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Most 20 frequently asked questions

from laboratories seeking for testing
laboratory accreditation by ISO/IEC17025:2005

Written by Suda Nantavithya

Most testing laboratories realize the benefits of
laboratory accreditation that accredited laboratories can
be recognized at national and international level as
competent according to ISO/IEC 17025 and relied on their
accurate testing results on the basis of “tested once and
accepted everywhere”. This helps to reduce time
consuming and expenses in retesting of products including
some technical barriers to trade. Nevertheless the
number of accredited laboratories are small compared to
the total number of testing laboratories in Thailand.
Because there are lack of enthusiasm and misunderstanding
of the requirements of ISO/IEC17025, the management
and staff of laboratories believe that the laboratory
accreditation is hard and full of difficulties and problems.

The Bureau of Laboratory Accreditation, Department
of Science Service(BLA-DSS) has provided several
seminars and training courses related to laboratory
accreditation in order to strengthen and develop the
capability of laboratories in many parts of the country. Many
frequently asked questions from laboratories about the
management system according to ISO/IEC17025 are
concluded to 20 questions and the BLA-DSS has

responded to the 20 questions as follows.
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1. What is the
importance of
laboratory
accreditation?

1.The laboratory accreditation means
“the procedure by which an accreditation
body gives formal recognition that a
laboratory is competent to carry out
specific tasks”. An accredited laboratory
can be recognized at national and
international level as competent and
reliable. This helps to reduce time
consuming and expense in retesting of
products including some technical
barriers to trade.
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2.How should the
laboratory begin
to establish the
quality management
system?

2.The management and staff of laboratory
should set up a quality policy of laboratory
including purpose, goals, objectives,
plans or programs and key performance
indicators (KPI) as suitable for specific
scope in the quality management system.

3.vesdfjiiAnng
Aasidnasdm
adAnIatingls

3 SeslfjiEnietenfuifiypaafiinanm
%’uimﬁfaumungﬁmaw?ﬂuﬁ'wﬁ
11mmmmummﬁwml,ﬂ*vmmmmwu
mmwumummwmnwmLﬂumrm
ALY FANTRANEMIAUATINTg
Tnefffudaaaunisamifiunisdu
MINTUALHIANTAIUANINAREIUNA
niuazauiuiateulfiuladniinag
iszuuntsuivasllfuazlfidnqu
AABALIAT

3.How should the
laboratory arrange
its arganization?

3.The laboratory shall be an entity that can
be held legally responsible with managerial
and technical personnel who have the
authority and resources needed to carry
out their duties including technical
meanagement which has overall responsibility
for the technical operations and a quality
manager who has responsibility and
authority for ensuring that the management
system related to quality is implemented
and followed at all times.
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4. What form of
laboratory's
management
system should be?

4.The laboratory shall establish, implement
and maintain a management system
appropriate to the scope of its activities.
The top management laboratory shall
define a quality policy statement, commit
to comply with ISO/IEC17025 and
continually improve the effectiveness of the
management system.
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5.How does the
laboratory establish
procedures to
controlalldocuments
and recards of its
management
system?

5.The laboratory shall establish and
maintain procedures to control all documents
and records that form part of its management
system. 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. Documents and records generated
by the laboratory shall be uniquely identified.

6.How does the
laboratory serve its

6.The laboratory shall be willing to
cooperate with customers in clarifying the
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customers?

customer's request, provided that the
laboratory ensures confidentiality to other
customers. The laboratory shall seek and
analyse feedback to improve the management
system, testing activities and customer
service.
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7. What topics
shall laboratory
personnel be
trained?

7.The laboratory management shall
ensure the competence of personnel
performing specific tasks from appropriate
education, training, experience and skills.
The laboratory shall identify training
needs and provide training relevant to the
present and anticipated tasks of the
laboratory. The effectiveness of the training
actions taken shall be evaluated.
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8.Are there any
effects of accom-
modation and
environmental
conditions on the
accuracy of test
results?

8.The laboratory shall ensure that the
environmental conditions do not invalidate
the results or adversely affect the required
quality of any measurement. There shall
be effective separation between
neighbouring areas in which there are
incompatible activities. Measures shall be
taken to prevent cross-contamination.
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9.ls it possible for
the laboratory to
use its own test
methods?

9.The laboratory shall select appropriate
methods which meet the needs of the
customer and that have been published
either in international, regional or national
standards. Inhouse methods the laboratory
may also be used if they are appropriate
for the intended use and if they are
validated.
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10. Does the labo-
ratory have to
change or provide
for new equip-
ments?

10.The laboratory shall be furnished with
all items of test equipment required for
the correct performance of the tests and
shall be capable of achieving the accurate
results required.

1. What is the
measurement
traceability and
what activities the
laboratory in
volves?

11.The formal definition of traceability is
“property of the result of a measurement
or the value of a standard whereby it can
be related to stated references, usually
national or international standards,
through an unbroken chain of comparisons
all having stated uncertainties”.(given in
the International Vocabulary of Basic and
General Terms in Metrology, VIM:1993)
The laboratory establishes traceability of
its own measurement to the S| by means

ISENSHNUSIISIASUSODIODURUTMS hity

0://mnww.dss.go.th




ADN

AIAaL

Question

Answer

antl lunsdifeauasundyldeeenisinly
Famdae SI M lullduayme ldduiusiu
nmeaaufasdaliiaaundetiely
nsde Taeliiaaanaaundulsllds
WmsgIUNPIANMMNTaN 11w TanE1eEs
FuzedsiFa AEn1TANaeil AMARUNAL
"LmLﬂuameﬂumwummm LLmﬂqlu
wememumNamwmmum‘n@nﬂim
viseRndals daflanantiRa Addny
iy Armond ldudueuresnsdn wazAN
udugh TunisRansanaidnlddedile
AelafudAnyiifeadadddud a1sidn
nazwadeNazyINIin n1sUFLAFN
ey derwunredisdn uavAipy
Tlwduanaeinsda Geifadumanil el
Aanugaunduls sandefinnsusziu
AMANUAZARUANNTSTRBL T srANE
nw e liuladnszuauntsiasii
@NalaTAILANLE

12 Wesdfjdsnag
ANTHNIIANAITL
AoRtINNAAa L
agals

12.9eeJiiFEn1sfasinmiANaNynl
ﬂﬂdﬁ’;‘aﬂ’ivﬂ%ﬂﬂﬂuLLﬁKﬂﬂﬂ'ﬂdN@ﬂ?ﬂﬂ‘fgﬁ

restiestifiiAnnauargn Alaeivundu
AaunITA L UA NN zan lunI ruds
msiu nsdenis netlasiu nsiuinm
NNFRAIL ANNIZEZRATANIVLA UA/ATE
nisvnanafetmaaey el
nsdaeiszuylunisitsfaatamaaay

wialsuladn arhifanaududaunie

n1gn nIesRaet1Falunisdieiens
Tufinvielenansaw]

of an unbroken chain of calibrations or
comparisons linking them to relevant
primary standards of the S| units (Intemational
System of Units) of measurement. Where
traceability of measurements of S| units is
not possible and/or not relevant, the
testing shall provide confidence in
measurements by establishing traceability
to appropriate measurement standards
such as certified reference materials or
agreed methods.The traceability is
necessary but not sufficient for reliable
results estimated as measurands which
have other key properties such as
uncertainty, and accuracy. In considering
measurands mostimportant concerns are
identity of the analyte, implied measurement
conditions, recovery correction for overall
bias, specification in terms of a method
and overall uncertainty. Although those
activities are necessary to establish
measurement traceability, effective quality
assurance and control measures are in
place to ensure that the measurement
process is stable and in control.
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12. How does the
labaoratory handle
testitems?

12.The laboratory shall protect the integrity
of the test item and the interests of the
laboratory and the customer by appropriate
procedures for the transportation, receipt,
handling, protection, storage, retention
and/or disposal. The laboratory shall have
a system for identifying test items so as to
ensure that items cannot be confused
physically or when referred to in records
or other documents.
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13. How does the
laboratory get
confidence in
reliability of its test
result?

13.The laboratory shall have quality assurance
oftest result by quality control procedures
formonitoring the validity of tests undertaken.
Quality control data shall be analysed
and, where they are found to be outside
pre-defined criteria, planned action shall
be taken to correct the problem and to
prevent incorrect results from being
reported.

14. How does the
laboratory report
the test results
and what details
they shouldinclude?

14.The laboratory shall report the test
results accurately, clearly, unambiguously
and objectively, and in accordance with
any specific instructions in the test methods.
Each test report shall include at least

e



ANDN

ATAaL

Question

Answer

NAMIMAREL T8 A uazaneidures
fAurantnfilunisaensiaeiuya
nisasey  damainfiszydnaeuild
HALRNEFBL AR LIV

15. 41ANLITY
nageuliduly
manfideel i
AU LAAITH
n1sdpnsetinels
AN

16 fienusunaseydlidlullnaiives
dfifin1sivuanianiiuseaniszes
gnandildenasiuly dealfiRnissiasiu
Jadniinssniumsdeluil i nisuey
wangaNFuiaTanlun1siEwseun
duldsruiinovus  nasdsziduaanu
garyressud lifulilaud fvue nns
UjiFnsuflaleeiudl  wazwindndlu
piasiinsusslignAmany uazFunsuu
NALAYU

the following information unless the
laboratory has valid reasons for not deing
so: title “Test Report”, name and address
of the laboratory and the customer, unique
identification of the test report, test method,
a description of test item, the date of
receipt of the test item and the date of
performance of the test, reference to
sampling plan, test results, the name,
functional and signature of person
authorizing the test report and a statement
to the effect that the results relate only to
the items tested.
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15.How does the
laboratory respond
toits nonconforming
work?

15.When any aspect of its testing work, or
the results of this work, do not conform to its
own procedures or the agreed requirements
of the customer, the laboratory shall
ensure that the following activities shall
be implemented; the responsibilities for
the management of nonconforming work,
an evaluation of the significance of the
nonconforming work, immediate correction
taken, customer notified and work
recalled where necessary.
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16.How does the
laboratory implement
nonconformities
that have been
identified? Are
there any actions
to prevent the
occurrence of
nonconformities?

16. When nonconformities in the management
system or technical operations have been
identified, the laboratory shall designate
appropriate authorities to investigate the
root cause of the problem, select and
implement the action most likely to eliminate
the problem and to prevent recurrence.
The laboratory shall monitor the results
to ensure that the corrective actions
have been taken effectively. The laboratory
shall
nonconformities by identification the

prevent and/or reduce the

needed improvements and potential
sources of nonconformities. The action
plans shall be developed, implemented
and monitored to reduce the likelihood of
the occurrence of such nonconformities
and to take advantage of the opportunities
for improvement.
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17. How should
the laboratory
audit and review
its operations?

17.The laboratory shall periodically
conduct internal audits of its activities to
verify that its operations continue to
comply with the requirements of the
management system and the standard
ISO/IEC17025. Such audits shall be
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permit, independent of the activity to be
audited.The laboratory's top management
shall periodically conduct a review of the
laboratory's management system and
testing and/or calibration activities to
ensure their continuing suitability and
effectiveness, and to introduce necessary
changes or improvements.

18.How does the
laboratory continu-
ally improve its
management
system?

18.The laboratory shall continually
improve the effectiveness of its management
system through the use of the guality palicy,
quality objectives, audit results, analysis
of data, corrective and preventive actions
and management review.
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19. How does the
laboratory apply
for laboratory ac-
creditation when it
has established
and implemented
the management
system according
to the requirement
of ISO/IEC170257

19.When the laboratory has established
and implemented the management system
according to the requirement of I1SO/
IEC17025 and seeks for laboratory
accreditation, it has to submit a completed
application form together with a copy of
its quality manual and other supporting
documentation to the BLA-DSS that
assesses and accredits the competence
of laboratories to carry out specified tests
and subsequently ensures, by monitoring,
that the required standards are maintained.
Further information and application form
are available atthe BLA-DSS oron website
http://www.dss.go.th.
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These 20 questions and answers may assist laboratories with
understanding the requirements and reducing any problems to
establish quality management system and apply for laboratory
accreditation. However, laboratories have to study in details of the
requirements of ISO/IEC 17025 and related documents. For
further information, please contact with the Bureau of Laboratory
Accreditation, Department of Science Service or access to
website hitp./www.dss.go.th.
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20. Does the ac-
credited laboratory
maintain its ac-
creditation accord-
ing to ISO/IEC
17025 forever?

20.Following accreditation, to determine
whether or not the accredited laboratory
is continuing to comply with the requirements
of ISO/IEC 17025, laboratories are
subjected to periodic surveillance and
reassessment visits. Surveillance visits are
normally carried out every year and
reassessment visits every 3 years. At the
surveillance or re-assessment visit, the
BLA-DSS will continue the accreditation
of the laboratory or the BLA-DSS will
suspense or withdraw of accreditation if
the number and seriousness of the
nonconformities found is such that the
laboratory’s quality management system
has broken down, and the requirements
of ISO/IEC 17025 can no longer be met.




