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Sunum plant

DKD’nin amaci ve 6nemi

DKD uygulamalari

DKD sonuclarinin degerlendirilmesi
DKD sonuclarini etkileyen faktorler

Anahtar mesajlar
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® “External Quality Control (EQC)”~
® Dis Kalite Kontrol (DKK)

® “External Quality Assessment (EQA) ~
® Dis Kalite Degerlendirme (DKD)

® “Proficiency Testing (PT) ”~
® Yeterlilik Testi (YT)
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AKREDITASYON

YETERLILIK TESTLERI

i¢ Kalite Kontrol

Performans 6zellikleri

VALIDASYON

Amaca Uygunluk

Analitik sistem Olguim Belirsizligi

ANALITIK
SONUC

Trends in Analytical Chemistry, Vol. 23, No. 8, 2004



Laboratuvar Akreditasyonu
1ISO 15189

Klinik laboratuvarin Grettigi kaliteli hizmetin,
standartlari saglayabilecek yeterlilikte oldugu,
bagimsiz kurumlardan gelen denetciler tarafindan

incelenmesi ve belgelendirilmesi

Analiz Oncesi

= Analiz Analiz sonrasi

— ~
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Kalite GUvencesi

Analiz 6ncesi mmmp Analiz o) Analiz sonrasi

€

Kalite Kontrol

Analiz

=
e i | W it —_—
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Dis Kalite Degerlendirme (DKD)

Bir dis kurulus araciligi ile laboratuvar performansinin
objektif olarak degerlendirildigi sistem

® Laboratuvar performansinin bir élcutu
® Sistematik hatalarda erken uyari

® lyilestirme icin firsat

® Ticari kitlerin degerlendirilmesi

Vel
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YT Sureci

,YT numunelerin

gonderilmesi

sonuglarin
gonderilmesi

egerlendirme

\ . vessscc P YT raporunun

YT performans raporu ’ alinmasi

Duzeltici Faaliyetler
DSO “Laboratuvar Kalite Yonetim Sistem|” kursu



Kalite kontrol calismalari
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DSO “Laboratuvar Kalite Yonetim Sistemi” kursu



MolekuUler Testlerde Dis Kalite
Degerlendirme Sorunlari

® Biyoguvenlik
® Transfer suresi
® Transfer kosullari

® Saklama kosullari
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YT programi secimi

® Programin maliyeti

® Katilimci sayisi

® Program saglayici akredite (1SO 17043)
® Guvenilir teknik danismanlar

® Orneklerin sayi ve cesitliligi

® Cevrim sayisl
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YT programi secimi 2

® Ulusal / Uluslararasi

® Program - laboratuvar uyumu
® Ornek turt
® Ornek miktari
® Analit konsantrasyonu
® |aboratuvarda saptanan tirler/tipler

® Sonuclarin bildirilmesi icin verilen sure

i
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YT programi secimi

® Referans deger hesaplanmasi

® Referans laboratuvar secimi

® Referans degerin dogrulugu

® Sonug

® Sonug

arin bildirimi

arin istatistik degerlendirmesi

® Degerlendirme raporunun yayinlanmasi

® Onceki yillara ait degerlendirme raporlari




Inventory Of External Quality Assessment Programs

http://wwwn.cdc.gov/mlp/pdf/EQA/eqga_list.pdf

Country/  Program Name ~ Contact / E-mail ~ Address Web Site Affiliation Specialties Challenge Participant Fee Notes
Region Frequency  Type/Numbers
Argentina Programa Buenos Aires  progba@cemic.eduar  Galvan 4102, 1431 vww.cemic.edu.ar/l - Academic Chemistry, Hematology, Monthly Public and private Yes  Established in 1979
(ProgBA) Buenos Aires, Argentina,  NVESTIG/progba. Immunology/Serology, Newborn Screening [aboratories in
Phone +54 11 4546 8254, htm Argentina and other
FAX +54 11 4543 42407 parts of Latin America/
4546 1142 381
Argentina Programa de Evaluacion ~ dmpeec@netverk.com  Calle 6 #1344, LaPlata ~ www.fha.org.ar Clinical Chemistry, Hematology, Depending on the 3350 laboratories Yes Participation in International
Externa de Calidad ar (1900), Argentina Parasitology, Bacteriology, Serology, specialty, from Public and private Schemes from WHO through
(PEEC) Phone - .+54-221-4231 Urine,Coagulation, Instrumental Control,  monthly to twicea  hospitals, private respective specialties in Clinical
Fax- .+54-221-4232021 Immunology, Bload Gases, Therapeutic year. laboratories, Chemistry, Hematology,
Drug Monitoring, Endocrinology, Tumor manufacturer's Parasitology and Bacteriology.
Markers, Newborn Screening, Mycology, laboratories, high and Syphilis scheme from CDC. The
HIV Viral Load. low complexity) at Web site is in Spanish but
national level. translated link in English is under
construction.
Australasia Human Genetics Society ~ diannew@adhb.govtn  P.0. Box 872, Auckland, Newborn Screening 35 - Primarily Program offers a variety of
of Australasia Newborn ~ z New Zealand Phone - 64 9 Australasia, but open to analytes on participant collection
Screening Quality 307 4949 x6570 Fax -64 international cards, thus minimizing analytical
Assurance program 9307 4936 participants variations due to paper and spot
(HGSA Newhborn size and allowing blind testing of
Screening QAP) entire laboratory process.
tralia National Serology chris@nrl.gov.au National Serology vww.nrl.gov.au/ Immunology - HIV, HCV, and HTLV 2- 3times per year  Australia accredited to 1SO Guide 25 and

Reference Laboratory
' ment

Reference Laboratory, 4th
Floor, Healy Building, 41
Victoria Parade, Fitzroy

Phone- (03)

Serology , Measles and Rubella serology ,

with up to 10

Chlamydia trachomatis Micrabiology - HIV  challenges

and HCV nucleic acid testing Molecular
Infectious disease




DKD Yonergesi

®DKD Kurulusunun adi

*Yillik cevrim sayisi

®Her cevrimde gelen 6rnek sayisi
®Uygulama adimlari

®Sonuclarin degerlendirilmesi

®Sonuclarin kaydi

®Hatali sonuglar igin DF raporlari
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DKD Sonuclarinda Sorun

® Analiz oncesi

® Analiz

® Analiz sonrasi
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Mukemmel yeterlilik test
sonuclari bile laboratuvarin yetkin
oldugunu garanti etmez!

Hile yapilmis olabilir!
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Kontrol 6rneklerinin kimligi laboratuvar calisanlari ve
yoneticileri tarafindan bilinmemelidir !




Yeterlilik testinde nasil hile yapilir?

® Ayricalikli 6zen gosterilmisse
® Farkh yontem kullanilmissa
® Rutin calismada yapilmayan tekrarlar yapilmissa

® Test normalde analizi calisan personel tarafindan
yaplimamissa

® Test uygulanmadan once sonuclari 6grenilmisse
(kor olarak calisiimamissa)

oloji Kongresi 2014




YT Kisithhklari

e Laboratuvar kalitesinin degerlendiriimesinde tek
basina yeterli degildir

e Laboratuvardaki tim problemlerin saptanmasina
yonelik degildir (6zellikle analiz 6ncesi ve sonrasina
ait problemler)
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Yeniden Inceleme
Yeniden Degerlendirme

Tekrari mimkuin olmayan ornekler icin uygundur




Yerinde Degerlendirme

* Laboratuvar uygulamalarinin gercek halini gosterir
* Sorunlu alanlara yardim saglar

* Egitim planlanmasi ve uygulanmasi

Periyodik
ziyaretler




Katilimci Laboratuvarin Beklentisi

® Kalitenin belgelenmesi
® Sorunlarin belirlenmesi

® Katilimcinin kendisini diger laboratuvarlarla
karsilastirmasi

®* Yontem, reaktif, ekipman ve teknik elemanlarin
karsilastiriimasi

® Ticari testlerdeki sorunlar =2 kanit

gy —_—
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DKD ile kazanimlar

v’ Dogru, tekrarlanabilir ve giivenilir test sonuclari

v Yontem / test performanslarinin degerlendirilmesi
v/ Egitim ihtiyaclarinin belirlenmesi ve uygulanmasi
v’ Personel motivasyonunu saglamas

v/ Farkli laboratuvarlarda yapilan test sonuclari ve

performanslari ile karsilastirma

v/ Sistematik hatalarda erken uyari
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Saglik Bakanlgi

® Saglik Kurumlarinin Kit Karsiligi Cihaz Edinme
Uygulamasi ile llgili Esaslar - 2003

® | aboratuvarlarin dis kalite kontrol programlarina
katilma yonunde girisim yapilmasi gerekir.

® | aboratuvar performans kriterleri — 2007

® Fksternal kalite kontrol yapilmali; sonuclar
degerlendirilerek uygunsuz sonuclar icin duzeltici
onleyici calismalar uygulanmalidir.

® Hastane Hizmet Kalite Standartlari — 2011
® Testlerin dis kalite kontrol testleri calisiimalidir

e -
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DKD’e Katilim

® Butun laboratuvarlara onerilir

® Hastane Hizmet Kalite Standartlari (HKS) ve
ISO 15189 gerekliligidir

® Laboratuvar performansinin bir olctutudur

00 02 04 07 00 H Testlerin dis kalite kontrol testleri calistimaldr, {5

00 02 04 07 01 H Dahil olunan dis kalite kontrol programinda belirlenen periyotlarda
dis kalite kontrol testleri caisiimalidr,

00 02 04 07 02 H Diskalite kontrol test raporlar degerlendirilmeli,

0 Gerektiginde diizeltici onleyici faaliyet baslatilmalidrr,
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Quality Cenltrol for Molecular Diagnostics
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Quality Conirel for Molecular Diagnestics

About EQA ——

QCMD Structure
About QCMD

EQA Tutorial

The aim of External Quality Assessment programmes is to help monitor and improve quality within the clinical laboratory by
assessing a laboratory's ability to use molecular diagnostic technologies within the routine clinical setting. The QCMD EQA
programmes support the clinical laboratory's regulatory requirements and are also educational in application. The reports and
practical feedback QCMD provides participants allows them to identify and resolve potential problems whilst monitoring the
effectiveness of their laboratory quality assurance processes.

How the QCMD EQA programmes work

A registered laboratory is provided with a series of samples that are designed to resemble clinically significant specimens and/or
assess specific analytical assay characteristics. The laboratory is required to test these samples using its routine assay and standard
procedures as well as complete a technical questionnaire which includes questions regarding the laboratory set-up, assay method
and procedures. The results from the laboratory testing and answers to the technical questionnaire are reported back to QCMD on-
line. Following closure of the EQA participant testing period participating laboratories are provided with the EQA intended results. A
full EQA report and an individual performance report is provided shortly after and this provides further details of overall performance
for all participants in the EQA and the technology type and methodology. Group specific regional reports are also provided to
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Qualitative
Sample Content sample Your Your
ype qualitative  qualitative
result score
MTB13-04 M. tuberculosis Complex [BCG) Frequently detected Core positive 0
MTB13-02 M. tuberculosis Complex [BCG) Frequently detected Core positive 0
MTB13-01 M. tuberculosis Complex (BCG) Detected Educational positive 0
MTB13-03 . tb Complex Negafive Negafive Core negafive 0
MTB13-05 M. tuberculosis Complex (BCG) Detected Educational positive 0
MTB13-07 M. tuberculosis Complex (BCG) Detected Educational positive 0
MTE13-08 M. tuberculosis Complex [BCG) Detected Core positive 0
MTB13-04 M. tuberculosis Complex (BCG) Detected Core positive 0
MTB13-10 M. tuberculosis Complex [BCG) Detected Educational positive 0
MTB13-09 M.t Complex Negafive Negative Core negative 0
Sum Qualitafive Panel Score 0
Sample status Participant's result
Negative Not determined Positive
Frequently detected 0
Detected 2 0

Infrequently detected
Negative
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Quality Contrel for Molecular Diagnostics

2. Programme details

Date of panel distnbution  12/08/2013 Number of respondents 213
Number of parficipants 235 Number of datasets submitted 241*
Number of countnes 33 Number of qualifafive dafasets submitted 236 (76%)
INumher of qualitative and quantitafive dotasets submitted 3 (2%)

Twenty parficipants did not retum results. Five of these withdrew officially, citing ‘assay not offered’ [n=3), technical issues’ [n=1) and ‘other’ [n=1).
*Three datasets contained only negative or ‘not determined’ results for all samples and were notincluded in dafa analysis.

3. Panel composition

Sample ™ Sample conc.

; Sample stafus

Cells/vial

MTB13-04 M. tubercuiosis Complex (BCG) PRB ) frequently detected Core
MIB13-02 |M. tubercuiosis Complex [BCG) PRB 200 frequently detected Core
MTB13-01 M. tubercuiosis Complex (BCG) PRB 100 Detected Educaticnal
MTB13-03 |M.’rbCumplexNeg{:1hre PRB Negafive Core
MIB13-05 M. tubercuiosis Complex (BCG) Synthefic sputum 1,000 Detected Educational
MIB13-07 M. tubercuiosis Complex (BCG) Synthefic sputum 200 Detected Educational
MIB13-08 |M. tubercuiosis Complex [BCG) Sputum 200 Detected Core
MIB13-06 |M. tubercuiosis Complex [BCG) Sputum 200 Detected Core
MTB13-10 M. tubercuiosis Complex (BCG) Sputum 100 Detected Educaticnal
I wrriane I ths Cammley Nenafve | et rh | IWanmfiva 1 Crra




chnology groups, which are Conventional PCR, Real time PCR,
for o technology or kit method this was reviewed by the GCMD

o

Quality Contrel for Molecular Diagnostics :hnology type

] n n n
| fubsrcilass Complex (BOG) 53 3 i i
MIB13-02 |Ad fuberculoss Complex (BOS) 500 230 wes 10 1000 14 1000 | 148 P55 53 100.0 | 1000 2 1000 o 0o
MIB13-01 A fuberculoss Complex [BOS) 100 tLin) 870 B E0.0 12 B5.7 138 BRO 44 830 3 1000 2 100.0 o 0.0
MIB13-03 M. 1D Complex rIEEI{IT"-.'E' 25 758 10 1000 14 1000 | 145 P42 52 ¥E.1 | 1000 2 1000 1 1000
MIB13-05 |Ad fuberculoss Complex [BOG) 1,000 214 0B P P00 13 e 138 BRO 50 43 3 10080 2 100.0 1 1000
MIB13-07 AL fuberculoss Complex (BOG) 500 2n 8.7 10 10080 12 B5.7 139 Be.7 44 830 | 1000 2 1000 1 1000
MIB13-08 |Ad fuberculoss Complex [BOG) 500 215 0.3 10 10080 13 g 139 BR.7 45 P04 3 1000 1 500 1 1000
MIB13-04 |Ad fuberculoss Complex (BCS) 500 21 382 1 ooy 12 B57 | 133 B3E 50 43 3 1000 1 500 1 1000
MIB13-10 |Ad fuberculoss Complex [BOG) 100 173 7 5 S0.0 P 643 108 an.7 45 P04 1 3 1 4] 1 1000
MIB13-0F |W\. f Complex Negotive 28 938 B 0.0 14 1000 150 P4 51 4.2 3 1000 2 1000 1] 0o

Table ii: Qualitative performance scores per technology type

Total FCR
All technologies Convenficnal Real fime
sample slatus Commercial ® In-house® Commercial © In-house

=238 =10 =14 =155 =53

MTE13-04 Freguentiydetected (231 0 O 7|10
MTE13-02 Frequentfly defected (230 © O & |10
MTE13-01 Detected 207
MTE13-03 Hegative 278
MTE13-05 Detected 21
MTE13-07 Detected m
MTE13-08 Detected 215
MTE13-04 Detected 210
MTE13-10 Detected 173
1 MTE1%.0% | T | 298
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Sample Content Your Your Your
Consensus Technology
Result (log)
score score
HBVI2A-03 HBVType A
HBV12A-01 HBVType A 2.512
HBV12A-08 HBVType A 2.778
HBVI2A-05 HBVType A 1839
HBVI2A-07 HBVType D 3512
HBVI2A-02 HBVType D 2281
HBVI2A-0 4 HBVType D

Sum Quantitative Panel Score




Anahtar Mesajlar

Dis Kalite Degerlendirme

- .

Kalite yonetim sisteminin dnemli bir parcasidir

Laboratuvar performansinin tarafsiz olarak kontrol
edildigi bir sistemdir

DKD o6rnekleri, hasta érnekleri ile ayni sekilde islem
gormeli, kor olarak calisiimali, degerlendirilmeli ve
raporlanmali



Anahtar Mesajlar

Dis Kalite Degerlendirme
®Program secimindeki kriterlere dikkat edilmeli

®DKD programlarinin hastane yonetimlerince satin
alinmasi énerilir

®Hatali sonuclar alindiginda mutlaka duzeltici faaliyetler

uygulanmal

lyilestirme araci olarak kullanilmal




- Standartlar, 2011.

Kaynaklar

ISO 15189 Tibbi laboratuvar akreditasyonu

DSO Laboratuvar Kalite Yonetim Sistemi (Tiirkiye’ de Bulasici Hastaliklarin
Onlenmesi ve Siirveyansi Projesi — Faz 3 Erken uyari ve Yanit Sistemi)

ISO 17043 Yeterlilik Deneyi icin Genel Kurallar

CAP Laboratory Accreditation Programme, Chantal R. Harrison, Getting the
Most Out of Your Proficiency Testing, 2007

Klinik (Tibbi) Laboratuvarlarin YT Programlari
http://wwwn.cdc.gov/mlp/pdf/EQA/ega_list.pdf

CLIA. Centers for Medicare and Medicaid Services, Department of Health
and Human Services, Standards and Certification, Part 493 Laboratory
Requirements, 2004.

T.C. Saglik Bakanhgi, Tedavi Hizmetleri Genel Muddirligu Performans
Yonetimi ve Kalite Gelistirme Daire Baskanlgi, Hastane Hizmet Kalite



http://wwwn.cdc.gov/mlp/pdf/EQA/eqa_list.pdf




