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A Worldwide Standard for Medical Laboratories:
ISO 15189:2003
Particular Requirements for Quality Competence

With today’s world community—globalization of inclustry
and manufacturing and a very mobile socicty—mutual
recognition of medical results through worldwide testing

standards is essential. [SO 15189, the international stan-

dard for medical laboratories, addresses this need.

PARTICULARITIES OF ISO 15189 (1,2]

150 15189 takes a quality systems approach 1o address:
patient result interpretation; information provided to
requesting clinicians; specific quality requirements for
pre-, analytical, and post-analytical phases of testing;
technical and medical personnel competence; and a vari-
ety of issues concerning quality, safety and ethical issues.
Specific topics include:

* Appropriate choice of tests for a patient in a given
situation

* Sampling instructions and patient preparation

* Preliminary storage and transport to the test site

* Turnaround time and emergency testing

* Examinations by referral laboratories

* Attention for biological reference intervals

* Information on reports and professional judgment

* Technical and medical competence

* Confidentiality aspects

150 15189 AND POINT-OF-CARE TESTING (POCT)
Since POCT must conform to the general requircments
for all medical laboratory tests, there is no scparate
POCT standard. However, annex D focuses on distinct
needs, such as training of operators, supervision of the
process, and potential differences in results generated
from POCT devices and those in the routine laborato

This annex specifies that organizations involved in POCT
must evaluate and monitor the devices just as method-
ologies and instruments in the central laboratory are

evaluated and monitored. For optimum cffectivene:
the central laboratory must play a major role in POCT to
ensure that instrument maintenance, calibrations, a

ongoing quality control/QA checks are being performed.

Standardized protocols must be available and followed by
all operators and an audit trail established that links
patient test resules with the analyst, instrument and qual-
ity checks. 18O 15189 mandates training and states that
good communication between clinicians and everyone
imvolved in the POCT process is essential to prevent
problems, particularly with the introduction of new POC
test methods. In those cases where the committee con-
siders POCT to be useful, the comparability of results
between different POCT devices and central laboratory
methods must be established. Central laboratories can
and should play an important role in the management of
quality for POCT

ADVANTAGES OF IS0 15189

Finally there is a worldwide, accepted standard (ISO
15189) on quality requirements for laboratory medicine.
Through a universal, worldwide standard, the medical
laboratory profession can improve its quality image and
credibility. The requirements in the standard are general,
but they can be applied in all medical laboratory sub-dis-
ciplines including POCT.
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Have a quality manual
thar describes the quality
management system and
includes: a quality policy,
ff education ‘training,
quality assurance, docu-
ment control, instru-
Ment reagent manage-
mient, validation of proce-
dures/results, protocols
for sample collection and
andlling, quality control,
result repor

As part of this documentation,
assemble the qualiry, quality assess-
ment and improvement

policies procedures necessary
collecr patient specimens, i

Premier J000°s entire analyrical
tem and report patient test results,

GEM Premier 3000 Operator’s Manual
All reagents and controls are T
supplied and contained in the disposable
analytical PAK.

) PAK is verified

ndependlently by a series of NIST-
traceable external solutions called CVP
GEM-IQM automati initiates
corrective actions, disables the affected
analyte(s), re-enables the recovered
nalyte(s), and norifies the operator
abour the analyte(s)’ status

function of instruments,
reagents and analytical
Systems.

Have a documented
recorded program of
preventative maintenance
and calibration which, at
minimum, follows manu-
mm.neﬂﬁ-,_n recommenclatic NS,

Nothing

t reporting, including
monitoring sensor stal
performing QC analyses and evaluarions,
and conducting 4 variety of instrument
funcrion checks are tomally automated.

There is no reagent preparation and
GEM-iQM con s monirors all
onboard solution
GEM-iQM auromarically initiates
corrective actions including disabling the
affected analyte(s), re-enabling the
recovered anah te(s), and notifving the
operator about the analyte(s)’ status.

Known analytical interferences have
been evaluated and documented in the
GEM Premier 3000 Operator's Manual
Some interfering substances in patient
samples are detected by iQM Failure
Partern Recognition softeare,

The operator is alerted when tolerances
are exceeded or problems oceur.

strument actions are documentedl.

y (calibration),

Have documented
procedures describin,
how to perform all
procedural steps available
1o relevant staff.

Assemble a procedure manual that
describes the entire testing process
including reporting of patient resul,
and test site-specific informarion.

GEM Premier 5000 Operator’s Manual,

GEM Premier 3000 Standlard Oper:
Procedure (SOP) diskette.
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Design internal QC svstems
that verify attainment of
tended qual

Test site direcror or designee
approves the use of the GEM
Premier 2000°s pre-established QC*
limits, which are bases on rotal

hle error requirements and
instrument performance specifica-
ns.

*1L's hulk QC solutions are called
"Process Control Solutions (PC
Solutions)”

analyzes a
minimum of 2 levels of QC every 4
hours and a third level every 24 hours.

*  PC Solution B continually monitors

*  GEM-IQM continually evaluates QC dara
and norifies the operator when res
exceed tolerance

mits.

*  GEM-QM auromartically performs
correcrive actions when tolerance

564565

Design a program for

d verification
5 [0 ensure
results are traceable (o
reference cor

Participare in interlaboratory
comparisons (quality
assessment schemes) or
develop a mechanism to

Test site director or designee
decides on the acceprability of the
GEM Premicer 3000's calibration,

fled with each new analytical PAK.
Participate in interlaboratory
external assesment programs
that independently document
accuracy:

Subscribe to external quality
assessment programs for the
vies tested.

accuracy in a cartricdge are being
performed using three PC Solutions
that are rraceable to NIS)

the cartridge life.

*  With installation on instrument, the

different series of exrernal solutions

called CVE

ty of the
bration throughout the
" of the cartride.

across the range of calibration,

Performance Verification Product (PVP)
may be purchased from IL (5 levels for
blood gases, electrolyre
metabolite lev

*  GEM-QM anahzes the EQA samples in
the same manner as patient sampl




