ASSESSOR CHECKLI ST:  GENERAL CRI TERI A

The foll ow ng pages present the criteria from| SO |EC Guide 25-
1990, "General Requirenents for the Conpetence of Calibration and
Testing Laboratories"” in a checklist format. The |aboratory's
policies and procedures must neet these requirenents. Quality
system docunent ati on and supporting records nust be avail able for
t he assessor's review.

Before the assessnent, the | aboratory is asked to conplete all the
unshaded docunent reference identifiers in the checklist's second
colum (| abelled "Doc. Ref.") and place a tick mark in the yes
(Y), no (N), or not applicable (NA) space for each checklist item
This serves to help both the | aboratory and the assessors prepare
for the assessnent and nmay save a significant anmpbunt of assessnent
tinme and cost. The appropriate "docunent reference" should

i nclude quality manual, |aboratory manual, SOP, etc. references.
The noted references should specify procedure nunber, page nunber
and section nunber, if possible, where each checklist itemis

addr essed.

Assessor Instructions: Review the | aboratory's docunmented quality
systemto verify conpliance with the applicable Guide 25
docunentation requirenments. Assess to verify that the docunented
quality systemis indeed inplenmented as descri bed. Record
coments related to any requirenment on the space provided. Assess
the | aboratory's technical conpetence to performspecific tests or
specific types of tests. Record comments related to tests on
separate sheets and/or on the draft scope(s) of accreditation.

All deficiencies nmust be identified and explained in the assessor
deficiency report.

Laborat ory Nane: City:
St at e:

Personnel Information (Nanes, Titles, and Responsibilities):

Techni cal Manager:

Qual ity Manager:




Key Technical Staff and Their Uni que Capability*:

* A "key technical staff person" is anyone whose absence or
departure would reduce the | aboratory's conpetence to carry out
one or nmore specific tests.
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| SO I EC Guide 25 - 1990

Checkl i st
Requi r enent Conpl i anc | Docunent Conment
e Ref er ence
Y | N | NA

4. ORGANI ZATI ON AND MANAGEMENT

4.1 The | aboratory shall be legally identifiable.

It shall be organized and shall operate in such a
way that its permanent, tenporary and nobile
facilities meet the requirenments.

4.2 The | aboratory shall:

a) have mmnagerial staff with the authority and
resources needed to discharge their duties;

b) have arrangenents to ensure that its personne
are free fromany comercial, financial and other
pressures which mght adversely affect the quality
of their work;

c) be organized in such a way that confidence in its
i ndependence of judgenent and integrity is
mai ntai ned at all tines;

d) specify and document the responsibility,
authority, and interrelation of all personnel who
manage, performor verify work affecting the quality
of tests;

e) provide supervision by persons famliar with the
test methods and procedures, the objective of the
test and the assessment of the results. The ratio
of supervisory to non-supervisory personnel shall be
such as to ensure adequate supervision;
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e
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Docunent
Ref er ence

Comment ¢

f) have a technical nanager (however naned) who has
overall responsibility for the technical operations

g) have a quality manager (however naned) who has
responsibility for the quality systemand its

i mpl ementation. The quality manager shall have
direct access to the highest |evel of managenent at
whi ch deci sions are taken on | aboratory policy or
resources, and to the technical nmanager. In sonme

| aboratories, the quality nanager nmay al so be the
techni cal manager or deputy technical manager;

h) nomi nate deputies in case of absence of the
techni cal or quality manager;

i) where relevant, have docunmented policy and
procedures to ensure the protection of clients
confidential information and proprietary rights

j) where appropriate, participate in interlaboratory
conparisons and proficiency testing prograns.
[Attach the last two copies of proficiency test
results for every programin which the |aboratory
shoul d be enrolled.]

5. QUALITY SYSTEM AUDIT AND REVI EW

5.1 The laboratory shall establish and maintain a
quality system appropriate to the type, range and
volune of testing activities it undertakes.

The el ements of this system shall be documented

The quality docunentation shall be available for use
by the | aboratory personnel
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Y | N | NA

The | aboratory shall define and docunent its
policies and objectives for, and its comitnent to
good | aboratory practice and quality of testing
services

The | aboratory managenent shall ensure that these
policies and objectives are docunented in a quality
manual and conmmuni cated to, understood, and

i mpl emented by all |aboratory personnel concerned.

The quality manual shall be maintained current under
the responsibility of the quality nanager.

5.2 The quality manual, and related quality
docunent ation, shall state the |aboratory's policies
and operational procedures established in order to
meet the requirements. The quality manual and
related quality docunmentation shall also contain:

a) a quality policy statement, including objectives
and comm tnents, by top managenent;

b) the organizati on and management structure of the
| aboratory, its place in any parent organi zation and
rel evant organi zational charts;

c) the relations between managenent, technical
operations, support services and the quality system

d) procedures for control and maintenance of
docunent ati on;

e) job descriptions of key staff and reference to
the job descriptions of other staff;
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f) identification of the |aboratory's approved
signatories (where this concept is appropriate)

g) the laboratory's procedures for achieving
traceability of measurenents;

h) the | aboratory's scope of tests;

i) arrangenents for ensuring that the |aboratory
reviews all new work to ensure that it has the
appropriate facilities and resources before
comenci ng such work;

j) reference to the test procedures used

k) procedures for handling test itens;

I) reference to the major equipnent and reference
measur enent st andards used

m reference to procedures for calibration
verification and maintenance of equi prment;

n) reference to verification practices including
interl aboratory conparisons, proficiency testing
prograns, use of reference materials and interna
quality control schenes

0) procedures to be followed for feedback and
corrective action whenever testing discrepancies are
detected, or departures from docunmented policies and
procedures occur
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Y | N | NA

p) the | aboratory managenent arrangements for
exceptionally permtting departures from docunented
policies and procedures or from standard

speci fications;

g) procedures for dealing with conplaints;

r) procedures for protecting confidentiality and
proprietary rights;

s) procedures for audit and review.

5.3 The laboratory shall arrange for audits of its
activities at appropriate intervals to verify that
its operations continue to conply with the
requirenents of the quality system Such audits
shall be carried out by trained and qualified staff
who are, wherever possible, independent of the
activity to be audited. Where the audit findings
cast doubt on the correctness or validity of the

| aboratory's test results, the |aboratory shall take
i medi ate corrective action and shall inmmediately
notify, in witing, any client whose work may have
been affected

5.4 The quality system shall be reviewed at | east
once a year by the mmnagenent to ensure its
continuing suitability and effectiveness and to

i ntroduce any necessary changes or inprovenents.
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5.5 All audit and review findings and any
corrective actions that arise fromthem shall be
docunent ed. The person responsible for quality
shall ensure that these actions are discharged
within the agreed tinescale

5.6 In addition to periodic audits the |aboratory
shall ensure the quality of results provided to
clients by inplenmenting checks. These checks shal
be reviewed and shall include, as appropriate, but
not be limted to:

a) internal quality control schemes using whenever
possi bl e statistical techniques;

b) participation in proficiency testing or other
interlaboratory conparisons; [attach the |ast two
proficiency testing results for every programin
whi ch the | aboratory should be enroll ed]

c) regular use of certified reference materials
and/ or in-house quality control using secondary
reference materials;

d) replicate testings using the same or different
met hods;

e) re-testing of retained itens;

f) correlation of results for different
characteristics of an item

6. PERSONNEL
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e Ref er ence

Y | N | NA

6.1 The laboratory shall have sufficient personnel
havi ng the necessary education, training, technica
know edge and experience for their assigned
functions.

6.2 The laboratory shall ensure that the training
of its personnel is kept up-to-date.

6.3 Records on the relevant qualifications,
training, skills and experience of the technica
personnel shall be maintained by the | aboratory.

7. ACCOVMODATI ON AND ENVI RONVENT

7.1 Laboratory acconmodation, test areas, energy
sources, lighting, heating and ventilation shall be
such as to facilitate proper performance of tests.

7.2 The environnent in which these activities are
undertaken shall not invalidate the results or
adversely affect the required accuracy of
nmeasurenent. Particular care shall be taken when
such activities are undertaken at sites other than
t he permanent | aboratory prem ses

7.3 The laboratory shall provide facilities for the
effective nmonitoring, control and recording of
environnental conditions as appropriate. Due
attention shall be paid, for exanple, to biologica
sterility, dust, electromagnetic interference,

humi dity, mains voltage, tenperature, and sound and
vibration levels, as appropriate to the tests

concer ned.
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Y | N | NA

7.4 There shall be effective separation between
nei ghboring areas when the activities therein are
i nconpati bl e

7.5 Access to and use of all areas affecting the
quality of these activities shall be defined and
controll ed.

7.6 Adequate neasures shall be taken to ensure good
housekeeping in the | aboratory.

Suppl emental Inquiry. The laboratory should have a
chem cal hygi ene plan per 29 CFR 1910. 1450.

8. EQUI PMENT AND REFERENCE MATERI ALS

8.1 The laboratory shall be furnished all itens of
equi pnrent (including reference materials) required
for the correct performance of tests. |In those
cases where the | aboratory needs to use equi pnent
outside its permanent control it shall ensure that
the relevant requirenments are net.

8.2 Al equipnent shall be properly maintained

Mai nt enance procedures shall be docunented.
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Requi r ement Conmpl i anc | Docunent Comment ¢
e Ref er ence

Y | N | NA

Any item of the equi pnent which has been subjected
to overloading or m shandling, or which gives
suspect results, or has been shown by verification
or otherwi se to be defective, shall be taken out of
service, clearly identified and wherever possible
stored at a specified place until it has been
repaired and shown by calibration, verification or
test to performsatisfactorily. The l|aboratory
shall exam ne the effect of this defect on previous
tests.

8.3 Each item of equi pnment including reference
materials shall, when appropriate, be |abelled,
mar ked or otherwise identified to indicate its

calibration status.

8.4 Records shall be maintained of each major item
of equi pment and all reference materials significant
to the tests performed. The records shall include

a) the name of the item of equipnent;

b) the manufacturer's nane, type identification, and
serial nunmber or other unique identification

c) date received and date placed in service

d) current |ocation, where appropriate;

e) condition when received (e.g. new, used,
recondi tioned);

f) copy of the manufacturer's instructions, where
avai l abl e
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Comment ¢

g) dates and results of calibrations and/or
verifications and date of the next calibration
and/or verification

h) details of mmintenance carried out to date and
pl anned for the future;

i) history of any damege, nalfunction, nodification
or repair.

9. MEASUREMENT TRACEABI LI TY AND CALI BRATI ON

9.1 Al measuring and testing equiprment having an
effect on the accuracy or validity of tests shall be
calibrated and/or verified before being put into
servi ce.

The | aboratory shall have an established program for
the calibration and verification of its nmeasuring
and test equipment.

9.2 The overall program of calibration and/or
verification and validation of equi pnent shall be
desi gned and operated so as to ensure that, wherever
applicabl e, measurements made by the | aboratory are
traceable to national standards of measurenent where
available. Calibration certificates shall wherever
applicable indicate the traceability to nationa

st andards of measurenent and shall provide the
nmeasurenent results and associ ated uncertainty of
measur enent and/or a statenent of conpliance with an
identified netrol ogi cal specification
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9.3 Where traceability to national standards of
measurenent is not applicable, the | aboratory shal
provi de satisfactory evidence of correlation of
results, for exanple by participation in a suitable
program of interlaboratory conparisons or
proficiency testing

9.4 Reference standards of measurenment held by the
| aboratory shall be used for calibration only and
for no other purpose, unless it can be denonstrated
that their performance as reference standards has
not been invalidated

9.5 Reference standards of neasurenent shall be
calibrated by a body that can provide traceability
to a national standard of neasurenent.

There shall be a program of calibration and
verification for reference standards.

9.6 \Were relevant, reference standards and
measuring and testing equi pment shall be subjected
to in-service checks between calibrations and
verifications

9.7 Reference materials shall, where possible, be
traceable to national or international standards of
measurenent, or to national or internationa
standard reference material s.

10.0 TEST METHODS
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Comment ¢

10.1 The laboratory shall have docunmented
instructions on the use and operation of al

rel evant equi pment, on the handling and preparation
of items for testing, where the absence of such
instructions could jeopardize the tests.

Al'l instructions, standards, nmanuals and reference
data relevant to the work of the |aboratory shall be
mai nt ai ned up-to-date and be readily available to
the staff.

10.2 The | aboratory shall use appropriate nethods
and procedures for all tests and related activities
within its responsibility (including sanpling,
handl i ng, transport and storage, preparation of
itens, estimation of uncertainty of measurenent and
anal ysis of test data).

They shall be consistent with the accuracy required
and with any standard specifications relevant to the
tests concerned

10.3 Where nmethods are not specified, the

| aboratory shall, wherever possible, select methods
t hat have been published in international or

nati onal standards, those published by reputable
techni cal organizations or in relevant scientific
texts or journals.
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10.4 Where it is necessary to enploy nethods that
have not been established as standard, these shal

be subject to agreenment with the client, be fully
docunented and val i dated, and be avail able to the
client and other recipients of the relevant reports.

10.5 Where sanmpling is carried out as part of the
test method, the | aboratory shall use docunented
procedures and appropriate statistical techniques to
sel ect sanpl es.

10.6 Calcul ations and data transfers shall be
subj ect to appropriate checks.

10.7 Where conputers or automated equi prent are
used for the capture, processing, manipulation
recording, reporting, storage or retrieval of test
data, the l|aboratory shall ensure that:

a) all applicable requirements are conplied with;

b) conputer software is documented and adequate for
use;

c) procedures are established and inplenmented for
protecting the integrity of data; such procedures
shall include, but not be Ilimted to, integrity of
data entry or capture, data storage, data

transm ssion and data processing;

d) conputer and automated equiprment is maintained to
ensure proper functioning and provided with the

envi ronnental and operating conditions necessary to
mai ntain the integrity of test data;
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e) it establishes and inplenments appropriate

procedures for the mmintenance of security of data
including the prevention of unauthorized access to,
and the unauthorized amendnent of, conputer records

10.8 Docunented procedures shall exist for the
purchase, reception and storage of consunable
materials used for the technical operations of the
| aboratory.

11. HANDLI NG OF TEST | TEMS

11.1 The laboratory shall have a docunented system
for uniquely identifying the items to be tested, to
ensure that there can be no confusion regarding the
identity of such items at any tine.

11.2 Upon receipt, the condition of the test item
including any abnormalities or departures from
standard condition as prescribed in the rel evant
test nmethod, shall be recorded

Where there is any doubt as to the items
suitability for test, where the item does not
conformto the description provided, or where the
test required is not fully specified, the |aboratory
shall consult the client for further instruction

bef ore proceedi ng.

The | aboratory shall establish whether the item has
received all necessary preparation, or whether the
client requires preparation to be undertaken or
arranged by the | aboratory.
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11.3 The laboratory shall have docunmented
procedures and appropriate facilities to avoid
deterioration or damage to the test item during
storage, handling, preparation, and test; any

rel evant instructions provided with the item shal
be fol | owed.

VWere itenms have to be stored or conditioned under
specific environmental conditions, these conditions
shall be mintai ned, nonitored and recorded where
necessary. \here a test itemor portion of an item
is to be held secure (for exanple, for reasons of
record, safety or value, or to enable check tests to
be performed later), the |aboratory shall have
storage and security arrangenents that protect the
condition and integrity of the secured itens or
portions concerned.

11.4 The | aboratory shall have documented
procedures for the receipt, retention or safe

di sposal of test items, including all provisions
necessary to protect the integrity of the

| aboratory.

12. RECORDS

12.1 The laboratory shall maintain a record system
to suit its particular circunstances and conply with
any applicable regul ations
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It shall retain on record all original observations
cal cul ati ons and derived data, calibration records

and a copy of the test certificate, or test report

for an appropriate period.

The records for each test shall contain sufficient
information to permt their repetition.

The records shall include the identity of personne
involved in sanpling, preparation, or testing.

12.2 Al records (including those pertaining to
test equi pnent), certificates and reports shall be
safely stored, held secure and in confidence to the
client.

13. CERTI FI CATES AND REPORTS

13.1 The results of each test, or series of tests
carried out by the |laboratory shall be reported
accurately, clearly, unanbiguously and objectively,
in accordance with any instructions in the test

met hods.

The results should normally be reported in a test
report or test certificate and should include al

the informati on necessary for the interpretation of
the test results and all information required by the
met hod used.

13.2 Each certificate or report shall include at
|l east the foll owi ng infornmation:
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a) atitle, e.g. "Test Report", or "Test
Certificate";

b) nane and address of |aboratory, and |ocation
where the test was carried out if different fromthe
address of the | aboratory;

c) unique identification of the certificate or
report (such as serial nunber) and of each page, and
the total nunber of pages;

d) nane and address of client, where appropriate;

e) description and unanbi guous identification of the
itemtested;

f) characterization and condition of the test item

g) date of receipt of test itemand date(s) of
performance of test, where appropriate;

h) identification of the test method used, or
unanbi guous descri ption of any non-standard net hod
used;

i) reference to sanpling procedure, where rel evant;

j) any deviations from additions to or exclusions
fromthe test nethod, and any other information
relevant to a specific test, such as environnental
condi ti ons;
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k) neasurenments, exam nations and derived results,
supported by tables, graphs, sketches and

phot ographs as appropriate, and any failures
identified;

) a statenment of the estinmated uncertainty of the
test result (where relevant);

m a signature and title, or an equival ent
identification of the person(s) accepting
responsibility for the content of the certificate or
report (however produced), and date of issue;

n) where relevant, a statenent to the effect that
the results relate only to the itens tested,;

0) a statenment that the certificate or report shall
not be reproduced except in full, wthout the
written approval of the |aboratory.

13.3 Where the certificate or report contains
results of tests performed by sub-contractors, these
results shall be clearly identified.

13.4 Particular care and attention shall be paid to
the arrangenent of the certificate or report,
especially with regard to presentation of the test
data and ease of assimlation by the reader. The
format shall be carefully and specifically designed
for each type of test carried out, but the headings
shal | be standardi zed as far as possible.
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13.5 Material anendnments to a test report or test
certificate after issue shall be made only in the
formof a further docunent, or data transfer

including the statement "Supplenent to Test Report

[or Test Certificate], serial nunber . . . [or as
otherwi se identified]", or equivalent form of
wor di ng.

Such anmendnents shall neet all the rel evant
requirenents of clause 13.2

13.6 The laboratory shall notify clients pronptly,

doubt on the validity of results given in any test
report or test certificate or amendnment to a report
or certificate.

in witing, of any event such as the identification
of defective nmeasuring or test equipment that casts

13.7 The laboratory shall ensure that, where
clients require transm ssion of test results by
tel ephone, telex, facsinmle or other electronic or

and that confidentiality is preserved

el ectromagnetic neans, staff will follow docunented
procedures that ensure that the requirements are net
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14. SUB- CONTRACTI NG OF TESTI NG

14.1 Where a | aboratory sub-contracts any part of
the testing, this work shall be placed with a

| aboratory conplying with these requirements. The
| aboratory shall ensure and be able to denobnstrate
that its sub-contractor is conmpetent to performthe
activities in question and conplies with the sane
criteria of conpetence as the |aboratory in respect
to the work being sub-contracted. The |aboratory
shall advise the client in witing of its intention
to sub-contract any portion of the testing to

anot her party.

14.2 The |l aboratory shall record and retain details
of its investigation of the conmpetence and
conpliance of its sub-contractors and maintain a
register of all sub-contracting.

15. OUTSI DE SUPPORT AND SUPPLI ES

15.1 Where the | aboratory procures outside services
and supplies, in support of tests, the |aboratory
shal |l use only those outside support services and
supplies that are of adequate quality to sustain
confidence in the |aboratory's tests.
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15.2 Where no independent assurance of the quality
of outside support services or supplies is

avail able, the |aboratory shall have procedures to
ensure that purchased equi pment, materials and
services conply with specified requirenments.

The | aboratory shoul d, wherever possible, ensure

t hat purchased equi pnent and consumable materials
are not used until they have been inspected
calibrated or otherw se verified as conplying with
any standard specifications relevant to the tests
concer ned.

15.3 The laboratory shall maintain records of al
suppliers fromwhomit obtains support services or
supplies required for tests.

16. COWVPLAI NTS

16.1 The | aboratory shall have documented policy
and procedures for the resolution of conplaints
received fromclients or other parties about the
| aboratory's activities.

A record shall be maintained of all conplaints and
of the actions taken by the |aboratory.
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16.2 Where a conplaint, or any other circunstance,

rai ses doubt concerning the |l aboratory's conpliance
with the | aboratory's policies or procedures, or

ot herwi se concerning the quality of the | aboratory's
tests, the laboratory shall ensure that those areas

of activity and responsibility involved are pronptly
audited in accordance with 5. 3.
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