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Foreword

This translation has been made based on the original Japanese Indus-
trial Standard revised by the Minister of Economy, Trade and Industry
through deliberations at the Japanese Industrial Standards Committee
in accordance with the Industrial Standardization Law.

Consequently JIS Q 17025:2000 is replaced with this Standard.
Attention is drawn to the possibility that some parts of this Standard
may conflict with a patent right, application for a patent after opening
to the public, utility model right or application for registration of utility
model after opening to the public which have technical properties. The
relevant Minister and the Japanese Industrial Standards Committee
are not responsible for identifying the patent right, application for a
patent after opening to the public, utility model right or application for
registration of utility model after opening to the public which have the
said technical properties.
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JAPANESE INDUSTRIAL STANDARD JIS Q 17025 : 2005
(ISO/IEC 17025 : 2005)

General requirements for the
competence of testing and calibration laboratories

Introduction This Japanese Industrial Standard has been prepared based on the second
edition of ISO/IEC 17025 General requirements for the competence of testing and calibration
laboratories published in 2005 without modifying the technical contents or the layout struc-
ture.

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

ISO/MIEC 17025:1999 (JIS Q 17025:2000) was produced as the result of extensive ex-
perience in the implementation of ISO/IEC Guide 25:1990 (JIS Z 9325:1996) and
EN 45001:1989, both of which it replaced. It contained all of the requirements that
testing and calibration laboratories have to meet if they wish to demonstrate that they
operate a management system, are technically competent, and are able to generate
technically valid results.

The first edition referred to JIS Z 9901:1998 and JIS Z 9902:1998. These standards
have been superseded by JIS Q 9001:2000, which made an alignment of JIS Q
17025:2000 necessary. In this second edition, clauses have been amended or added only
when considered necessary in the light of JIS Q 9001:2000.

Accreditation bodies that recognize the competence of testing and calibration labora-
tories should use this Standard as the basis for their accreditation. Clause 4 specifies
the requirements for sound management. Clause 5 specifies the requirements for tech-
nical competence for the type of tests and/or calibrations the laboratory undertakes.

Growth in the use of management systems generally has increased the need to en-
sure that laboratories which form part of larger organizations or offer other services
can operate to a quality management system that is seen as compliant with JIS @ 9001
as well as with this Standard. Care has been taken, therefore, to incorporate all those
requirements of JIS Q 9001 that are relevant to the scope of testing and calibration
services that are covered by the laboratory's management system.

Testing and calibration laboratories that comply with this Standard will therefore
also operate in accordance with JIS Q 9001.

Conformity of the quality management system within which the laboratory operates
to the requirements of JIS Q 9001 does not of itself demonstrate the competence of the
laboratory to produce technically valid data and results. Nor does demonstrated con-
formity to this Standard imply conformity of the quality management system within
which the laboratory operates to all the requirements of JIS Q 9001.

The acceptance of testing and calibration results between countries should be facili-
tated if laboratories comply with this Standard and if they obtain accreditation from
bodies which have entered into mutual recognition agreements with equivalent bodies
in other countries using this Standard.
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The use of this Standard will facilitate cooperation between laboratories and other
bodies, and assist in the exchange of information and experience, and in the harmoni-
zation of standards and procedures.

1 Scope

1.1 This Standard specifies the general requirements for the competence to carry out
tests and/or calibrations, including sampling. It covers testing and calibration per-
formed using standard methods, non-standard methods, and laboratory-developed
methods.

1.2 This Standard is applicable to all organizations performing tests and/or calibra-
tions. These include, for example, first-, second- and third-party laboratories, and
laboratories where testing and/or calibration forms part of inspection and product cer-
tification.

This Standard is applicable to all laboratories regardless of the number of personnel
or the extent of the scope of testing and/or calibration activities. When a laboratory
does not undertake one or more of the activities covered by this Standard, such as
sampling and the design/development of new methods, the requirements of those
clauses do not apply.

1.3 The NOTES given provide clarification of the text, examples and guidance. They
do not contain requirements and do not form an integral part of this Standard.

1.4 This Standard is for use by laboratories in developing their management system
for quality, administrative and technical operations. Laboratory customers, regulatory
authorities and accreditation bodies may also use it in confirming or recognizing the
competence of laboratories. This Standard is not intended to be used as the basis for
certification of laboratories.

NOTE 1 The term "management system" in this Standard means the quality, ad-

ministrative and technical systems that govern the operations of a labo-
ratory.

NOTE 2 Certification of a management system is sometimes also called registration.

1.5 Compliance with regulatory and safety requirements on the operation of labora-
tories is not covered by this Standard.

1.6 If testing and calibration laboratories comply with the requirements of this Stan-
dard, they will operate a quality management system for their testing and calibration
activities that also meets the principles of JIS Q 9001. Annex A provides nominal
cross-references between this Standard and JIS Q 9001. This Standard covers techni-
cal competence requirements that are not covered by JIS Q 9001.

NOTE 1 It might be necessary to explain or interpret certain requirements in this
Standard to ensure that the requirements are applied in a consistent
manner. Guidance for establishing applications for specific fields, espe-
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cially for accreditation bodies (see JIS Q 17011) is given in Annex B.

NOTE 2 If a laboratory wishes accreditation for part or all of its testing and cali-
bration activities, it should select an accreditation body that operates in
accordance with JIS Q 17011.

2 Normative references The following standards contain provisions which, through
reference in this text, constitute provisions of this Standard. The most recent edition of
the standard (including amendments) given below shall be applied.

JIS Q 17000 Conformity assessment—Vocabulary and general principles

BIPM, IEC, IFCC, ISO, IUPAP and OIML

3 Terms and definitions For the purposes of this document, the relevant terms and
definitions given in JIS Q 17000 and VIM apply.

NOTE : General definitions related to quality are given in JIS Q 9000, whereas JIS
Q 17000 gives definitions specifically related to certification and laboratory
accreditation. Where different definitions are given in JIS Q 9000, the
definitions in JIS Q 17000 and VIM are preferred.

4 Management requirements
4.1 Organization

4.1.1 The laboratory or the organization of which it is part shall be an entity that can
be held legally responsible.

4.1.2 It is the responsibility of the laboratory to carry out its testing and calibration
activities in such a way as to meet the requirements of this Standard and to satisfy the
needs of the customer, the regulatory authorities or organizations providing recognition.

4.1.3 The management system shall cover work carried out in the laboratory’s per-
manent facilities, at sites away from its permanent facilities, or in associated tempo-
rary or mobile facilities.
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4.1.4 If the laboratory is part of an organization performing activities other than
testing and/or calibration, the responsibilities of key personnel in the organization that
have an involvement or influence on the testing and/or calibration activities of the
laboratory shall be defined in order to identify potential conflicts of interest.

NOTE 1 Where a laboratory is part of a larger organization, the organizational ar-
rangements should be such that departments having conflicting interests,
such as production, commercial marketing or financing do not adversely
influence the laboratory's compliance with the requirements of this Stan-
dard.

NOTE 2 If the laboratory wishes to be recognized as a third-party laboratory, it
should be able to demonstrate that it is impartial and that it and its per-
sonnel are free from any undue commercial, financial and other pressures
which might influence their technical judgement. The third-party testing
or calibration laboratory should not engage in any activities that may en-
danger the trust in its independence of judgement and integrity in rela-
tion to its testing or calibration activities.

4.1.5 The laboratory shall

a) have managerial and technical personnel who, irrespective of other responsibilities,
have the authority and resources needed to carry out their duties, including the
implementation, maintenance and improvement of the management system, and to
identify the occurrence of departures from the management system or from the
procedures for performing tests and/or calibrations, and to initiate actions to pre-
vent or minimize such departures (see also 5.2);

NOTE : "Resource" as mentioned above include humans, objects and finances.

....................................................................................................... P e o o e e e e

b) have arrangements to ensure that its management and personnel are free from any
undue internal and external commercial, financial and other pressures and influ-
ences that may adversely affect the quality of their work;

¢) have policies and procedures to ensure the protection of its customers' confidential
information and proprietary rights, including procedures for protecting the elec-
tronic storage and transmission of results;

d) have policies and procedures to avoid involvement in any activities that would di-
minish confidence in its competence, impartiality, judgement or operational integ-
rity;

e) define the organization and management structure of the laboratory, its place in

any parent organization, and the relationships between quality management, tech-
nical operations and support services;

f) specify the responsibility, authority and interrelationships of all personnel who
manage, perform or verify work affecting the quality of the tests and/or calibra-
tions;

g) provide adequate supervision of testing and calibration staff, including trainees, by
persons familiar with methods and procedures, purpose of each test and/or calibra-
tion, and with the assessment of the test or calibration results;
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h) have technical management which has overall responsibility for the technical op-
erations and the provision of the resources needed to ensure the required quality of
laboratory operations;

i) appoint a member of staff as quality manager (however named) who, irrespective of
other duties and responsibilities, shall have defined responsibility and authority
for ensuring that the management system related to quality is implemented and
followed at all times; the quality manager shall have direct access to the highest
level of management at which decisions are made on laboratory policy or resources;

j) appoint deputies for key managerial personnel (see NOTE);

k) ensure that its personnel are aware of the relevance and importance of their activi-
ties and how they contribute to the achievement of the objectives of the manage-
ment system.

NOTE : Individuals may have more than one function and it may be impractical to
appoint deputies for every function.

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

4.2 Management system

4.2.1 The laboratory shall establish, implement and maintain a management system
appropriate to the scope of its activities. The laboratory shall document its policies,
systems, programmes, procedures and instructions to the extent necessary to assure
the quality of the test and/or calibration results. The system’s documentation shall be
communicated to, understood by, available to, and implemented by the appropriate
personnel.

4.2.2 The laboratory's management system policies related to quality, including a
quality policy statement, shall be defined in a quality manual (however named). The
overall objectives shall be established, and shall be reviewed during management re-
view. The quality policy statement shall be 1ssued under the authority of top manage-
ment. It shall include at least the following:

a) the laboratory management's commitment to good professional practice and to the
quality of its testing and calibration in servicing its customers;

b) management's statement of the laboratory's standard of service;
¢) the purpose of the management system related to quality;

d) a requirement that all personnel concerned with testing and calibration activities
within the laboratory familiarize themselves with the quality documentation and
implement the policies and procedures in their work; and

e) the laboratory management's commitment to comply with this Standard and to
continually improve the effectiveness of the management system.
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NOTE : The quality policy statement should be concise and may include the re-
quirement that tests and/or calibrations shall always be carried out in ac-
cordance with stated methods and customers' requirements. When the test
and/or calibration laboratory is part of a larger organization, some quality
policy elements may be in other documents.

4.2.3 Top management shall provide evidence of commitment to the development and
implementation of the management system and to continually improving its effective-
ness.

4.2.4 Top management shall communicate to the organization the importance of
meeting customer requirements as well as statutory and regulatory requirements.

4.2 5 The quality manual shall include or make reference to the supporting proce-
dures including technical procedures. It shall outline the structure of the documenta-
tion used in the management system.

4.2.6 The roles and responsibilities of technical management and the quality man-
ager, including their responsibility for ensuring compliance with this Standard, shall
be defined in the quality manual.

4.2.7 Top management shall ensure that the integrity of the management system is
maintained when changes to the management system are planned and implemented.

4.3 Document control

4.3.1 General

The laboratory shall establish and maintain procedures to control all documents that
form part of its management system (internally generated or from external sources),
such as regulations, standards, other normative documents, test and/or calibration
methods, as well as drawings, software, specifications, instructions and manuals.

NOTE 1 In this context "document" could be policy statements, procedures, speci-
fications, calibration tables, charts, text books, posters, notices, memo-
randa, software, drawings, plans, etc. These may be on various media,
whether hard copy or electronic, and they may be digital, analog, photo-
graphic or written.

NOTE 2 The control of data related to testing and calibration is covered in 5.4.7.
The control of records is covered in 4.13.

4.3.2 Document approval and issue

4.3.2.1 All documents issued to personnel in the laboratory as part of the management
system shall be reviewed and approved for use by authorized personnel prior to issue. A
master list or an equivalent document control procedure identifying the current revision
status and distribution of documents in the management system shall be established
and shall be readily available to preclude the use of invalid and/or obsolete documents.
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4.3.2.2 procedure(s) adopted shall ensure that:

a) authorized editions of appropriate documents are available at all locations where
operations essential to the effective functioning of the laboratory are performed;

b) documents are periodically reviewed and, where necessary, revised to ensure con-
tinuing suitability and compliance with applicable requirements;

¢) invalid or obsolete documents are promptly removed from all points of issue or use,
or otherwise assured against unintended use;

d) obsolete documents retained for either legal or knowledge preservation purposes
are suitably marked.

4.3.2.3 Management system documents generated by the laboratory shall be uniquely
identified. Such identification shall include the date of issue and/or revision identifica-
tion, page numbering, the total number of pages or a mark to signify the end of the
document, and the issuing authority(ies).

4.3.3 Document changes

4.3.3.1 Changes to documents shall be reviewed and approved by the same function
that performed the original review unless specifically designated otherwise. The des-
ignated personnel shall have access to pertinent background information upon which to
base their review and approval.

4.3.3.2 Where practicable, the altered or new text shall be identified in the document
or the appropriate attachments.

4.3.3.3 If the laboratory's document control system allows for the amendment of
documents by hand pending the re-issue of the documents, the procedures and authori-
ties for such amendments shall be defined. Amendments shall be clearly marked, ini-
tialled and dated. A revised document shall be formally re-issued as soon as practica-
ble.

4.3.3.4 Procedures shall be established to describe how changes in documents main-
tained in computerized systems are made and controlled.

4.4 Review of requests, tenders and contracts

4.4.1 The laboratory shall establish and maintain procedures for the review of re-
quests, tenders and contracts. The policies and procedures for these reviews leading to
a contract for testing and/or calibration shall ensure that:

a) the requirements, including the methods to be used, are adequately defined, docu-
mented and understood (see 5.4.2);

b) the laboratory has the capability and resources to meet the requirements;

¢) the appropriate test and/or calibration method is selected and is capable of meeting
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the customers' requirements (see 5.4.2).

Any differences between the request or tender and the contract shall be resolved be-
fore any work commences. Each contract shall be acceptable both to the laboratory and
the customer.

NOTE 1 The request, tender and contract review should be conducted in a prac-
tical and efficient manner, and the effect of financial, legal and time
schedule aspects should be taken into account. For internal customers,
reviews of requests, tenders and contracts can be performed in a simpli-
fied way.

NOTE 2 The review of capability should establish that the laboratory possesses
the necessary physical, personnel and information resources, and that
the laboratory's personnel have the skills and expertise necessary for the
performance of the tests and/or calibrations in question. The review may
also encompass results of earlier participation in interlaboratory com-
parisons or proficiency testing and/or the running of trial test or calibra-
tion programmes using samples or items of known value in order to de-
termine uncertainties of measurement, limits of detection, confidence
limits, etc.

NOTE 3 A contract may be any written or oral agreement to provide a customer
with testing and/or calibration services.

4.4.2 Records of reviews, including any significant changes, shall be maintained. Re-
cords shall also be maintained of pertinent discussions with a customer relating to the
customer's requirements or the results of the work during the period of execution of the
contract.

NOTE : For review of routine and other simple tasks, the date and the identifica-
tion (e.g. the initials) of the person in the laboratory responsible for carry-
ing out the contracted work are considered adequate. For repetitive rou-
tine tasks, the review need be made only at the initial enquiry stage or on
granting of the contract for on-going routine work performed under a gen-
eral agreement with the customer, provided that the customer's require-
ments remain unchanged. For new, complex or advanced testing and/or
calibration tasks, a more comprehensive record should be maintained.

4.4.3 The review shall also cover any work that is subcontracted by the laboratory.
4.4.4 The customer shall be informed of any deviation from the contract.

4.4.5 If a contract needs to be amended after work has commenced, the same contract
review process shall be repeated and any amendments shall be communicated to all
affected personnel.

4.5 Subcontracting of tests and calibrations

4.5.1 When a laboratory subcontracts work, whether because of unforeseen reasons
(e.g. workload, need for further expertise or temporary incapacity) or on a continuing
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basis (e.g. through permanent subcontracting, agency or franchising arrangements),
this work shall be placed with a competent subcontractor. A competent subcontractor is
one that, for example, complies with this Standard for the work in question.

4.5.2 The laboratory shall advise the customer of the arrangement in writing and,
when appropriate, gain the approval of the customer, preferably in writing.

4.5.3 The laboratory is responsible to the customer for the subcontractor’s work, ex-
cept in the case where the customer or a regulatory authority specifies which subcon-
tractor is to be used.

4.5.4 The laboratory shall maintain a register of all subcontractors that it uses for
tests and/or calibrations and a record of the evidence of compliance with this Standard
for the work in question.

4.6 Purchasing services and supplies

4.6.1 The laboratory shall have a policy and procedure(s) for the selection and pur-
chasing of services and supplies it uses that affect the quality of the tests and/or cali-
brations. Procedures shall exist for the purchase, reception and storage of reagents and
laboratory consumable materials relevant for the tests and calibrations.

4.6.2 The laboratory shall ensure that purchased supplies and reagents and consum-
able materials that affect the quality of tests and/or calibrations are not used until
they have been inspected or otherwise verified as complying with standard specifica-
tions or requirements defined in the methods for the tests and/or calibrations con-
cerned. These services and supplies used shall comply with specified requirements.
Records of actions taken to check compliance shall be maintained.

4.6.3 Purchasing documents for items affecting the quality of laboratory output shall
contain data describing the services and supplies ordered. These purchasing docu-
ments shall be reviewed and approved for technical content prior to release.
NOTE : The description may include type, class, grade, precise identification,
specifications, drawings, inspection instructions, other technical data in-

cluding approval of test results, the quality required and the management
system standard under which they were made.

4.6.4 The laboratory shall evaluate suppliers of critical consumables, supplies and
gservices which affect the quality of testing and calibration, and shall maintain records
of these evaluations and list those approved.

4.7 Service to the customer

4.7.1 The laboratory shall be willing to cooperate with customers or their representa-
tives in clarifying the customer's request and in monitoring the laboratory’s perform-
ance in relation to the work performed, provided that the laboratory ensures confiden-
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