Punti critici nella “tenuta” di
un programma di Controllo ...

Criteri, Regole, Materiale di
Statistica, ecc  Controllo CQI
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A Multi-Rule Shewhart Chart for Quality Control in Clinical Chemistry
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Control Materials

11, is ot our purpose to deseribe the characteristios of con-
trol :xm%wmi in dfem; Bowers et al. (6} have discussed control
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Suitable materials are generally available and in use in most
laboratories, although each material may have some limita-
tions for certain analytes. It may therefore be necessary to
select control materials appropriate for different analytes,
rather than use the same cnmrol matenals for all methud@

T general, 8L 11213 41 030 w1z

sontrol materials behave | zéw the real mm;}lm are avy sslas%m:
in sufficient quantity for a vear or so of use, are stable over the
time period of use, are appropristely apportioned lor conve

mient use, and vary little in concenteation from aliguot to sl

iquot or vial to vial. For the control system here, two controel
materizls having different concentrations are recommended,
with one messurement being made al each concentration
during each am&iyi%m% rin, The conventrations may be chowen
to represent normal values, appropriate mediesl decision
concentrations, or oritical instrument verformancs limits
{such as upper or lower hmits of boearity).
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Characterisation and Evaluation of External Quality
Assessment Scheme Serum™

Bisoussion Paper from the Bopean Exterast Cuality
Assessmens (EGAS Groanisers Working Broup €9

foratban G, Middie®, feanClnade Libeay?
Viadnrd Maloknov® and Hkka Peninila?

Pl wrork sesdevws the prosurement, spee fcation sed
wzesslastues of serum for externel quality sssegssment
A seed provides acheckitt o schams orgsdsen,
Gutdanos o the assesseneed of commndability snd
notos wo the wse of EGA msterials o astess sssay
srobiome ave provided, The anportance of the sppee
srisloness of moetenisl B respect of sebheese design
and ebpctives, and the sesentisl nelure of o detaded
spacifisation prioy to memdactes ae smphacived,

Tab.1 Sources of EQA (serum) materials and their suitability (from Lit c. {9))

Matrix Main advantages Main disadvantages

Human sera Behaviour similar to patients’ samples [Difficult to obtain values outside referer
intervals

Risk of infection

Ethicalllegal issues

L
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fnternal“ Quality C(;ﬁirol
Testing: Principles and
Definitions
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5.2 Characteristics

Matrix control materials are of a composition similar to or identical with the material being
analyzed; matrix control materials must be used, when available, and should mimic, insofar
as possible, the unknown specimen.
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EUROPEAN GROUP on TUMOUR MARKERS (EGTM)

http:/fegtm.web.med.uni-muenchen.de/detail/1.htm
EGTM recommendations, Focus Group

» IQC specimens of concentration appropriate to clinical application

Negative and low positive controls should be included for all
tumour markers, but there is also a need to cover the broader
concentration range, and to assess accuracy of dilution steps
required for high concentrations specimens.

« Specimens closely resembling authentic patient sera

In general it is inadvisable to rely exclusively on QC materials
supplied with the kit, and an authentic serum matrix control
from an independent source should be included.

11 controllo di qualita interno
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Maggio A. novembre 2003



% D8<.8+E %4

C

Maggio A. novembre 2003



Tab. 1 Characteristics and normalized residuals of control material in two exparimeants. with two different pairs

of methods.

g

Higpsay

Phreviaes

Human
hachek 22 Human
ontrol EIA® Unknown
Liguichek 2° Human
Ligand 32 Human Lyophilize
Precipath IM® Human Lyophilized
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