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Icerik
* Adlandirma, Tanim, kavram, sektor, segment:
- Tibbi cihaz - in vitro diyagnostik tibbi cihaz/lrun

- Laboratuvar tibbinda izlenebilirlik

- Standardizasyon
- Harmonizasyon

 Yasal mevzuat, Standartlar, Kilavuzlar

* Tarihsel siireg¢ (Dinyada, Tirkiye'de)

+ Gozlemler, deneyimler, ¢ikarilan dersler
» Gorus ve oneriler
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Sunumun Hedefleri

. Ulkemizdeki adlandirma, tanimlamalardaki
farkhliklarin yarattigr sorunlari
degerlendirmek

. Dinyada laboratuvar tibbinda metrolojik
izlenebilirlik alanindaki durum

. Izlenebilirligin tibbi laboratuvarin analitik
performasiyla iliskisini agiklamak

. Dis Kalite Degerlendirme programlarinin IVD
tibbi cihaz gozetim ve denetimindeki onemini
vurgulamak

. Bu alandaki sorumluluklar: degerlendirmekie



Bu ¢alistayda bulunma nedenim

* Kurslar (Yonettigi ve egitici olarak katildigr)
- Tibbi laboratuvarlarda kalite yonetimi (1998-...)
- Analitik Kalite yonetimi (2001-...)

- Hasta basi analiz cihazlari

- Kanita dayali laboratuvar tibbi (2008-...)

- IVD tibbi cihazlari/irinleri tekniksartname

+ Turkiye'de kalite altyapisinin desteklenmesi
projesi (2006-2007)

»+ IFCC Ulusal temsilci (JCTLM ile ilgili
gelismeler)

+ IFCC HbAlc Standardizasyonu ¢G Uyeligi .

TUBI



Adlandirma, tanim, kavram, sektor,
segment

+ Ulkemizdeki en énemli iyilestirmeye agik
alanlar (Zorlayicilar)
- Adlandirmalardaki farkhliklar

* (Konusanlar birbirlerini anlayamiyor)
- Sektorlerin net olarak tanimlanmamasi
- Bu nedenlerden dolay! veri toplamada sorun

- Dolayisiyla istatistiksel bilgi elde edilmesinde
sorun
- (Bilgisayar programlar: algilayamiyorlll)
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Adlandirma,tanim, kavram, sektor,
segment
In vitro Tibbi cihaz?

*Saglik sektord

- Tibbi cihaz alt sektord
- Viicut diginda kullanilan tibbi tani cihaz segmenti
(in vitro diyagnostik tibbi cihaz-IVD Tibbi cihazlar)

Medikal cihaz

* Medikal sektord - Biyomedikal - Biyoteknoloji

- Medikal cihaz alt sektord
* Invitro diyagnostik tibbi cihaz segmenti
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Adlandirma,tanim, kavram, sektor,
segment

+ (Tibbi Cihaz Yénetmeligi-R6:2007,
5:26398)

“In vitro tibbi tani cihazlar:..."

Viicut Disinda Kullanilan (In Vitro)
Tibbi Tani Cihazlar: Yonetmeligi

In-Vitro (Viicut Diginda Kullanilan) Tibbi Tani Cihazlari Yénetmeligi

. (ISO 17511, ISO 18153)

Vicut disi kullanilan tibbi tani cihazlar:

Medikal Metroloji Caligtayi, TUBITAK-UME, Istanbul



Adlandirma,tanim, kavram, sektor,
segment

» Vicut dist kullanilan tibbi tani cihazlar:
(VDK tibbi tani cihazlari)

* in vitro diaghostic (IVD) medical
devices

- TVD tibbi cihazlar

Medikal Metroloji Caligtayi, TUBITAK-UME, Istanbul



IVD Tibbi Cihazlar

Viicut Diginda Kullanilan (In Vitro) Tibbi Tani Cihazlari Yonetmeligi
“... d) In-vitro tibbi tani cihazi (cihaz): Imalat¢i tarafindan esas olarak;

1) Fizyolojik veya patolojik durum veya

2) Konjenital anomalilerle ilgili bilgi edinmek ya da

3) Muhtemel alicilar igin uygunluk ve giivenligi belirlemek veyahut

4) Tedaviyi izlemek amaciyla,

tek basina veya birlikte kullaniimasina bakilmaksizin, kan ve doku bagislari
da dahil olmak lizere insan viicudundan alinan numunelerin in-vitro incelenmesi icin

tasarlanan reaktif, reaktif drind, kalibratér, kontrol materyali, kit,
arag, gereg, ekipman veya sistem olan bitin tibbi cihazlar: ve
vakumlu ozellige sahip olsun veya olmasin, imalatgilar: tarafindan 6zellikle, in-vitro

tibbi tani incelemesi igin insan viicudundan alinan orneklerin konulmasi ve muhafaza
edilmesi amactyla kullanilan numune kaplart,

e) Kalibrasyon ve kontrol materyali: Imalat¢i tarafindan cihazin kullanim
amacltyla baglantili performans 6zelliklerini 6lgmek veya dogrulamak veya 6lgim
iliskilerini belirlemek amaciyla tasarlanan her tirli madde, materyal ve malzemeyi,...
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IVD Tibbi Cihazlar

- TVD tibbi cihazlar/urunler

- Analizorler

- Hasta basi analiz cihazlar:
- Analiz reaktifleri (kitler)
- Referans materyaller

- Kalibratérler

- Kalite kontrol materyalleri

AB Direktifi: 98/79/EC sayili In vitro Tibbi
Tani Cihazlari Direktifi

Medikal Metroloji Caligtayi, TUBITAK-UME, Istanbul



IVD Tibbi Cihazlar

Uyumlulastirilan AB Direktiflerinden:

+ 98/79/EC sayili In vitro Tibbi Tani Cihazlari
Direkftifi

- Yeni oheri incelenmekte

Medikal Metroloji Caligtayi, TUBITAK-UME, Istanbul



Laboratuvar tibbinda izlenebilirlik

. che 1. Yonetmelikte
- Izlenebilirlik buadland:r'ma
. bulunmamakta
* Harmonizasyon

+ Standardizasyon

- Harmonizasyon (Ug temel yontem):

1) Kalibrasyon ile harmonizasyon
2) Yontem karsilastirma ile harmonizasyon
3) Referans sistem kurularak standardizasyon

» Standardizasyon amaci:
Hasta test sonuglarinin harmonizasyonu

Medikal Metroloji Caligtayi, TUBITAK-UME, Istanbul



Laboratuvar tibbinda izlenebilirlik

Sl traceability - Primary Calibrators (ISO 17511)

CALIBRATION Y
MATERIAL VALUE ASSIGNMENT »°  PROCEDURE IMPLEMENTATION u(y)
4 a) definition of -
Sl unit by CGPM
—_— "'ty primary reference BIPM, NMI 2, ARML 2 -
) primary calibrator 4/ measurement procedure
BIPM, NM| 2 -
\ d) secondary reference
______________________ measurement procedure NMI, ARML .
= &) secondary NMI, ARML, ML —
=1 calibrator® — f) manufacturer’s selected
3 measurement procedure ML
(3]
E g) manufacturer's ML
4| | Yorknocabaid T | M manufaciurers standing
) measurement procedure
8 M —
3 i) manufacturer's
[ product calibrator® ML
o
= A e S R A
}y end-user’s routine manufacturer
measurement procedure and/or end-user
routine sample
end-user et
. RESULT end-user -

T

Bureau International des Poids et Mesures -

Kaynak: http://www.bipm.org/utils/en/pdf/Traceability_in_LabMed.pdf
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Laboratuvar tibbinda izlenebilirlik

Traceability to an international conventional calibrator (ISO 17511)

CALIBRATION ™
MATERIAL VALUE ASSIGNMENT »*  PROCEDURE IMPLEMENTATION uly)
Niermanonal protocol Tor valle
A assignment by international scientific G
= i1 nnl "l‘fHO!
international international scientific
omvanions organization®, WHO? =
calibrator®
a f) manufacturer's selected ML .
_:_ / measurement Dﬂ}CEdUI"E
E:.E g) manufacturer’s
w working calibrator® ML —
& ‘«»_\\‘ : :
& h) manufacturer's standing ML
o measurement procedure —
=L
1 *] iy manufacturer's
S product calibratar® ML g
aad
S
E
u j) end-user's routine manufacturer —_—
measurement procedure andfor end-user
routine sampie N .
. RESULT ot T
Bureau International des Poids et Mesures i

BIPM

Kaynak: http://www.bipm.org/utils/en/pdf/Traceability_in_LabMed.pdf
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Laboratuvar tibbinda izlenebilirlik

Traceability to manufacturer’s selected measurement procedure (ISO 17511)

CALIBRATION Y
MATERIAL VALUE ASSIGNMENT " PROCEDURE IMPLEMENTATION u:(y)
4
I fy manufacturer's selected ML —
/ measuremeant procedure
g) manufacturer's ML —
working calibrator®
k-\-x., h) manufacturer's standing
> measurement procedure ML —
5 ‘r/_——-"
m i manufacturer's 4}
= product calibrator® ML
Q \
4
o
-
g j) end-user's routine manufacturer
& measurement procedure and/or end-user
8 4——(“—/_-/
8 routine sample end-user
- pre—1
W
= ‘\\‘
. RESULT end-user —_—

Bureau International des Poids et Mesures

Kaynak: http://www.bipm.org/utils/en/pdf/Traceability_in_LabMed.pdf
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Laboratuvar tibbinda izlenebilirlik

- Kalibrasyon
A)  Materyal Olgiilen Deger *  Prosediir Uygulayic
¥ u.fy)
a) CGPM 'nin SI Birimini _
+ tammlamasi
T " b) Birincil Referans BIMD, UM, AROL
e Yont IP. UM
kalibrator “ S i i _
i S d) Ikincil Referans
. Yontem UME. AROL
= e) Tkincil P UME.AROL. UL |
= kalibrator e ) Ureticinin sectigi (ig) o
< e odl¢tim yontemi UL
= #’_;,a- .
"E g) Uretici calisma ‘_,,.ff"f/ UL
i kalibeaton | ) Ureticinin UL
s B kullandig1 yontem
_’3 o -
= i) Ureticinin arettigi | UL
L kalibrator -
= S
""""""""""""""""":‘h":::.::_:;""l """"""""""""""""""" r
) Son kullanier UL ve/veya
- PR (laboratuvar) son kullanici
Hasta droegi nlll
Son kull
\\.\‘ on anici
P Sonug Son kullanica

Kaynak: Aslan D, ve Ark,2011 (http://www.turkjbiochem.com/2011/374%E2%80%93383.pdf)
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Laboratuvar tibbinda izlenebilirlik
(HbAlc ornegi)

Kalibrasyon
B) Materyal Olgiilen Deger % Prosediir Uygulayici
. X uely)
* a) IFCC nin tanimladig: —
analit ve SI Birimi
——— [ b) Birincil Ref Yon. UMBE, AHbAqROL —
¢) Birincil kalibrator — e Crinmeti UME
Saf HbA,/HbA, [ ]
Sapigal T d) Ikincil Ref. Yon.
T»| [FCC Ref. Yon. UME. AHbA, ROL
= e) Tkineil ..ff*"'""' UME. AHbA, ROL. UL |
é kalibrator b f) HbA 1¢ Ureticisinin .
5 Bs sectigi (ig) dlciim UL
= -
i'r«j g) Uretici galigma | _— g UL |
s i S — h) HbAle Ureticisinin UL
) e kullandig:1 yontem
© T —— — e
= 1) Ureticinin iirettigi e L
v kalibrator 9
- e
ik ) Rutin Olgiim UL ve/veya
o — (Laboratuvar) laboratuvar
Hasta drnegi 4
\ Laboratuvar
® Hasta Laboratuvar
sonucu

Kaynak: Aslan D, ve Ark,2011 (http://www.turkjbiochem.com/2011/374%E2%80%93383.pdf)
Medikal Metroloji Caligtayi, TUBITAK-UME, Istanbul



Laboratuvar tibbinda izlenebilirlik
(Sorumluluklar)

Sl traceability - Primary Calibrators (ISO 17511)

CALIBRATION 4
MATERIAL VALUE ASSIGNMENT »*  PROCEDURE IMPLEMENTATION u(y)

'y a) definition of
Sl unit by CGPM

X

b) primary reference
¢) primary calibrator «—— | measurement procedure
\ d) secondary reference

measurement procedure

BIPM, NMI #, ARML

BIPM, NMI 2

NMI, ARML

E e} secondary it
=k calibrator® - SR f) manufacturer’s selected
3 il el M.Reference —
Q
é g) manufacturer's / ML Measurement
2 working calibrator® \_\\* h) manufacturer's standing S ervi ce
%] measurement procedure ML H
g Providers——
3 i) manufacturer's
E product calibrator® ML
R e e R B S B B U SV S
j) end-user’s routine manufacturer —]
measurement procedure and/or end-user
routine sample
end-user ]
. RESULT end-user =
Bureau International des Poids et Mesures T

BIPM

Kaynak: http://www.bipm.org/utils/en/pdf/Traceability_in_LabMed.pdf
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Standardizasyon: Referans Sistem

- Olglilenin tanimi (Primer referans materyal)
* Onaylanmis referans yontem (prosediir)

* Referans prosedir hizmeti veren kurulus

» Uluslararasi referans laboratuvar agi

Medikal Metroloji Caligtayi, TUBITAK-UME, Istanbul



Standardizasyon: Referans Sistem

HbAlc Ornegi

Medikal Metroloji Caligtayi, TUBITAK-UME, Istanbul



HbAlc Standardizasyon Calisma Grubu

® TFCC Standardizasyon Calisma Gruplar:

IFCC Handbook
X.(8). Scientific Division (SD)

/= www.ifcc.org - IX. (B)SCIENTIFIC DIVISION - Windows Internet Explorer

e
@:*— N |'F http:/ fwww.ifcc.orgfmdex. php?option=com_content&task=view&id=564&Itemid =3+

W e
Dosya Dizen Gordnim EEUSAVIERIEGES Aracar  Yardim
U R | www.ifcc,org - IX(8)SCIENTIFIC DIVISION | |

IX.(8)SCIENTIFIC DIVISION

Main Menu IX.(8)SCIENTIFIC DIVISION
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2 www. ifcc.org - DC{B)SCIENTIFIC DIVISION - Windows Internet Explorer

@1‘-—}; - |',F http: /. ifcc. orgjfindex. php?option=com_contentatask=view&id=564&Itemid =34

=13

Dosya

Dizen

Gorindm Sk Kullandanlar  Araclar

Yardim

W |-|-= www,ifce.org - IX. (B)SCIENTIFIC DIVISION

o

fy v B - o= v |hsayfa - (0 Aradar -

| Y

s« Londuct an external gualty assessment study to assess the impact of the introduction of new reference materials on A
performance of commercial assay

8.3.19. Standardisation of Hemoglobin A1c (WG-HbA1c)

Membership

Mame Position Country  Term  Time in Office
G. John Chair LIk 1st 2007 01-2009 12
A Mosca Secretary [T

|, Goodall Member AL

T. Heshing Member  JP

J.-0. Jeppsson Member  SE

G. John Member UK

R. Little Member  US

G. Myers Member  US

D. Sacks Member  US

C. Weykamp  Member  MNL

Terms of Reference

+ Development of a reference system for HbAC
¢ Uniform calibration of commercial methods. Value-assignment to secondary reference materials, commercial calibrators ai

controls

+ Development of a network of reference laboratories
+ Collaboration with clinicians for the transition from Mational to International Standardisation

Current Projects

s Production of secondary reference materials (in collaboration with IRMM)

s Participation in the IFCC Global Campaign on Diabetes Mellitus

[ 2
[

NHuayio <«vuvu




HbA1lc Referans Sistemi (http://www.ifcchbalc.net)

= http://www.ifcchbalc.net/index.asp - Windows Internet Explorer

eTa B} v' 44| % 0|+
Dosya Dizen Goronim Sk kullandanlar  Aradar Yardim

i !\ ¥
wg oAl ’.&htu:::,f,-f'.ﬁ".ﬁ".w.ifcmbalc.netﬁndex.asp % T Kl o > ok Sayfa - (O Aradlar -

Introduction
In 1984 the IFCC (International Federation of Clinical Chemistry) installed the u"u’rurl~|n+_;| Group on
Standardization of HbAl1c. Task: to develop
measurement em as anchor for fdwi z
developed plemented in a global net f reference laboratories. Thi
of Reference Laboratories for HbAlc collaborates with manufacturers of diagnostic devices,
EQAS organizers a|u:| | thur |r|twr :tm:l partwﬂ k the l}uttl:ln:_- |ow for detailed information
) contact Dr. Cas Weykamp,

borating with the Metwork and Master Equations

Partner and participant senices:

Legin IFCC Monitoring Programme

Login IFCC Procedure Manual

Last updated on: 6-M:

Web visit counter: 4 375 j




e HbAlc Referans Sistemi
olusturuldu

e Referans Materyal
— Primer (HbA,. + HbA,)
— Sekonder ?

 Referans yontem: HPLC ESI-MS veya
CE

 Referans laboratuvar: 12-14 uluslararasi
 Uluslararasi referans laboratuvar agi v
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HbAlc Referans Sistemi

(http://www.ifcchbalc.net)
(Erisim: 11 Subat 2013)

HbA,.

| ‘ Search

Integrated Project | Certification Labs | Monitoring Programme -

International Federation
of Clinical Chemisiry

Ne‘rwo rl k cations Procedure Manual

Introduction Network

The IFCC HbA1c Network maintains the JCTLM endorsed reference measurement procedure for HbA1c, worldwide accepted as the analytical anchor for
traceability of HoA1c. This network collaborates with manufacturers of diagnostic devices, EQAS organisers and other interested parties. Click the buttons for
detailed information on the respective issues.

For any additional information please contact Dr. Cas Weykamp, IFCC Metwork Coordinator (cowweyvkampi@skbwinterswijk.nl )
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HbAlc Referans Sistemi
(http://www.ifcchbalc.net)

HbA,. ’

e

N T W O r k ftegrated Project | Centification Labs | Monitoring Programme -

Introduction Network

\ Publicati Procedure Manual | Integrated Project | Certification Labs

Monitoring Programme

Approved laboratories of the IFCC Network Laboratories for HbA1c

Country Institute Address
CHINA Shanghai Center for Clinical Laboratory Neo. 528, Hongshan Rd.
Prof. Ju Yi

PuDong district

SO0408 SHARTH A

Mews | Publications | FAQ | Procedure Manual | Integrated Project | Certification Labs

Monitoring Programme

Candidate laboratories of the IFCC Network laboratories for HbA1c

Country Institute Address

By thi= time there are oo candidate [aboratories

Publications | FAQ | Procedure Manual | Integrated Project | Certification Labs

Monitoring Programme

Collaborating with the network

26



HbAlc Referans Sistemi
(http://www.ifcchbalc.net)

Intemotiongl Federation
of Cinical Chemisfry
and Laboraiory Medicine

MNews

Publications

EQAS organizers collaborating with the Network

Country
ARGENTINA
AUSTRALLA
AUSTRIA
BELGIUM
BULGARLA
CHINA
DENKMARK
ESTONLA
FINLAMND
FRANCE

Organisation
Programe Buenos Aires

Contact person

Marta Torres

RCPA-AACE Janice Gill
OQUASTA Erich Kaiser

IPH Jean-Claude Libeer
BEQAS Kamen Tzatcher
SCCL Shanghai Center for Clinical Laboratory Dr. Ju i

DEKS Gitte M. Henriksen
EQLA organizer Raik Helin
Labguality Ulla Tikkainen
Bio-Rad Claude Giroud

HbA .

FAQ | Procedure Manual | Integrated Project | Certification Labs | Monitoring Programme

E-mail address
mtorres@cemic.edu.ar
Jan.Gill@fmc.za.gov.au
erich.kaiser@univie.ac.at
jean-claude libeeri@iph. fgov.be
Tzatchevi@medfac.acad.bg
juyi@=sccl.org.cn
Gitte.m.henriksen@deks.dk
helin@helex.ee

Ulla tikkainen@labguality. fi

Claude.giroud@bio-rad.com
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HbAlc Referans Sistemi
(http://www.ifcchbalc.net)

(o o HbA,.

Intemational Federation
of Chnical Chemisiry
and Loboralory Medicing

é"—'\%

5/

Search

Publications | FAQ | Procedure Manual

Integrated Project | Certification Labs

Monitoring Programme

EQAS organizers collaborating with the Network

Country

Organigation Contact person E-mail address
TURKEY TURKAK Diler Aslan daslan@pau.edu.tr, dileraslan@ttmail. com
UNMED ARAB EMIRATES ECLA Dr. Gurdeep Dhatt gurdeepl@emirates.net.ae
UNTED KINGDOM UK HEQAS Jane French clinchemi@uknegas.org.uk
UNMED KINGDOK WEQAS Annette Thomas annette@wegas.com
URUGUAY Universidad de la Republica Stella Raymondo de Fernandez stelaray@fg.edu.uy
YUGOSLAVLS

Serbia and Montenegro Swetlana Igujatovic

civs] orovos 1|2

Tana@eunet.yu
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> cc IFCC Standardizasyon Komiteleri

International Federation V e

and Loboratory Medicine

Calisma Gruplart

SD Committees

Nomenclature for Pro ] ibe (/v MIDIIN

Molecular Diagnostic{ SD Working Groups

Reference Systems o
Traceability in Labora + Standardisation of Hemoglobin A2 (WG-HbAZ2)

Reference Intervals a « Standardisation of Carbohydrate-Deficient Transferrin (WG-CDT)
Standardization of Th e Standardisation of Albumin Assay in Urine (WG-SAU)

* Standardisation of Pregnancy-Associated Plasma Protein A (WG-PAPPA)
o Standardization of Insulin Assays (WG-SIA)

o Standardization of Troponin | (WG-TNI)

o Allowable Errors for Traceable Results (WG-AETR)

o Harmonisation of Autoantibody Tests (WG-HAT)

* Quality Specifications for Glucose POCT (WG-GPOCT)

¢ Clinical Quantitative Mass Spectrometry Proteomics (WG-cMSP)
* Serum Parathyroid Hormone (WG-sPTH)

o CSF-Proteins (WG-CSF)

s Standardization of Bone Marker Assays (WG-BMA)

Kaynak: WWW.i fCC.OI"g Medikal Metroloji Calistayi, TUBITAK-UME, Istanbul



LaboratuvarTibbi Izlenebilirlik Birlesik

Komitesi
(Joint Committee for Traceability in Laboratory
Medicine-JCTLM)

@ Home | About us | IFCC Newsletter | eJIFCC | Press Room | Sitemap | Contact us

(o 9

International Federation
of Clinical Chemistry _ ) _ 51
and Laboratory Medicine Leading the fields of Clinical Chemistry and Laboratory Medicine worldwide | | I_/ |

Executive Board Scientific Activities Education and Communications Congresses and Index by Subject
and Council Management and Publications Conferences

Event Highlights gy Latest news B  Key Partners

IFCC-EFLM EuroMedLab 2013 IFCC/ESCCA Beckman Coulter Flow Cytometry Course

May 19 - 23, 2013 Thursday, January 31, 2013

The 2013 IFCC/ESCCA Beckman Coulter Flow Cytometry Course will be

held in St Etienne (FR) on April 11-13, 2013. The course will provide high ’
// l}'"l“‘\\\\ quality lectures on cell analysis including the most recent flow cylometry

annlicratinne

Medikal Metroloji Caligtayi, TUBITAK-UME, Istanbul



LaboratuvarTibbi Izlenebilirlik Birlesik

Komitesi
(Joint Committee for Traceability in Laboratory
€ & 1 wwwbipm.org/en/committees/jc/jctim/ AA o d | C ' ne IG:‘::M)

Search facility:

©)
Bureau International des Poids et Mesures
HETRE PUBLICATIONS DATABASES

> You are here: committees > Joint Committees > JCTLM

« SURVEY FORM

> JCTLM summan - N

General information Chairman Prof. Mathias M. Muller o
B Metrological traceabili IFCC: Austrian Society of Quality Assurance and Standardization
: R Horl 18/5

in laboratory medicine lgggiﬁ:ﬁna /

JCTLM Executive Ak

Committes .

8 Reports of JCTLM Secretariat Dr Robert Wielgosz

Executive Committes BIPM: Bureau International des Poids et Mesures

meetings Pavillon de Breteuil

JCTLM Executive F-92312 SEVRES CEDEX

Committee Procedures France

JCTLM Secretanat

Procedures Contact form: E

B TenFrema b ime e 17T RA

Medikal Metroloji Caligtayi, TUBITAK-UME, Istanbul



i
BIPM

Bureau Inlernational des Poids et Mesures

> You are here : JCTLM-DB

measurement methods/procedures and services

Komitesi

Database of higher-order reference materials,

JCTIM

JCTLM Database
Laboralory medicine and in witre diagnoslics

JCTLM database: Laboratory medicine and in vitro diagnostics

SURVEY FORM

List of reference materials
no longer listed in the
JCTLM Database %

List of reference
measurement methods no
lenger listed in the JCTLM
database

Contact us

Back to Search Form

Overview &

Joint Committee for
Traceability in Laboratory

™ Analyte keyword search for reference materials, measurement

methods/procedures and services

Type an analyte name in part or full, e.g. cholestercl

Refine search by analyte category Refine search by matrix category
[A1 [=] [Al (=]

Please select your requirement :

(7} Higher-order reference materials
~ Reference measurement methods/procedures

() Reference measurement services

Medicine (ICTLM)
B Leaflst

£c

Infernafencl Federafion
of Chnical Chemistry
and Laboratory Medicing

NN

T

N Download entries as PDF

Please select your requirement :
) Higher-order reference materials

[ Reference measurement methods/procedures

(7 Reference measurement services

Select an analyte category
Select a matrix category

I ]

Download 4

Download 4

View a list of all entries Download +

LaboratuvarTibbi Izlenebilirlik Birlesik

TUBITAK-UME, Istanbul



Referans ol¢lm sistemi

* Referans materyal
* Referans 6lglim yontemi/prosediird

* Referans laboratuvar agi-Referans 6lgim
hizmetleri

Tek laboratuvar

tim analitler igin
eferans olamaz!

Medikal Metroloji Caligtayi, TUBITAK-UME, Istanbul



Yasal Mevzuat, Standardlar,
Kilavuzlar

Viicut diginda kullanilan (in vitro) tibbi Tani cihazlari yonetmeligi
98/79/EC in vitro diagnostic medical devices directive

ISO 17511: Vicut disi kullanilan tibbi tani cihazlari-Biyolojik
orneklerde miktar tayini -Kalibratarler ve kontrol malzemeleri
ile belirlenen degerlerin metrolojik izlenebilirligi

ISO 18153: Viicut disi kullanilan tibbi tani cihazlari-Biyolojik
orneklerde miktar tayini -Kalibratorler ve kontrol malzemeleri
ile belirlenen enzimlerin katalitik konsantrasyon degerlerinin
izlenebilirligi
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Yasal Mevzuat, Standardlar,
Kilavuzlar

ISO 15193: Referans 6lglim prosedirinin sunulmasi
ISO 15194: Referans materyallerin tanimi
ISO 15195: Referans dl¢ilim laboratuvari
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Ureticiler: 98/79/EC in vitro diagnostic
medical devices directive ve Yonetmelik

98/79/EC : Annex A

3. The devices must be designed and manufactured in such a way that they are suitable for the
purposes referred to in Article 1(2)(b), as specified by the manufacturer, taking account of the
generally acknowledged state of the art. They must achieve the performances, in particular,
where appropriate, in terms of analytical sensitivity, diagnostic sensitivity, analytical specificity,
diagnostic specificity, accuracy, repeatability, reproducibility, including control of known relevant
interference, and limits of detection, stated bv_the manufacturer.

The traceability of values assigned to calibrators and/or control materials must be assu

through available reference measurement procedures and/or available reference materials of a
higher order.

Yonetmelik: Ek-I

3) Cihazlar, genel kabul géren teknolojik yontemler goz 6niinde bulundurularak Yonetmeligin 4 {incti maddesinin
birinei fikrasimin (d) bendinde belirtilen amaclara uygun olarak imalatg: tarafindan tasarlanmali ve tiretilmelidir. Cihazlar,
imalatci tarafindan belirlenen, Gzellikle analitik duyarlhilik, tanisal duyarlilik, analitik 6zgiilliik, tanisal 6zgiilliik, kesinlik,
tekrarlanabilirlik bilinentmterferansa 1SRN Kontrol de daliil saptaina NIiterT gior etrrttes-p s Ozelliklerim

@mhdm Kalibratorler ve/veyakontrol materyalleriicin belirlenen degerler, mevcutreferans élciimislemlen vary
eadiksek diizeyde mevcut referans materyalleni araciliiyla dogrulanmalidir.
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Ureticiler:

Yontem:

Gegerli kilmak (Validasyon)
Izlenebilirlik:
Kalibrator

Kontrol Materyali
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Dis Kalite Degerlendirme Programi
Saglayicilar::

Izlenebilirlik:

Kontrol Materyali (Commutable/Insan érnegi
yerine konabilen)
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Tibbi laboratuvarlar:

IS0 15189 Tibbi laboratuvarlar - kalite ve
yeterlilik i¢in 6zel sartlar

Izlenebilirlik ve belirsizlik

- ISO 15189:2009
- Madde 5.6.1ve b5.6.2

- ISO 15189:2012
- Madde 5.3.1.4,5.5.1.3,5.5.3 ve 5.8.3
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Tibbi laboratuvarlar

+ Dogrulamalidir (Verifikasyon): Birey test
sonuglari verilmeden once olgim prosedirleri
test sonuglarini dogrulamalidirlar (Gegerli
kilma deneylerinden daha az sayida deney)

- Belirsizlik (Uncertainty) hesaplamalidir:
Olgiim sonuglarindaki belirsizligi

- IKK ve DKD: Laboratuvarin performansint
strekli kanitlamalidirlar (izlenebilirlik
baglaminda analitik performans)
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Tibbi laboratuvarlarda Analitik Evre

Gereklilikler
Hasta
| Klinisyenle iletgim
L G klili
Klinisye n erex ilikler
| Test istek
belgesi ve
Hasta bilgier
hazjrlanir
! Gozder
Hasta orngi ecir
alinir gl gec
I
Gereklilikler 2fklama N
1 Gereklilikler
Analiz 6rnesi Kalite kontrol
hazirlanir materyali <
[ I
Saklama Saklama Saklama < Gozden
tagima tasima hazirlik gecir
Analiz -
i o . Kalite kontrol
reaktifleri Analiz 6rnei cozeltileri <
/
Olgiimislemi (Enstruman)
I
Test sonuglari Kalite kontro
) sonuclay
Olcim slemleri
gecerli mi?
Test sonuglari
kabul Klinik
E H
olarak
gegerli mi?
Hasta raporu
kabul
Sekil 2. Gunluk § akis semasi



Tibbi laboratuvar analitik performansi

Surekli
-I¢ kalite kontrol

‘Dis kalite degerlendirme
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Dis kalite degerlendirme

(Laboratuvarlararasi karsilastirma)/ (Yeterlilik
testleri)

Ulusal yapilirsa asagidaki bilgileri saglar
-Test sonuglarinin harmonizasyonu
-Yontem ve cihazlar hakkinda bilgi

-Laboratuvarlar hakkinda bilgi

Ic kalite kontrol sonuclari da
toplanabilirse gozetim ve denetimde
basari
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Turkiye'deki durum

» Laboratuvar tibbi alaninda referans olciim
prosedirini uygulayan laboratuvar, kurum
kurulus?

* Ulusal dig kalite degerlendirme?

- Tibbi laboratuvarlarin

- Dogrulama
- I¢ kalite kontrol

Sonuglarinin degerlendirilmesinde elde edilen
bilgiler?

» Tilrkiye'deki IVD tibbi cihazlari
envan"'er' |? Medikal Metroloji Calistayr, TUBITAK-UME, Istanbul



Oneriler -Yapilanma

Laboratuvarlararas: karsilastirma calismalar:

Referans 6lglim prosediru uygulayan
laboratuvarlarin saptanmasi

Referans dl¢im prosediri olan testlerden
akredite edilmeleri

Uluslarararasi referans aglarina
katilmalarinin saglanmasi

Kalite kontrol materyallerinin ilke iginde
Uretilmesi
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- TVD tibbi cihazlar: ureticiler

Oneriler - Isbisligi
» Saglik Bakanlgi

- Ila¢ ve Tibbi Cihaz Kurumu

- Saglik Hizmetleri Genel M'Lid'Lir'u“g"Li
Laboratuvar Hizmetleri Dairesi

oo ee Jeo

» Sosyal Giivenlik Kurumu
. TUBITAK UME Liderlik kimde?
- Tibbi laboratuvarlar Gozlem Ekibi

. Universiteler
- Alanin STK'lari
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Sabriniz igin
Tesekkirler




