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3.6 laboratory

body that performs one or more of the
following activities:

— testing
— calibration

— sampling, associated with subsegquent
testing or calibration

Note 1 to entry: In the context of this
document, “laboratory activities” refer to
the three above-mentioned activities.
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ISO/IEC FDIS 17025 ISO/IEC 17025:2005
Introduction Introduction

1 Scope 1 Scope

2Normative references 2Normative references

3Terms and definitions 3Terms and definitions

4 General requirements 4 Management requirements

4.1 Impartiality
4.2 Confidentiality

5 Structural requirements 4.1 Organization
6 Resource requirements 5Technical requirements
6.1 General 5.1 General
6.2 Personnel 5.2 Personnel
6.3 Laboratory facilities and 5.3 Accommodation and
environmental conditions environmental conditions
6.4 Equipment 5.5 Equipment
6.5 Metrological traceability 5.6 Measurement traceability

4.5 Subcontracting of tests and
calibrations
4.6 Purchasing services and

supplies 20

6.6 Externally provided
products and services
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7Process requirements

7.1 Review of requests, tenders and contracts

7.2 Selection, verification and validation of
methods

7.2.1 Selection and verification of methods

7.2.2 Validation of methods
7.3 Sampling

7.4 Handling of test or calibration items
7.5 Technical records
7.6 Evaluation of measurement uncertainty

7.7 Assuring the validity of results

7.8 Reporting of results
7.9 Complaints

7.11 Nonconforming work

7.12 Control of data — Information management

4.4 Review of requests, tenders and contracts
4.7 Service to the customer

4.5 Subcontracting of tests and calibrations

5.4 Test and calibration methods and method
validation
5.4.1 General

5.4.2 Selection of methods

5.4.3 Laboratory-developed methods
5.4.4 Non-standard methods

5.4.5 Validation of methods

5.7 Sampling

5.8 Handling of test and calibration items
5.4.7 Control of data
5.4.6 Estimation of uncertainty of measurement

5.9 Assuring the quality of test and calibration
results
5.10 Reporting the results

4.8 Complaints

4.9 Control of nonconforming testing and/or
calibration work

4.13 Control of records
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8Management requirements

New!Zh At
FHULEDHK
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Annex A

Annex B

8.1 Options

8.1.1 General

8.1.2 Option A

8.1.3 Option B

8.2 Management system
documentation

8.3 Control of management
ystem documents (Option A)
8.4 Records (Option A)

.5 Actions to address risks and
opportunities (Option A)

8.6 Improvement (Option A)
8.7 Corrective action (Option A)

8.8 Internal audits (Option A)
8.9 Management reviews
(Option A)

Metrological traceability
(Informative)

Management system
(Informative)

Bibliography

Annex A

Annex B

4.2 Management system

4.3 Documant cantral

Preventive action(d7%:{%>1- J

(1SO 9001:2015(:%%1%) !
4.12 Preven

action

4.10 Improvement
4.11 Corrective action
4.14 Internal audits

4.15 Management reviews

Nominal cross-references to 1SO
9001:2000 (informative)

Guidelines for establishing applications
for specific fields (informative)
Bibliography
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6.6 Externally provided products and services

6.6.1 The laboratory shall ensure that only suitable
externally provided products and services that affect
laboratory activities are used, when such products and
services:

a) are intended for incorporation into the laboratory’s own
activities;

b) are provided, in part or in full, directly to the customer
by the laboratory, as received from the external provider;

c) are used to support the operation of the laboratory.

NOTE Products can include, for example, measurement standards and
equipment, auxiliary equipment, consumable materials and reference
materials. Services can include, for example, calibration services,
sampling services, testing services, facility and equipment maintenance
services, proficiency testing services and assessment and auditing
services.
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7.8.2 Reports (test, calibration or sampling) —
common elements

7.8.2.1 Each report shall include at least the following
information, unless the laboratory has valid reasons
for not doing so, thereby minimizing any possibility of
misunderstanding or misuse:
a. a title (e.g. “Test Report”, “Calibration Certificate” or
“Sampling Report”);
the name and address of the laboratory;

c. the location of performance of the laboratory activities,
including when performed at a customer facility or at sites
away from the laboratory’s permanent facilities, or in
associated temporary or mobile facilities;

_th & -

p. clear identification when results are from external providers.
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ISO/IEC FDIS 17025 6.4.618 e
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ISO/IEC FDIS 17025 Annex A

A.2.3 Measurement standards that have reported
Information from a competent laboratory that
Includes only a statement of conformity to a
specification (omitting the measurement results
and associated uncertainties) are sometimes used
to disseminate metrological traceability. This
approach, in which the specification limits are
Imported as the source of uncertainty, Is dependent
upon:

[l — the use of an appropriate decision rule to
establish conformity;

[l — the specification limits subsequently being

treated In a technically appropriate way in the
uncertainty budget. 49
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ISO/IEC FDIS 17025 Annex A

The technical basis for this approach is that the
declared conformance to a specification defines a
range of measurement values, within which the
true value Is expected to lie, at a specified level
of confidence, which considers both any bias from
the true value, as well as the measurement
uncertainty.

EXAMPLE The use of OIML R 111 class weights to
calibrate a balance.
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ISO/IEC FDIS 17025 7.61H 1AB
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