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correzione, verifica e
validazione deil risultati
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diagnostico

verifiche e algoritmi
autoverifica
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Flusso operativo del laboratorio
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ISO 15189

» “Medical laboratory services ...include
arrangements for ... validation,
interpretation, reporting and advice, ...".

* 4.2 Quality management system
—4.2.4 A quality manual shall describe the
guality management system

* The table of contents of a quality manual
— (p) Validation of results.

Validazione >< Verifica

» Validation Confirmation by examination and
provision of objective evidence that the particular
requirements for a specific intended use can be
consistently fulfilled. [1]

» Validation Confirmation, through the provision
of objective evidence, that the requirements for a
specific intended use or application have been
fulfilled. [2]

- [1] FDA QSR

— [2] ISO 8402 (reference only, obsoleted by [8] ANSI/ISO/ASQ
Q9000-2000 (U.S. version ISO 9000:2000);
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Validazione >< Verifica

« Verification The act of reviewing, inspecting, testing,
checking, auditing, or otherwise establishing and
documenting whether items, processes, services, or
documents conform to specified requirements. [1]

 Verification Confirmation by examination and provision
of objective evidence that specified requirements have
been fulfilled. [2]

» Verification Confirmation, through the provision of
objective evidence, that specified requirements have
been fulfilled. [1]

— [1] Quality Management and Quality Assurance - Vocabulary-ISO 8402:1994
(reference only, obsoleted by [8] ANSI/ISO/ASQ Q9000-2000 (U.S. version ISO
9000:2000);

— [2] FDA Medical Device Quality Systems Manual - The Quality Systems
regulation

ISO 15189
3.9 Post-examination procedures

» Postanalytical phase

—Processes following the examination
including systematic review, formatting
and interpretation, authorization for
release, reporting and transmission of
the results, and storage of samples of
the examinations
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CLSI GP26 — Laboratory Workflow

* Preanalytical » Postanalytical

— Patient assessment — Results reporting

— Test request — Post-test specimen

— Specimen collection management

— Specimen transport

— Specimen receipt e |Information

management
 Analytical — Laboratory information
system

— Testing / review Clinical application /
— Interpretation < consultati%?l

10 QSEs apply to all stages of
workflow path

CLSI AUTO10-PVoal. 26 No. 4
Autoverification of Clinical Laboratory Test
Results; Proposed Guideline

» posizione nel flusso

S IO Faddiesees Do guuhiy cvsleon cosengals Y E) mdavatsd by wn =200

e

3 -

4 ] T} = B o
£ B LR

L] £ .5 £

e

Eriifrinm
1
i

% Hooomls
Auiscrrurcul

]
lin oo el

InFerrtasicd
L% PRI

AT
Forsmmel

Prose
S
Subwly

E

Y

Adapied from CLSLTOTLY dacument S5 1—d (Rerilny Menagen aur Simrs Mogal far Hamn Core

ATTTON P addresses the cliniral Taborare—y path of wodeflemr sheps indizared by an =30

Treexaminarion Exnmndwaiien Dostexnmination

wlo
181

ety nl
Vsl Paospres
Pz men

=

HA

== a =

Heceipt

Calleticn

W o

Fazinl

Toramm pasis
elanng oo

I
Fra wea
mea

I
Faeqin
Snes me

" = K

Adapred o CLEIWOCLS decvmenr 55 1—d Qually Miwaganenr Symrens Meae! far Heafn Care.

PDF created with pdfFactory trial version www.pdffactory.com



http://www.pdffactory.com

Laboratory Workflow
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