not achieve its primary intended action in or on the human body by
pharmacological, immunological or metabolic means, but which may be assisted in its
function by such means.

Information ' This definition has been developed by the Global Harmonization
Task Force (GHTF). See bibliographic reference [15].

3.8 sterile medical device category of medical device intended to meet the require-
ments for sterility

Information ' The requirements for sterility of a medical device might be subject
to national or regional regulations or standards.

4 Quality management system

4.1 General requirements 7he organization shall establish, document, implement
and maintain a quality management system and maintain its effectiveness in accor-
dance with the requirements of this Standard.

The organization shall

a) identify the processes needed for the quality management system and their appli-
cation throughout the organization (see 1.2),
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b) determine the sequence and interaction of these processes,

¢) determine criteria and methods needed to ensure that both the operation and con-
trol of these processes are effective,

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

e) monitor, measure and analyse these processes, and

) implement actions necessary to achieve planned results and maintain the effec-
tiveness of these processes.

These processes shall be managed by the organization in accordance with the re-
quirements of this Standard.

Where an organization chooses to outsource any process that affects product confor-
mity with requirements, the organization shall ensure control over such processes.
Control of such outsourced processes shall be identified within the quality manage-
ment system (see 8.5.1).

Information : Processes needed for the quality management system referred to
above should include processes for management activities, provi-
sion of resources, product realization and measurement.

4.2 Documentation requirements

4.2.1 General The quality management system documentation shall include
a) documented statements of a quality policy and quality objectives,

b) a quality manual,

¢) documented procedures required by this Standard,

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

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

Where this Standard specifies that a requirement, procedure, activity or special ar-
rangement be "documented”, it shall, in addition, be implemented and maintained,

For each type or model of medical device, the organization shall establish and main-
tain a file either containing or identifying documents defining product specifications
and quality management system requirements (see 4.2.3). These documents shall de-
fine the complete manufacturing process and, if applicable, installation and servicing.

Information 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
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c) the competence of personnel.

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

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.

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 ac-
cording to the requirements given in 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,
¢) toensure 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) toensure 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 identi-
fication 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 ac-
cess 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 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.

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

Documents

PROTECTED BY COPYRIGHT Document Sharing Hub

Full document details: JIS Q 13485-2005


http://avadocuments2026.com/doc/jis-q-13485-2005
http://avadocuments2026.com/doc/jis-q-13485-2005

8
Q 13485 : 2005 (ISO 13485 : 2003)

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 refain 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
vears from the date of product release by the organization or as specified by relevant
regulatory requirements.

5 Management responsibility

5.1 Management commitment Zop management shall provide evidence of its com-
mitment 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 quality policy,

c) ensuring that quality objectives are established,
d) conducting management reviews, and

e) ensuring the availability of resources.

Information : For the purposes of this Standard, statutory requirements are Iim-
ited to the safety and performance of the medical device only.

5.2 Customer focus 7op management shall ensure that customer requirements are
determined and are met (see 7.2.1 and 8.2.1).

5.3 Quality policy Top management shall ensure that the quality policy

a) 1is appropriate to the purpose of the organization,

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

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

e) is reviewed for continuing suitability.
5.4 Planning

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

5.5 Responsibility, authority and communication

5.5.1 Responsibility and authority 7op management shall ensure that responsibili-
ties and authorities are defined, documented and communicated within the organiza-
tion.

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

Information - 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).

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 sys-
tem and any need for improvement (see 8.5), and

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

Information : The responsibility of a management representative can include li-
aison with external parties on matters relating to the quality
management system.

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

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 effec-
tiveness. 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.
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Records from management reviews shall be maintained (see 4.2.4).

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

b) customer feedback,

¢) 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.

5.6.3 Review output The output from the management review shall include any de-
cisions and actions related to

a) improvements needed to maintain the effectiveness of the quality management
system and 1ts processes,

b) improvement of product related to customer requirements, and

¢) resource needs.
6 Resource management
6.1 Provision of resources The organization shall determine and provide the re-

sources needed

a) to implement the quality management system and to maintain its effectiveness,
and

b) to meet regulatory and customer requirements.
6.2 Human resources

6.2.1 General Personnel performing work affecting product quality shall be compe-
tent on the basis of appropriate education, training, skills and experience.

6.2.2 Competence, awareness and training The organization shall

a) determine the necessary competence for personnel performing work affecting
product quality,

b) provide training or take other actions to satisfy these needs,
¢) evaluate the effectiveness of the actions taken,

d) ensure that its personnel are aware of the relevance and importance of their activi-
ties and how they contribute to the achievement of the quality objectives, and
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e) maintain appropriate records of education, training, skills and experience (see
4.2.4).

Information - National or regional regulations might require the organization to
establish documented procedures for identifving training needs.

6.3 Infrastructure The organization shall determine, provide and maintain the in-
frastructure needed to achieve conformity to product requirements. Infrastructure in-
cludes, as applicable

a) buildings, workspace and associated utilities,
b) process equipment (both hardware and software), and
¢) supporting services (such as transport or communication).

The organization shall establish documented requirements for maintenance activi-
ties, including their frequency, when such activities or lack thereof can affect product
quality.

Records of such maintenance shall be maintained (see 4.2.4).

6.4 Work environment The organization shall determine and manage the work en-
vironment needed to achieve conformity to product requirements.

The following requirements shall apply.

a) The organization shall establish documented requirements for health, cleanliness
and clothing of personnel if contact between such personnel and the product or
work environment could adversely affect the quality of the product (see 7.56.1.2.1).

b) If work environment conditions can have an adverse effect on product quality, the
organization shall establish documented requirements for the work environment
conditions and "documented procedures” or work instructions to monitor and con-
trol these work environment conditions (see 7.5.1.2.1).

¢) The organization shall ensure that all personnel who are required to work
temporarily under special environmental conditions within the work environment
are appropriately trained or supervised by a trained person [see 6.2.2 b)/.

d) If appropriate, special arrangements shall be established and documented for the
control of contaminated or potentially contaminated product in order to prevent
contamination of other product, the work environment or personnel (see 7.5.8.1).

7 Product realization

7.1 Planning of product realization The organization shall plan and develop the
processes needed for product realization. Planning of product realization shall be con-
sistent with the requirements of the other processes of the quality management system
(see 4.1).

In planning product realization, the organization shall determine the following, as
appropriate:
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a) quality objectives and requirements for the product;

b) the need to establish processes, documents, and provide resources specific to the
product;

c) required verification, validation, monitoring, inspection and test activities specific
to the product and the criteria for product acceptance;

d) records needed to provide evidence that the realization processes and resulting
product meet requirements (see 4.2.4).

The output of this planning shall be in a form suitable for the organization's method
of operations.

The organization shall establish documented requirements for risk management
throughout product realization. Records arising from risk management shall be main-
tained (see 4.2.4).

Information 1 A document specifying the processes of the quality management
system (including the product realization processes) and the re-
sources to be applied to a specific product, project or contract, can
be referred to as a quality plan.

2  The organization may also apply the requirements given in 7.3 to
the development of product realization processes.

3 See JIS T 14971:2003 for guidance related to risk management.
7.2 Customer-related processes

7.2.1 Determination of requirements related to the product The organization shall
determine

a) requirements specified by the customer, including the requirements for delivery
and post-delivery activities,

b) requirements not stated by the customer but necessary for specified or intended
use, where known,

c) statutory and regulatory requirements related to the product, and

d) any additional requirements determined by the organization.

7.2.2 Review of requirements related to the product The organization shall review
the requirements related to the product. This review shall be conducted prior to the
organization's commitment to supply a product to the customer (e.g. submission of
tenders, acceptance of contracts or orders, acceptance of changes to contracts or orders)
and shall ensure that

a) product requirements are defined and documented,

b) contract or order requirements differing from those previously expressed are re-
solved, and

¢) the organization has the ability to meet the defined requirements.
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Records of the results of the review and actions arising from the review shall be
maintained (see 4.2.4).

Where the customer provides no documented statement of requirement, the customer
requirements shall be confirmed by the organization before acceptance.

Where product requirements are changed, the organization shall ensure that rele-
vant documents are amended and that relevant personnel are made aware of the
changed requirements.

Information : In some situations, such as internet sales, a formal review is im-
practical for each order. Instead the review can cover relevant
product information such as catalogues or advertising material.

7.2.3 Customer communication The organization shall determine and implement
effective arrangements for communicating with customers in relation to

a) product information,

b) enquiries, contracts or order handling, including amendments,

¢) customer feedback, including customer complaints (see 8.2.1), and

d) advisory notices (see 8.5.1).
7.3 Design and development

7.3.1 Design and development planning 7The organization shall establish "docu-
mented procedures" for design and development.

The organization shall plan and control the design and development of product.
During the design and development planning, the organization shall determine
a) the design and development stages,

b) the review, verification, validation and design transfer activities (see Information)
that are appropriate at each design and development stage, and

¢) the responsibilities and authorities for design and development.

The organization shall manage the interfaces between different groups involved in
design and development to ensure effective communication and clear assignment of
responsibility.

Planning output shall be documented, and updated as appropriate, as the design and
development progresses (see 4.2.3).

Information © Design transfer activities during the design and development
process ensure that design and development outputs are verified as
suitable for manufacturing before becoming final production speci-
fications.
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7.3.2 Design and development inputs Inputs relating to product requirements shall
be determined and records maintained (see 4.2.4). These inputs shall include

a) functional performance and safety requirements, according to the intended use,
b) applicable statutory and regulatory requirements,
¢) where applicable, information derived from previous similar designs,
d) other requirements essential for design and development, and
e) output(s) of risk management (see 7.1).
These inputs shall be reviewed for adequacy and approved.
Requirements shall be complete, unambiguous and not in conflict with each other.
7.3.3 Design and development outputs The outputs of design and development shall

be provided in a form that enables verification against the design and development in-
put and shall be approved prior to release.

Design and development outputs shall
a) meet the input requirements for design and development,

b) provide appropriate information for purchasing, production and for service provi-
sion,

¢) contain or reference product acceptance criteria, and

d) specify the characteristics of the product that are essential for its safe and proper
use.

Records of the design and development outputs shall be maintained (see 4.2.4).

Information ' Records of design and development outputs can include specifica-
tions, manufacturing procedures, engineering drawings, and engi-
neering or research loghooks.

7.3.4 Design and development review At suitable stages, systematic reviews of de-
gign and development shall be performed in accordance with planned arrangements
(see 7.3.1)

a) to evaluate the ability of the results of design and development to meet require-
ments, and

b) to identify any problems and propose necessary actions.

Participants in such reviews shall include representatives of functions concerned
with the design and development stage(s) being reviewed, as well as other specialist
personnel (see 5.6.1 and 6.2.1).

Records of the results of the reviews and any necessary actions shall be maintained
(see 4.2.4).
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7.3.5 Design and development verification Verification shall be performed in accor-
dance with planned arrangements (see 7.3.1) to ensure that the design and develop-
ment outputs have met the design and development input requirements. Records of the
results of the verification and any necessary actions shall be maintained (see 4.2.4).

7.3.6 Design and development validation Design and development validation shall
be performed in accordance with planned arrangements (see 7.3.1) to ensure that the
resulting product is capable of meeting the requirements for the specified application
or intended use. Validation shall be completed prior to the delivery or implementation
of the product (see Information 1).

Records of the results of validation and any necessary actions shall be maintained
(see 4.2.4).

As part of design and development validation, the organization shall perform clinical
evaluations and/or evaluation of performance of the medical device, as required hy na-
tional or regional regulations (see Information 2).

Information 1  If a medical device can only be validated following assembly and
Installation at point of use, delivery is not considered to be com-
plete until the product has been formally transferred to the cus-
tomer.

2 Provision of the medical device for purposes of clinical evalua-
tions and/or evaluation of performance is not considered to be de-
Iivery.

7.3.7 Control of design and development changes Design and development changes
shall be identified and records maintained. The changes shall be reviewed, verified and
validated, as appropriate, and approved before implementation. The review of design
and development changes shall include evaluation of the effect of the changes on con-
stituent parts and product already delivered.

Records of the results of the review of changes and any necessary actions shall be
maintained (see 4.2.4).

7.4 Purchasing

7.4.1 Purchasing process The organization shall establish "documented procedures”
to ensure that purchased product conforms to specified purchase requirements.

The type and extent of control applied to the supplier and the purchased product
shall be dependent upon the effect of the purchased product on subsequent product re-
alization or the final product.

The organization shall evaluate and select suppliers based on their ability to supply
product in accordance with the organization's requirements. Criteria for selection,
evaluation and re-evaluation shall be established. Records of the results of evaluations
and any necessary actions arising from the evaluation shall be maintained (see 4.2.4).
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