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* Histokompatibilite ve immiinogenetik (H&I) Laboratuvarlari,
transplantasyon siirecinde klinik kararlari 6nemli 6lciide
etkiler.

= | aboratuvarin kalite standartlarina uygun hizmet sunmasi
elzemdir.
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= Akreditasyon, bir laboratuvarin belirli standart veya gereksinimleri
karsiladigini belgelemek icin dis bir kurulus tarafindan yapilan
degerlendirme ve onay siirecidir.

" Gundmuzde kalite belgesi veren kuruluslar cesitlilik gosterir ve farkl
endiistriyel, ticari veya profesyonel topluluklar tarafindan saglanabilir.
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" International Organization for Standardization (ISO)

" College of American Pathologists (CAP)

" Joint Commission International (JCI)

Bu kuruluslar, tibbi laboratuvarlarin kalite standartlarina uygunlugunu
degerlendirir ve akreditasyon stireclerini yonetir

Bazi lilkeler kendi akreditasyon sistemlerine sahiptir




Uluslararasi Standardizasyon Teskilati >
(150) /A TIREX

= Laboratuvarlarin kalite yonetim

sistemlerini belgelendirmek icin
kullanilan en yaygin standartlari
saglar

= Tibbi laboratuvarlar akreditasyonu
ISO 15189:2022




T College of American Pathologists (CAP) /\ T|REX

= Surekli iyilestirmeyi tesvik eden, etkilesimli, dinamik, isbirlik¢i bir kurulus
= CAP, klinik ve patoloji laboratuvarlarina odaklanmistir

" ABD disinda 50'den fazla lilkede bulunan 8.000'den fazla laboratuvarin
akreditasyonu

CAP PT/EQA programi var

= Akreditasyon basvurusunda bulunmadan 6nce en az alti CAP PT/EQA’ya
katilmak

= Akreditasyondan sonra da CAP PT/EQA’ya yillik tiyelik

College of American Pathologists (CAP) (2024)
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" The Centers for Medicare and Medicaid Services (CMS)
" United Network for Organ Sharing (UNOS)
" The National Marrow Donor Program (NMDP)

" The Foundation for the Accreditation of Cellular Therapies (FACT)

College of American Pathologists (CAP) (2024) |
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" Temel amaci, diinya genelinde saglik hizmeti saglayicilarinin kalite ve
glivenlik standartlarini artirmak ve hasta bakiminda mikkemmelligi tesvik
etmektir.

® ilk kurulan akreditasyon kurulusu

" 100’den fazla lilkede 22.000 saglik kurumu ile isbirligi

Joint Commission International (JCI) (2024)
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H&I laboratuvarlari, 2 6zel kurulus tarafindan hazirlanan 6zel kilavuzlar ve
uluslararasi standartlar araciligiyla immiinogenetik alanindaki profesyoneller
tarafindan olusturulan denetim otoriteleri tarafindan siirekli kontrollere tabi

tutulmaktadir.
* American Society for Histocompatibility and Immunogenetics (ASHI)
(Amerikan Doku Uyumlulugu immiinogenetik Dernegi)
» European Federation for Immunogenetics (EFI)
(Avrupa immiinogenetik Federasyonu)

Harmer 2018
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" 1975  American Association for Clinical Histocompatibility Testing
" 1984 American Society for Histocompatibility and Immunogenetics (ASHI)

= 33’den fazla lilke/1000’den fazla liye

American Society for Histocompatibility and Immunogenetics (2024)
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= immiinogenetik ve nakil immiinolojisi alaninda egitim ve uygulamalari
ilerletmeyi hedefleyen uluslararasi bir topluluk

" Bilimsel yeniliklerin klinik uygulamaya uyarlanmasinin saglanmasi, insan
yasami ve saghginin kalitesini artirmayi hedefler

American Society for Histocompatibility and Immunogenetics (2024)
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" United Network for Organ Sharing (UNOS)

* The National Marrow Donor Program (NMDP)

= American Board of Transplant Coordinators

= American Association of Tissue Banks

= American Society of Transplant Surgeons

=  American Society of Human Genetics

= American Society of Transplant Physicians

= North American Transplant Coordinators Organization
= American Association of Blood Banks

" The American Board of Histocompatibility and Immunogenetics

American Society for Histocompatibility and Immunogenetics (2024)
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= Kurulus yili 1985

= Akreditasyon Programlari

Solid organ

Hematopoietik kok hiicre nakli
Kan transfiizyonu

Hastalik teshisi

llag hipersensitivitesi

13
European Federation for Inmunogenetics (2024)



S

/
:“‘ ,,ﬁ

UN

: £ TIREX
EFIM ISsyonu /\ e

immiinogenetik alaninda egitimi ve arastirmayi tesvik etmek

Bilimsel bilgi alisverisi icin bir forum saglamak ve bu alanda calisan kisilerin
beceri ve bilgilerini gliclendirmek

Nakil alaninda calisan kisilerin resmi bir organizasyonunu olusturmak

Tekniklerin standartlastirilmasi, kalite kontrolii ve akreditasyon kriterleri
icin 6neriler gelistirmek ve bunlarin uygulanmasini desteklemek

Immiinogenetik veritabanlarinin olusturulmasi ve kullanimini tesvik etmek

Benzer amaclari olan organizasyonlarla iliskiler gelistirmek

European Federation for Immunogenetics (2024) |
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A. Harmer. HLA, 2018
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arasindaki dagilimi

36 lilke
A. Harmer. HLA, 2018
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A. Harmer. HLA, 2018
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e Numune istemi

* Numune Tasinmasi

e Numune Kabul, Red Kurallari
e Kan Alma Hizmeti

e Kimlik Dogrulama

e Numune Hazirhk

Pre-analitik

e Ekipman
.. e Reaktifler
Analitik * Bilgisayar Destekli Analizleri

e YOntemler

. . e Sonug girisi
Post- analitik e Raporlama
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e DNA izolasyon

e Diisiik Coziiniirliiklii (SSO) HLA tipleme

e Yiiksek Coziinirlikli (NGS) HLA tipleme

e Lenfosit ve serum ayirma

e Crossmatch (CDC, ELISA, Flow)

e Anti-HLA antikor tarama, tanimlama, single
antijen

 Hastalik/Hipersensitivitesi iliskili HLA
Tiplendirme

Test <
Prosediirleri

e Renal transplantasyon politikasi
e Kemik iligi transplantasyon politikasi

Politikalar <
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e Eksternal Kalite Kontrol

e Kit, reagent validasyon, verifikasyon
e Laboratuvar giivenligi (Tehlikeli Madde, Atik Yonetimi vs)
* Personel yetkinlik degerlendirme

e Egitim Plani

e Diizeltici Onleyici Faaliyet Plani

o Bilgi Glivenligi

o TDIS sonuc girisi

e Kadavra islem Akisi

e Gorev Dagilimi

e Cihaz Kullanimi

 Yedekleme (back-up)

e Raporlama

e Dolap ve oda isisi takip

e Temizlik

e Kalibrasyon

e Stok yonetim
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Kalite YOnetim Sistemi

Standartlara Uyum
Belgelendirme Siireci
Siirekli iyilestirme Yaklagimi
Egitim ve Bilinclendirme
Risk Yonetimi

Performans Olciimii ve izleme

/\ KOG UNIVERSITY TRANSPLANT IMMUNOLOGY
RESEARCH CENTER OF EXCELLENCE
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EFI Checklist

SECTION A - GENERAL POLICIES

A12  Testing Referred To Other Laboratories

A13 Partial Testing In Other Laboratories

SECTION B — PERSONNEL QUALIFICATIONS

B3 The Director and/or Co-Director

B4 Technical Staff

BS Competency Evaluation and Continuous Education
SECTION C — QUALITY ASSURANCE

c1 MANAGEMENT

c2 TECHNICAL

c3 PREANALYTICAL

SECTION D —- EXTERNAL PROFICIENCY TESTING

D1 PROCEDURE OF EXTERNAL PROFICIENCY TESTING
D2 REPORTING OF EPT RESULTS

D3 LABORATORY PERFORMANCE

SECTION E - ANALYSIS PROCESSES

E1 REAGENTS

E2 EQUIPMENT

E3 COMPUTER ASSISTED AMALYSES

E4 METHODS

E4.1
E4.2
E43
E4.4
E4.5
E4.6
E47
E4.8
E4.9
E4.10
E4.11
E4.12
E4.13

CcDC

Antibody Testing and Crossmatching
Enzyme-Linked Immuno Sorbent Assay (ELISA)
Flow Cytometry

Nucleic Acid Analysis

Bead Array

Sequence-Specific Primers (SSP)

Sequence-Specific Oligonucleotide Probe (SSOP) Hybridization Assays

Sanger Sequencing

Next Generation Sequencing

Haemopoietic Chimaerism and Engraftment (HCE) Monitoring
Analysis of Other Immunologic Markers

Other Methods

E5 CLINICAL APPLICATIONS

E5
ES5.2
E53
ES4
ES.5

Renal and/or Pancreas Transplantation
Other Organ Transplantation
Haematopoietic Stem Cell Transplantation
Transfusion

Disease Association

SECTION F-POST-ANALYSIS PROCESSES
F1 HLA ALLELES AND ANTIGENS

F11
F1.2
F1.3

Terminology
Phenotypes and Genotypes
Haplotype Assignment

F2 OTHER IMMUNOGEMNETICS MARKERS
F3 RECORDS AND TEST REPORTS
ABEREVIATIONS

DEFINITIONS
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22
23
24

25
27
27
27
29
29
31
32
33
33
33
33
34
34
34
36
37
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Basvuru Sureci

Kalite
YOnetim
Sistemi

Dis Kalite
Kontrol

Personel




Basvuru A TIREX

s Laboratuvar

e EFI tyeligi (yilik 50 euro)

e Talebini akreditasyon komitesine iletir

e Online basvuru formu doldurulur (SOP’ler vs)
e Basvuru Ucretini 6der (1350 euro)

- O

e Akreditasyon sayfasina laboratuvarin erisim yetkisi tanimlanir
e Komite, laboratuvara komisyoner atar

e Komisyoner basvuru formunu onaylar ve komiteye iletir

e Akreditasyon Komitesi onaylar ve inspektorlere dosyayi iletir
e inspektodrler dosyayi onaylar




Akreditasyon Siireci K TIREX
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Applicant  Inspectors Inspectors A;::::;t;:n Applicant Inspectors

PRE-INSPECTION - INSPECTION - POST-INSPECTION

e \
Application Checklist
Form
o

Pre-inspection Evidence of corrections
Documents

The Accreditation Process, 2021



https://www.ncbi.nlm.nih.gov/books/NBK584268/
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Akreditasyonun siirdiiriilmesi A TIREX

1. Yil
Akreditasyon B1 paketi

3.vil
A/C paketi

Denetim

2. Yil
B2 paketi
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= | aboratuvar direktoriniin degismesi

" Laboratuvar direktoriiniin uzun siireli yoklugu (hastalik vs.),
ornegin > 2 ay

= | aboratuvar yerinin degismesi




RN EFI standartlarina iliskin denetimler  Zg2 TIREX
N sirasinda en yaygin eksiklikler SRR

2012 2014 2016
No. of labs Rank of No. of labs Rank of No. of labs Rank of
with deficiency finding with deficiency finding with deficiency finding

External proficiency testing 29 | 22 1 23 2
Equipment maintenance 26 2
Continuous monitoring of processes 22 3 13 4= 29 1
Procedure manual 21 e 14 3= 8 8=
Temperature monitoring 21 4= 10 5= 11 5=
Competence evaluation 18 5 16 2 8 8=
Software validation 14 3= 16 3
Reports 13 4= 12 4
High-resolution typing ambiguities 14 8 10 5= 11 5=

A. Harmer. HLA, 2018
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e istanbul Tip Fakiiltesi DTL

e Adana Baskent Universitesi DTL

e istinye Universitesi DTL

e FNG DTL

e Erciyes Universitesi Tip Fakuiltesi DTL
e Ankara Universitesi Tip Fakiltesi DTL
e DiaghoSeq

mmm  ASHI

e Acibadem Universitesi

R CAP

e DiagnoSeq




L/ EUROPEAN
FEDERATION FOR
IMMUNOGENETICS
CATEGORY OVERVIEW
UNDER THE DIRECTION OF
Dr. Sebahat Alkgiil
Prof. Caner Siisal
EFI NO: 08-TR-020.930
Director(s): D, Sebahat Akgiil Prof. Caner Siizal
City: Istanbul
Country: TURKEY
Inpection date:
Standard version: 80
Clinical Category Requested Technical Category Requested
Renal and / or pancreatc Class I typing by:
transplantatdon: CDC: -
Recipient typing: Yes Flow eytometry (HLA-B2T): -
Antibody screening: Yes DNA lowr resolution: Yes
Antibody identification: Yes DMNA high resolution: Yes
Donor typing: Yes PCR-35F: -
Cross-matching: Yes PCR-550: Yes
SBT Sanger: -
NGS:
solid organ SBT NG5S Yes
transplantadon:
Feapient typing: - Class IT typing by:
Antibody seseening: - CDC: -
Antibody :dentification: - DNA low resoludon: Yes
Donor typing: - DMNA high resolution: Yes
Cross-matching: - PCE-33P: —
PCR-S50: Yes
Haematopoietic stem cell ZBBJ; S\E”é;‘ _.
transplantation (HSCT): - ) Yes
Related ransplantation: Yes HINA typing: -
Unrelated transplantation: -
HPA typing: -
Cord Blood typing ~ oping
Cross-matching: Yes MICA Typing: -
Chimaerism and engraftment - KIR Typing: N

monitoring:

Disease association studies:

Transfusion:

Technical Category

HILA Andbody testing by:
CDC:

Flow cytometey:

ELISA:

Bead array:

Antibody identification:
CDC:

Flow cytometey:

ELISA:

Bead array:

Antibody cross-matching by:
CDC:

Flow cytometry:

ELISA:

EBead azeay:

HNA andbodies:
HPA antibodies:

Requested
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