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PREAMBLE

In the process of concluding multilateral agreersdrnis required that the participants in the
agreement use similar procedures in the accremlitatiocess. Such agreements impose stringent
requirements because they are the basis for opaesting, calibration and accreditation in trade.
The use of similar procedures means that partitipecreditation bodies in the agreement provide
the same degree of assurance as to the qualitgampetence of the laboratories they accredit.

In 1990 and 1993, two enquiries were conducted astarccreditation bodies on surveillance and
reassessment procedures. The results of the lgsirgnvere reported in ILAC '94 in Hong Kong. It
was shown that differences existed between thewsuaccreditation bodies in their perception of the
meaning and function of surveillance and reassesisiBeme accreditation bodies indicated that they
apply proficiency testing as a substitute for sillagce.

As a consequence of this, differences existeddrctmduct of surveillances and reassessment
procedures. It also became clear that most acatexitbodies were willing to accept general
procedures issued by ILAC. In the ILAC '94 Gengkakembly meeting it was decided that Working
Group 1 of Committee 2 should prepare a guidancerment on surveillance and reassessment of
accredited laboratories.

PURPOSE

These guidelines provide a procedure for a harnedragproach to conducting surveillance and
reassessment of accredited laboratories.

AUTHORSHIP

This document was prepared by a Working Group 8fGLCommittee 2 and was endorsed for
publication by Resolution No. 17/96 of ILAC ‘96. &ltonvenor of the Working Group was
Dr J G Leferink.

(NOTE: In many instances the word ‘should’ is ugegrovide flexibility. In few cases ‘shall’ is uke
because the requirement is fundamental in the zbofehe interpretations.)

1. INTRODUCTION

Laboratory accreditation is the best mechanisnrd@ige assurance to customers on the

guality and competence of the laboratory. Inteoreti trade relies on certificates and reports
issued by accredited laboratories. Confidence énelitation is obtained by a transparent
system of control over the accredited laborataaies an assurance given by the accreditation
body that the accredited laboratory constanthyilfuthe accreditation criteria. This assurance
can be achieved through a mechanism of regulaegiance and reassessment visits enhanced,
where appropriate, by other surveillance activitied regular participation in proficiency
testing.

The main purpose of these guidelines is to actdes@mparable way of conducting
surveillance and reassessment visits by laboratoeyeditation bodies, especially those bodies
that seek multilateral agreements through ILAChootigh regional accreditation cooperations.
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(NOTES

1.

These guidelines do not address which particatgrects of the quality system and
technical operation should be checked. These aspeetdescribed in the ISO/IEC
Guides 25 and 58.

These guidelines do not address specific reqergs of the accreditation body with
respect to providing information on surveillancedlaeassessment to laboratories, and
aspects of cooperation between laboratories andeatitation bodies in providing
information to the accreditation body. These beltmthe general documentation and
rules of the accreditation body and should be plgplavailable before the accreditation
process starts. These should never be a matteggitiation prior to surveillance and
reassessment.)

2. TERMINOLOGY

2.1

2.2

2.3

2.4

2.5

2.6

2.7

2.8

Generally the terminology and definitions of ISQZIEuide 2, 25 and 58 apply in this
document.

Surveillance activitieare any activities undertaken by an accreditatmaylat any time
to monitor the performance of accredited laboratori

Surveillance visitare on-site visits to accredited laboratoriesnyr @her accredited
facilities, undertaken by an accreditation bodgrat time to ensure that these
laboratories operate in compliance with the actagidn requirements. Normally such
visits are less comprehensive than an initial @ssest visit.

Surveillance assessmasiains are plans made by the accreditation bodghedule
surveillance activities and visits, in particulasked upon areas of competence, for
individual laboratories between the initial assemshand the first reassessment or
between reassessments.

Reassessmerd a set of activities, always including a visihdertaken by an
accreditation body at regular intervals, to enshat an accredited laboratory operates in
compliance with the accreditation criteria.

Vertical assessmeig a comprehensive assessment of all the aspleatedesting or
calibration activity.

Horizontal assessmerd focused on one particular aspect through thelewiange of
activities of the laboratory.

Proficiency testings the determination of the laboratory’s calibwator testing
performance by means of interlaboratory comparisterlaboratory comparison is the
Organisation, performance and evaluation of testdhe same or similar items or
materials by two or more laboratories in accordamitle predetermined conditions.
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3.  SURVEILLANCE

3.1

3.2

3.3
3.4

3.5

The accreditation body shall have an establishéddacumented program for carrying
out periodic surveillance activities and surveitlarvisits at sufficiently close intervals to
ensure that the accredited laboratory continuestaply with all accreditation criteria.

Surveillance activities include aspects such as:

O Enquiries from the accreditation body to the labmmaon aspects concerning the
accreditation.

O Declarations by the laboratory with respect tortbeerations.

O Requests to the laboratory to provide documentsecatds (on paper or electronic
media), including updates from quality manuals.

O Assessing the laboratory’s performance (includimgugh proficiency testing).

O Other means of monitoring the laboratory’s testng calibration performance.

Surveillance activities may be carried out at amet

In addition to the above described surveillancergiets, the accreditation body shall
undertake surveillance or reassessment visits. 8udite visits shall be conducted in a
non-discriminatory way and be irrespective of teegraphic location of the laboratory
with respect to the location of the accreditatiodya

(NOTE: Reassessment visits may always take the pfasurveillance visits).

Interval between surveillance visits.

3.5.1 It is recommended that the first surveillanisit be carried out no later than 12
months from the date of initial accreditation.

(NOTE: this interval is shorter than other survaiice intervals to avoid a
commonly occurring problem that, after the initeedsessment, there is a
decrease in quality awareness in the laboratory.)

3.5.2 It is recommended that subsequent survedlaisits be carried out no later
than 18 months after the previous visit until askethe first reassessment. The
preferred interval is 12 months.

3.5.3 In deciding on the interval of the surveitarvisits and related activities at any
particular laboratory after the first reassessmihetaccreditation body may
take into account the performance of that laboyaébiprevious visits. A
minimum of three consecutive visits with good pearfance may lead to fewer
surveillance visits in the future. When the perfanoe of a laboratory
deteriorates, the frequency of surveillance aatisitand visits) would need to
be increased.

3.54 An accreditation body may decide to conduetsurveillance visits without
prior notice or with short notice only (less thammtweeks) as a mechanism to
lower the frequency of visits.

(NOTE: The accreditation body shall have predetesadicriteria describing
the relationship between the performance of theratory and the frequency
of the surveillance visits and other surveillanctities.)
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3.6

3.7

3.8

During a surveillance visit, elements of both tlualiy system and the testing and/or
calibration activities should be assessed.

3.6.1 For the quality system, it is of particulapiortance to evaluate the internal
audit and review. Which other elements of the qualystem should be
checked depends on various factors such as findihgevious visits,
outstanding corrective action, performance in gieficy testing, personnel
changes and other changes. All elements of thatgegktem should be
assessed at least once between the initial assetsantereassessment or
between two consecutive reassessments.

3.6.2 In practice, the competence of the laboradols not have to be checked in all
areas of accreditation at every surveillance v@3itanges in technical
personnel and changes in equipment indicate ththti@wial checking by the
accreditation body is needed. The accreditatiory lshaduld aim at assessing a
representative sample of the accredited activitiegering all areas of
competence, during the period between two reasssgsrar between initial
accreditation and the first reassessment. It iefbee appropriate that the
accreditation body makes a surveillance assesgplenfor such a period.

This is of special importance in multidisciplindaporatories.

3.6.3 Extensions of the scope of accreditation,év@n, shall always be checked if
new technical expertise is required.

3.64 The accreditation body should make use dfbotal and vertical assessment
techniques.

At ordinary surveillance visits, the surveillaneam shall have the competence to assess
both the quality system components of ISO/IEC G@ifiend the testing and/or
calibration activities. If the surveillance is carted by only one person, this person
should have the ability to assess both the qusjisgem components of ISO/IEC Guide

25 and the technical competence in one of the teahareas.

If an accreditation body receives any written ckion complaints creating doubts
concerning an accredited laboratory, it will caooyt surveillance activities (inquiries) or
even extraordinary surveillance visits in the sastrpossible time. Obviously these visits
have a different meaning than the visits in sec8idn4.

4. REASSESSMENT

4.1

4.2

4.3

In contrast to surveillance, reassessmentagynas comprehensive as the initial
accreditation and has the function of checkingldheratory’s compliance with all the
accreditation criteria, and assessing the coherefitee laboratory’s quality system.

The accreditation body shall have an estaldisimel documented program for carrying
out periodic reassessment visits to the accretfitearatory.

Reassessment visits should be conducted in-@isoriminatory way and be irrespective
of the geographic location of the laboratory wigspect to the location of the
accreditation body.
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4.4

4.5

4.6

4.7

The time interval between initial assessmedtraassessment or between reassessments
should not exceed 60 months (5 years). The recomeakimterval is 48 months (4
years).

(NOTE: Shorter intervals are applicable when anradited body conducts only
reassessment visits and no surveillance visitsgssesection 3.4).)

All elements of both the quality system ané@esentative sample of the testing and/or
calibration activities, covering all areas of coitgmee, should be assessed during a
reassessment visit, as in the initial assessmsitt 8pecial attention is required for
multidisciplinary laboratories as in section 3.6.2.

45.1 For the quality system, it is always importanevaluate the internal audit and
review.

452 The accreditation body should make ampleoftiberizontal and vertical
assessment techniques.

The reassessment team shall have the competeassess both the quality system
components of ISO/IEC Guide 25 and the full raneesting and/or calibration
activities of the laboratory. A reassessment telaonilsl normally consist of at least two
members.

The accreditation body should carefully constde composition of the reassessment
team. Preferably, new team members should be edlémt each reassessment. This
especially applies to the lead assessor.

5. PROFICIENCY TESTING

5.1

5.2

Where it is required of a laboratory to papi&te in proficiency testing, the performance
of the laboratory as well as its corrective actishsuld be taken into account in
conjunction with the findings of the surveillanaedaeassessment. Calibration
laboratories are normally required to participat@roficiency testing.

(NOTE: It is important to distinguish between apge of interlaboratory comparison
and specific interlaboratory comparisons set upgasficiency testing. Only well
established proficiency testing schemes shouldsbd in decisions on accreditation (see
ISO/IEC Guide 43).)

Proficiency testing is a component of survatk It cannot replace surveillance visits as
it usually only covers a small part of the scopevbich the laboratory is accredited, and
therefore cannot reflect the overall performanctheflaboratory and its quality system.

(GENERAL NOTE: At the time of writing this documé¢BO Guide 43 is being
rewritten. The final text of ISO Guide 43 may iafige the section on proficiency testing
and the terminology section in this document.)
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