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Standard
Modello, tipo, norma cui si devono 
uniformare, o a cui sono conformi, tutti i 
prodotti e i procedimenti, tutte le attività e le 
prestazioni, di una stessa serie: fissare uno 
s., attenersi agli standard
(Vocabolario Treccani)



Standard: tesoro dell’esperienza 
di tanti



AccreditamentoStandards



Accreditamento (1)

Processo in cui un’istituzione autorevole, 

riconosciuta ed esterna, valuta 

un’organizzazione sulla base di un insieme 

predefinito di Standards di qualità.



Accreditamento (2)

Prevede una verifica formale (audit) 
all’organizzazione svolta da un team di 
ispettori. I risultati dell’audit forniscono 
indicazioni sulla concessione o meno dello 
status di Accreditamento. 



Accreditamento (3)

E’ diventato uno strumento diffuso per 

garantire e migliorare nel tempo, la 

qualità e sicurezza in Sanità.



Esempi di Accreditamento in Sanità



- Accreditation demonstrates competence of the laboratory
- A tool to recognise laboratories world-wide
- Periodical audits stimulate maintenance and improvement of quality
- Improves standard of services for clients (patients, health care providers, 

etc)
- ISO 15189:2012
- Accreditation is not about who is best, but who has a system of standard 

procedures which aim to improve quality and patient safety
- Quality system is about people, with people and for people





L’Istocompatibilità e l’Immunogenetica 

sono in costante (e talvolta vorticosa) 

evoluzione. 
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’58: 1st 
HLA Ag, 
Dausset

’61: Bw4, Bw6, 
Payne, Van Rood

’62: 1st Kidney Tx
Starzl, Calne

’64: Micro-
lymphocytotoxicity test, 

Terasaki

’64: 1° IHWS
Durham, USA

’67: HLA Genetics , 
Ceppellini

’68: 1st Bone Marrow
TX, Good

’68: HLA nomenclature

’69: relevance of XM 
in kidney Tx, Terasaki

’73: HLA-B27 and 
Ankylosing
Spondilytis

’74: MHC restriction, 
Doharty, Zinkernagel

’83: PCR , Mullis

’80: 8st IHWS Los 
Angeles, summary of 
HLA specificities:79 

Molecular Biology era

’67: 1st Heart Tx,
Barnard

’92: PCR-SSP, 
Olerup

’15: NGS in 
clinical HLA Labs

’93: PCR-SBT, 
Santamaria

’97: HLA-Ab
Elisa

’95: EFI Accreditation
Program

’02: HLA-Ab
microbeads

’05: single Ag
beads

’07: MICA Abs

’10: Virtual XM
Cecka’70: CDC 

screening and 
XM

Pietre miliari H&I



1960 1970 1980 1990 2000 2010 2020

’58: 1st 
HLA Ag, 
Dausset

’61: Bw4, Bw6, 
Payne, Van Rood

’62: 1st Kidney Tx
Starzl, Calne

’64: Micro-
lymphocytotoxicity test, 

Terasaki

’64: 1° IHWS
Durham, USA

’67: HLA Genetics , 
Ceppellini

’68: 1st Bone Marrow
TX, Good

’68: HLA nomenclature

’69: relevance of XM 
in kidney Tx, Terasaki

’73: HLA-B27 and 
Ankylosing
Spondilytis

’74: MHC restriction, 
Doharty, Zinkernagel

’83: PCR , Mullis

’80: 8st IHWS Los 
Angeles, summary of 
HLA specificities:79 

Molecular Biology era

’67: 1st Heart Tx,
Barnard

’92: PCR-SSP, 
Olerup

’15: NGS in 
clinical HLA Labs

’93: PCR-SBT, 
Santamaria

’97: HLA-Ab
Elisa

’95: EFI Accreditation
Program

’02: HLA-Ab
microbeads

’05: single Ag
beads

’07: MICA Abs

’10: Virtual XM
Cecka’70: CDC 

screening and 
XM

Pietre miliari H&I



1960 1970 1980 1990 2000 2010 2020

’95: EFI Accreditation
Program

Pietre miliari H&I



1960 1970 1980 1990 2000 2010 2020

’95: EFI Accreditation
Program

Pietre miliari H&I



The             accreditation toolkit

EFI Standards Commissioners

Training, EFI 
education, 
meetings, 
www.efiweb.eu

EFI Office 
manager

External
Proficiency
Testing (EPT)Accreditation website

https://efi-accreditation.org
and manuals

Application files
(and addenda)

A, B1, B2, C

Inspections

Corrective actions

Check-list

http://www.efiweb.eu/
https://efi-accreditation.org/
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Version 7.0, 2018



EFI Standards, version 7.0



The EFI Accreditation System

EFI Executive Board

Accreditation Committee

Regions and Commissioners

The EFI Accreditation 3 year cycle

Other EFI Committees (Standards, 
Education, EPT, Scientific etc.)

EFI Accreditation Office (Leiden)

Other specific H&I accreditation
systems (e.g. ASHI)

Permanent Committee
Documents (manuals, packets, 

check-lists etc.) 
Accreditation software

Inspectors
(training, workshops, Newsletter)



The 3 year cycle of the  EFI Accreditation system

Laboratory applies for 
EFI Accreditation

Laboratory submits 
application A

Commissioner reviews 
application and 

organises inspection

If inspection is successful, 
accreditation is granted

Laboratory applies for 
accreditation renewal 

and submits 
application B1

Commissioner reviews 
application and if 

there are no 
major deficiencies, 

grants renewal

Commissioner reviews 
appliciation and if 

there are no 
major deficiencies, 

grants renewal

Commissioner reviews 
application and 

organises inspection

If inspection is
successful, 

accreditation is
renewed

After the 1st year After the 2nd year After the 3rd year

Laboratory applies for 
accreditation renewal 

and submits 
application B2

Laboratory applies for 
accreditation renewal 

and submits 
application C



Application 
file  A

Beginning of 
the route

Standards
EFI V.1



Application 
file  A

Application 
file C

Beginning of 
the route

B1

B2

Standards
EFI V.1

Standards
EFI V.2



Application 
file  A

Application 
file C

Beginning of 
the route

B1

B2

B1

B2

B1

B2

Standards
EFI V.1

Standards
EFI V.2

Standards
EFI V.3Application 

file C

Application 
file C



Packet A

Packet C

Packet C

Packet C

B1

B2

B1

B2

B1

B2

Standards
EFI V.1

Standards
EFI V.2

Standards
EFI V.3

Beginning of 
the route
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E il futuro?








Possibili sentieri davanti a noi

• NGS viene adottata dai principali laboratori e modifica il 
flusso di lavoro

• Una parte della tipizzazione con NGS viene esternalizzata 
• Aumenta la componente informatica del nostro lavoro
• Estensione dell’immunogenetica oltre l’HLA
• Sequenziamento di una singola molecola di DNA?
• Sequenziamento RNA e studio dell’espressione degli 

antigeni HLA



Qualunque saranno gli sviluppi 

dell’Immunogenetica e dell’Istocompatibilità, 

potremmo sempre contare sugli Standards, che 

sapranno indicarci il modo per portare le 

innovazioni scientifiche e tecnologiche all’interno 

dei laboratori, a beneficio dei nostri pazienti
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