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SOUHRN

Cil: predvést praktické vyuziti protokolu, ktery vydal v roce 2006 CLSI (Clinical and Laboratory Standards Institute) pod
oznacgenim EP15-A2 Vol.25 No.17,User Verification of Performance for Precision and Trueness; Approved Guideline, Se-
cond Edition“ [1], dale jen EP15-A2, za UCelem uzivatelské verifikace preciznosti analytické metody deklarované vyrobci
IVD MD pro klinické laboratore.

Viysledky: verifikace preciznosti deklarovana vyrobcem se provadéla na koncentraci katalytické aktivity enzymu y-gluta-
myltransferazy v lidském séru (méfena velicina), a méreni se provadelo na dvou koncentracnich hladinach vzdy ve tfech
opakovanich v pribéhu péti dni.

Diskuse: upozornit na existenci potencialniho Uskali alternativniho zplsobu odhadu mezilehlé preciznosti méficiho postupu
nazvaného ,Varianta 1 a uverejnéného v tomto Casopise (dale jen KBM), &. 1/2011, ve sdéleni ceského kolektivu autort
,Doporuceni k provadéni validace a verifikace analytickych metod v klinickych laboratorich® [2], déle jen ,Doporuceni®.
Zaver: hodnoceni Styrkrokoveé aplikace protokolu EP15-A2 v praxi, piisliby nové verze EP15-A3
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SUMMARY

Ambrozova J.: Notes to User Verification of Performace for Analytical Method Precision

Objective: to demonstrate the practical application of the EP15-A2 Vol. 25 No.17 CLSI document titled as ,,User Verification
of Performance for Precision and Trueness; Approved Guideline, Second edition” [1], next only EP15-A2, to the user veri-
fication (,spot-checking®) analytical methods precision of manufacturer claims in clinical laboratories, which was published
by CLSI 2006.

Resuilts: the precision manufacturer precision claims were tested on the gamma-glutamyltransferase catalytic concentration
in human serum (measurand), at two levels, running 3 replicates on each of the 5 days.

Discussion: the possible pitfalls of the analytical method precision alternative verification way when the intermediate precisi-
on is assessed as the ,Option 1“ formerly published in ,Recommendation to perform the analytical methods validation and
verification in clinical laboratories” [2], next only ,Recommendation®, in this journal ,Clinical biochemistry and metabolism®,
next only KBM, No. 1/2011, by the Czech authors collective.

Conclusion: the evaluation of 4-steps EP15-A2 protocol application in practice, the new version EP15-A3 promises
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