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FOUNDATION

ECAT Vakfi, 1994 yilindan buyana hemostaz ve tromboz alaninda laboratuvarlar
icin uluslararasi Dis Kalite Kontrol Programi saglama amaciyla calisan bagimsiz ve
tarafsiz bir kurulustur.

Ilk 6nce kiictik bir skala ile basladigi kalite kontrol programi sadece Dogu
Avrupa’da kullaniimaktaydi. Bugln ise 1750°den fazla l[aboratuvarda 50 farkl
ulkede katilmcilar olan diinya capinda bir programdir.
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NUMBER
DESCRIPTION OF SURVEY CODES

SURVEYS
SCREEN PROGRAMME
Screen - I: APTT, PT/INR g 2021-| 2021-| 2021- | 2021- | 2021-| 2021- | 2021-| 2021-
and Fibrinogen 51 52 53 54 55 56 ST S8
Screen - lI: Thrombin s 2021-| 2021-| 2021- | 2021- | 2021-| 2021- | 2021-| 2021-
Time, Reptilase Time S1 S2 53 54 S5 S6 S7 S8

D-DIMER PROGRAMME

D-Dimer 4 2021-D1 | 2021-D2 | 2021-D3 | 2021-D4




HUMEER

DESCRIPTION OF
SURVEYS SURVEY CODES

MAIN PROGRAMME
Thrombophilia - 1:
Antithirombin (activity and antigen), Frotein ©
(activity [chromogenic and clottimg] and antigen], 4 2021-M1 | 2021-M2 | 2021-M3 | 2021-M4
Frotein S activity., Frotein S antigen (total amnd
frea)
Thrembophilia -1i 4 2021-M1 | 2021-M2 | 2021-M3 | 2021-M4
AFC Resistance
Coagulaticon Factor - |
Factor Wil (clot and chromoegenic activity).
1% (clot and chromogenic activity). ¥1:C and 4 2021-M1 | 2021-M2 | 2021-M3 | 2021-M4
x-S
Coagulation Factor - 11

4 2021-p1 | 2021-M2 | 2021-M3 | 2021-M4
Factor 12C, V25, WilDC and X0C
Won Willebrand Factor parameters
{antigen, ristocetin cofactor activity, activity, 4 2021-8M1 | 2021-M2 | 2021-M2 | 2021-M4
collagen bindimg, multimers, Facior Wi
ADAMTS13 - | (activity and antigen) 4 2021-pM1 | 2021-M2 | 2021-M2 | 2021-M4
ADAMTS13 - Il {antibodises) 2 2021-M2 2021-pM4
Factor Xl {activity and antigen} 4 2021-81 | 2021-M2 | Z2021-M3 | 2021-M4
Fibrinolysis -1 _ a 2021-M1 | 2021-M2 | 2021-M3 | 2021-M4
Plasmimcgen, Antiplasmin
Fibrinolysis - 1l

4 2021-p1 | 2021-M2 | 2021-M2 | 2021-M4
-PA, PAI-1
Haemophilia
Factor Vil (clot and chromogenic activity) 4 2021-p1 | 2021-M2 | 2021-M3 | 2021-M4
Factor X (clot and chromogenic activity)
Factor Wil inhibitor 2 2021-M2 2021-p4
Factor IX Inhibitor 2 2021-M1 2021-M3
Emicizumalk 2 2021-M2 2021-pM4
LUPUS PROGRAMME
Lupus Anticoagulant / Antiphos pholipid 4 s021-L1 | 202112 | 202103 | 202114

Antibodies

ADAMTS13 -llI
(functional inhibitor)
Yilda 1 ¢alisma



NUMBER

DESCRIPTION OF
SURVEYS SURVEY CODES

ANTICOAGULATION PROGRAMME

”a’;flr“:f:'ln nated Heparin Maonitoring 4 |2021-A1 | 2021-A2 | 2021-A3 | 2021-A4
I;ill.:.;'_—::l:;lecular Weight Heparin Monitoring 4 2021-A1 | 2021-A2 | 2021-A3 | 2021-A4
Orgaran (anti-Xa) 2 2021-A2 2021-A4
Fondaparinux (ant-Xa) 2 2021-A2 2021-A4
Rivaroxaban (anti-*a) 2 2021-A2 2021-A4
Apixaban (anti-Xa) 2 2021-A2 2021-A4
Edoxaban (ant-Xa) 2 2021-A2 2021-A4
Argatroban (anti-1la/dTT) 2 2021-A2 2021-A4
Dabigatran (anti-lla’dTT) 2 2021-A2 2021-A4

Yeni nesil anti oral

koagiilant



THROMEBIN GENERATION PROGRAMM E

Thrombin Generation Test

2021-TG2

2021-TG4

PFA PROGRAMME

PFA-100/200

2021-P2

2021-P4

THROMBOELASTOGRAHY PROGRAMME

ROTEM delta

o 1instrument / 1 set of samples ROTEM
o 2 instruments / 2 sets of samples ROTEM
o 3 instruments / 3 sets of samples ROTEM

2021-T1

2021-T2

2021-T3

2021-T4

ROTEM sigma

o 1 instrument ! 1 set of samples ROTEM
2 instruments / 2 sets of samples ROTEM
3 instruments / 3 sets of samples ROTEM

2021-T1

2021-T2

2021-T3

2021-T4

TEG

1 instrument [ 1 set of samples TEG
2 instruments / 2 sets of samples TEG
3 instruments / 3 sets of samples TEG

2021-T1

2021-T2

2021-T3

2021-T4

CLOT-PRO

o 1instrument [ 1 set of samples CLOT-PRO

o 2 instruments | 2 sets of samples CLOT-FRO
o 3 instruments / 3 sets of samples CLOT-PPRO

2021-T1

2021-T2

2021-T3

2021-T4

HIT PROGRAMME

HIT - I {immunological testing)

2021-HIT

HOMOCYSTEINE PROGRAMME

Homocysteine

2021-H1

2021-H2

2021-H3

2021-H4




DESCRIPTION

NUMBER
OF
SURVEYS

SURVEY CODES

POCT INR @C PROGRAMME

Mo annual subscription fee applicable if only participating in the POCT INR QC Programme.

POCT INR QC Programme
for CoaguChek INR monitors (any type)

4 2021-31 | 2021-G2

2021-Q3 | 2021-04

" Annual shipping costs for countries outside Eurcpe: on request.

NUMEBER
DESCRIPTION GRGEE,IEEE OF FEELFI-'.IIE{TE:E}
SURVEYS
OTHER SURVEYS
Post An.?lytlml FPlatelet Function EGA Nascola, USA 3 e e
(electronic survey)
Platelet !:JEI'IEE Granule exercise Nascola, USA 2 e
(electronic survey)
Case studies on bleeding disorders
(distnbution separately from the regular ECAT/ 1 Autumn
PRy e =8 INSTAND
SUMVEeys |
Pre- and post-analytical electronic surveys ECAT ’ Avtmn

in haesmostasis




PROGRAMME DETAILS

DETAILED SAMPLE INFORMATION (ll)

. Measuring range Number of participants
Description

; (approx.) (approx.)
Thrombophilia - |
Antithrombin (activity and antigen), Protein C (activity 20 — 120% 395
[chromogenic and clotiing] and antigen), Protein S aclivity, Protein :
S antigen (total and free)
Thrombophilia - Il APC Resistance normal / FV Leiden 260
Coagulation Factor - | a
Factor VIII (clot and chromogenic activity), IX-C, XI:C and XII:C 0—200% 300
Coagulation Factor - |l .
Factor II'C, V-C, VII'C and X-C 0—200% 220
Von Willebrand Factor parameters 0— 125% 415
(anfigen, aclivity, collagen binding, multimers, Factor VIII)
ADAMTS13 - | (activity and antigen) 0—125% 120
ADAMTS13 - Il (antibodies) 0— 10 BU/mL 70
Factor Xlll (activity and antigen) 0—120% 180
Fibrinolysis - | Plasminogen, Antiplasmin 0—120% 155
Fibrinolysis - Il t-PA, PAI-1 0 — 50 ng/mL 70
Haemophilia 0— 100% 110
Factor VIl inhibitor 0— 15 BU/mL 395
Factor IX Inhibitor 0— 15 BU/mL 265
Emicizumab therapeutic range New




PROGRAMME DETAILS

DETAILED SAMPLE INFORMATION (ll)

. Measuring range Number of participants
Description

- (approx.) (approx.)
Lupus Anticoagulant / Antiphospholipid Antibodies negative - positive 620
Unfractionated Heparin Monitoring (anti-Xa) 0—1.25 IL/mL 160
Low-Molecular Weight Heparin Monitoring (anti-Xa) 0—1.25 IL/mL 280
Orgaran (anti-Xa) therapeutic range 130
Fondaparinux (anti-Xa) therapeutic range 130
Rivaroxaban (anti-Xa) therapeutic range 250
Apixaban (anti-Xa) therapeutic range 225
Edoxaban (anti-Xa) therapeutic range 85
Argatroban (anti-lla, dTT) therapeutic range 25
Dabigatran (anti-lla, dTT) therapeutic range 195
D-Dimer normal - elevated 665
Thrombin Generation Test normal / abnomal 25
PFA normal - pathological 105
ROTEM delta normal - pathological 85
ROTEM sigma normal - pathological 35
TEG normal - pathological 15
Clot-Pro normal - pathological New
HIT - I {immunological testing) negative / positive 465
Homocysteine 0 — 100 pmoliL 20
Screen -1
APTT, PT nomal — prolonged 290
INR 1.0-50
Fibrinogen 1.0-40g/L
Screen - Il Thrombin Time, Reptilase Time nomal — prolonged 110




PROGRAMME DETAILS

DETAILED SAMPLE INFORMATION (1)

Description

Measuring range

Number of participants

(approx.) (approx.)
POCT INR QC Programme 2-45 45
Post Analytical Platelet Function EQA (electronic survey) - 115
Platelet Dense Granule exercise (electronic survey) - 15
Case studies on bleeding disorders - 80
Pre- and post-analytical electronic surveys in haemostasis - ]




3 Sample : 20,130

Numuneler: N Joume 1o0mL

Fl‘.-ﬂT Bladule Ihramibophalia

Anket programi ve anket kompozisyonuna gore katilimcilara numuneler
gonderilir. Sikhik, abonelik ve kayit formlarinda acikca belirtilmistir.

Anketlerde kullanilan numuneler insan bazli plazmalardir. Dagitim islemi
sirasinda stabiliteyi korumak ve pratik olmasi icin numuneler liyofilize edilir.

Plazma numuneleri, HIV antijeni, hepatit B ylzey antijeninin yani sira hepatit
C antijeninin varligi acisindan FDA onayli bir yontemle test edilmis ve negatif
oldugu bulunmustur.

Her sisede ECAT logosu, anket numarasi, numune kodu, sulandirma hacmi ve
modul iceren bir etiket bulunur. Bu kod, anket talimatindaki 6rnek listedeki

bir koda karsilik gelir. Bu 6rnek kod, sonuclar rapor edildiginde de tanimlama
kodudur.
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EXTERNAL

- "\ 2250 AC Voorschatan FOUNDATION
-~ Tha Natheriands
f LS phone + 31 71 3030 910 Samples Survey 2020-2:
fax +31 71 3030 919 Survey Sample Volume (mL) Vials per | Module Coda on Woduls
~ Infoi@ecatnl cods code p
FOUNDATION i ecalnl 2075 1.00 [par vial) 2 Thromeophilla - 1; Antfihrombin (acivity ang
o - antigen), Proteln C [activity [chromogenic and
SURVEY INSTRUCTIONS p— P— 2 TRrOMBORAIE -1 | oytfing] and antigen), Protzin S activity,
7 -75 [par vial) Brotein S antigen (otal and free)
20,77 1.00 1
- -1 pul 1
SURVEY 20202 TET T ; Thromzopnlla - 1l | Thrombophila - II; for APC Recistancs only
20.79 1.00 [psr vilal) 2 CEM -1 Coaguiation Factors - 1 (Fastor VIIL, X, X1 and
Programmes included® Main Programme, Lupus Programme, TGT Programme, 20.ED 0.75 [per vial) 2 )
a Anticoagulant Programme and Homocysteine Programme 20,61 1.00 [per wial) 2 CEM -1 Coaguiation Factors - W (Factor I, V. VIl and
20,52 0.75 [per vial) F X)
Start date result submission 16 June 2020 ans3 .00 al 2 AE Won Wikebrand Factor parameters {antigen
N T = -00 [per vial) acihvity, colagen Dinang, Factor WIl)
Closing date result submission 14 July 2020 2052 0 "
— - ADAMTS13-1 ADAMTS13 - | {activity and antigan)
Result submission via www_ecat.nl (after login) I020-M2 20.85 0.50 1
20.EE 0.50 1
Expected report issue date 11 August 2020 08T 050 ] ADAMTE12- 11 ADAMTI13 - Il {antlbodies)
For questions or assistance infoi@ecat.nl EE:E ::g : EXIN Factor XNl
* for the ROTEMITEG programme separate instructions are provided 2[::EE n:?s 1
Flbrinalysls - | Florinalysis - | (Plasminogen, Anbiplasmin)
WARNING 20.91 0.75 1
The plasma samples have been tested by an FDA approved method for the presence of HIV antigen, hepatitis B 2092 0.50 1 .
surface antigen as well as for hepatitis C antigen and have been found to be negative. As with all preparations of 20.93 0.50 i Flbrinoiysls - 1 Fibrinalysis — Il (-PA, BAI-1)
human origin, suitable precautions should be taken in the handling and disposal. 2024 075 1 Hasmophila; Factor Wil (ciot and
Haemaphilla chmmogenic activity) and Faclor IX (clot and
STORAGE AMD STABILITY 20.85 0.75 1 chmmogenic schvity]
Unreconstituted lyophiised plasma should be stored at 2-8°C 20.96 1.00 i
Reconstituted plasma should preferably be used within 1 hour after reconstitution. Plasma should be kept at 2057 00 N FVili-nn Facor Wl innionor
:zfﬂ:zT_P;;Tm after reconstitution. For immunclogical methods the reconstituted plasma can be stored for 20202 205t 100 [per vial) 2 Loous Lupus AnBcoaguiant
2055 1.00 1
RECONSTITUTION 2020-TG2 20.100 1.00 1 TGT Thromitdn Generaton Test
For proger reconstitution the vial must reach room temperature before adding water. Dissolve the contents of each 70101 1.00 1
vial in sterde, distllad, room temperature water. For the exact volume of water to be used: see table reverse side 20102 100 1
Leave the vial for 5 minutes. Swir the vial gently to mix and leave for a further 15 minutes for complete — - UFH Ant-Xa (Unfractionated Heparin)
reconstitution. Before use mix the vial agam gentiy. 20.103 1.08 1
i 1] i i i 1.00
See for more information the complete list with samples on the reverse side. !2[[:.‘ 1|::II-=Is - : LhTH Anii-¥a (Low Molscular Weight Heparin)
CODES FOR METHODS AND EQUIPMENT 2[:.'-15 1'00 "
The methods and equipments can be selected on the online report forms. 2[:-' = 1'00 : Crgaran orgaran
ROV .
REPORTING RESULTS 20.108 1.00 1
For instructions we refer to page 17 to 20 of our Survey Manual 2020 (online document). 20109 1.00 i Fondaparinux Fandagarinux
Go to the Participant Area, select Survey Reports, Download Reports and Login. In the top menu you see 20110 100 1
the option View Documents. Select this option. At the bottom of the page you will see a section with useful 2020-A2 TRETE) o0 " Rivaraxaban Rivaroxadan
documents. Here you can find your Survey Manual. f you want you can downlead the document and store ' 1'm
i i 20,112 i 1
it on your own pc or make a print of the document = — - — Apianan
PLEASE NOTICE: Results submitted incomect, incomplete or after the deadline will not b= included in the report. ![::' 14 1:(,,:, 1
Did you forget your password? Please e-mail to pfgdecatn 20015 00 ] Edoxaban Edoxaban
The samples you receive depend on the module{s) for which you are registered. 2[:.' e 00 "
![:.' = 1'00 ; Argatroban Argatroban
Special information for users of Latex Immuno Assays — . -
Users of Latex Immuno assays should centrifuge the samples after reconstitution for at least 10 minutes 20.118 1.08 1 Dabigatran Dabigatran
10.000 x g (or higher speed). 0118 1.00 1
Elaase tum over 2020-H1 :Eiz :zz : Homozystaine Homocysieine
Releass: ISIS20MY 10f2 . =

Page2of2




HOME EQA PROGRAMME MEETING ECATEDUCATION DIAGNOSTIC CORNER PHARMA CORNER | PARTICIPANT AREA § POCT CONTACT

Result Submission

u 83re hers, Homa Login Hesu

Ecat'in web sitesine girdiginizde sonuclarinizi
girebilmeniz icin  ‘PARTICIPANT AREA’ yazisina
tiklamaniz gerekmektedir.




HOME EQA PROGRAMME MEETING ECAT EDUCATION & DIAGHOSTIC CORNER PHARMA CORNER  PARTICIPANT AREA POCT CONTACT

Participant Area

You are here: Home > Participant Area

Participant Area

Sonuc girisi_yapmak icin Result Submission alanina
tiklayarak Kullanici Kodu ve Sifre alanina geliyoruz, Survey

Reports da sizi ayni alana yonlendirecektir. LOGIN
PARTICIPANT AREA alanindan sonuc girisi yapamazsiniz.




- Result Submission Result Submission

- Login Participant Area Here you can quality assessment programme.
Submit results

l If you need any help, please contact us at info@ecat.nl.

MAVI Butona tiklayiniz
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Laboratory Code |

Password |

of this system is p

Laboratory Code (Laboratuvar
Kodu) ve Password (Parola)
<ismina ilk Gyelik dosyaniz ile
oeraber gonderilen  bilgileri
cullanarak giris yaginiz.




External quality Control of diagnostic Assays and Tests @?\E C AT

with a focus on Thrombosis and Haemostasis
F OUNDATION

98 - ECAT Foundation Bu alanda laboratuvar adinizi ve kodunuzu :
~ . View Documents Manage Contacts Logout
VOORSCHOTEN, 2254 AG goreceksmlz.

Highlight the required survey below and click anywhere on the row to access the Survey detail page with your subscribed module data entry links, along with current progress and report links.

Group Survey No Issued Closing Status
Plasma Tests 2019-51 17 Feb 2019 21 Feb 2019 Open

Instructions & General Info

Welcome to the ECAT Foundation Survey Data Entry system!

OPEN Tusunun oldugu alana tiklayarak giris yapiniz

+ Simply choose the Survey from above to enter your data and you will be taken to the Survey Detail page. This will offer links to Reports for the Survey when available, as well as a summary of completion
progress made against subscribed modules (grouped by Report type). From the Survey Details page, clicking on a module will open up the Module data entry form.

» If you have already begun data entry for any of the Module Parameters (Tests) you will see the data you have already saved appear in the form fields.

» Any Test you have not begun data entry on will load with the results fields blank but your [default] mathod details filled in (if not your first set of results for this Test). The method details are loaded from our
database and represent the details saved last time you completed that Test. You can change these method details at any point during the data entry process.

» Be sure to save your changes before you leave the system.

» Mark any test as 'Complete’ once you are sure that the data is correct and any Method Details changes have been updated.

Metnin cevirisi bir sonraki sayfadadir...




External quality Control of diagnostic Assays and Tests @\\E C AT

with a focus on Thrombosis and Haemostasis

98 - ECAT Foundation

VOORSCHOTEN, 2254 AG

Instructions & General Info

Welcome to the ECAT Foundation Survey Data Entry system!

» Simply choose the Survey from above to enter your data and you will be taken to the Survey Detail page. This will offer links to Reports for the Survey when available, as well as a summary of completion B
progress made against subscribed modules (grouped by Report type). From the Survey Details page, clicking on a module will open up the Module data entry form

FOUNDATION

» If you have already begun data entry for any of the Module Parameters (Tests) you will see the data you have already saved appear in the form fields.

= Any Test you have not begun data entry on will load with the results fields blank but your [default] msthod details filled in (if not your first set of results for this Test). The method details are leaded from our
database and represent the details saved last time you completed that Test. You can change these method details at any point during the data entry process.

» Be sure to save your changes before you leave the system

» Mark any test as 'Complete’ once you are sure that the data is correct and any Methed Details changes have been updated

A | Test detay ekranina gelmek i¢in agagidaki testlerden ilgili olanin Gzerine gelin ve kolondaki herhangi bir yere basarak sonug giris ve

rapor linklerine erisgin.

B ECAT Vakfi test sonuc giris sistemine hos geldiniz.

Sonucunuzu girmek icin yukaridaki testlerden birini sectiginizde Test Detay Sayfasina yonlendirileceksiniz. Bu ekrandan Uye
olunan programlarin sonug¢ girisinin tamamlanma durumu ve yayinlanan raporunuz var ise Test Raporlari icin linke
eriseceksiniz. (Uye olunan modiiller rapor tipine goére gruplandiriimistir). Test Detay ekranindan modiilin Ustiine
tikladiginizda SONUC GIRIS ekrani acilacaktir.

Eger herhangi bir modil parametresine sonug¢ girmeye basladiysaniz formda sonucun hali hazirda kaydedilmis oldugunu
goreceksiniz.

Sonug girisine baslamadiginiz bir test icin sonug girilecek kisimlar bos olarak gelecektir fakat daha 6nceden sonug girisi
yapilmis ise METOD ve CiHAZ bilgileri dolu halde gelecektir. METOD ve CiHAZ bilgileri veri tabanimizdan yiiklenir ve son
tamamladiginiz testin detaylarini icerir. Sonuc girisi esnasinda herhangi bir asamada METOD ve CIHAZ detaylarini
degistirebilirsiniz.

Sistemden ¢cikmadan 6nce degisiklikleri kaydettiginizden emin olun.

METOD ve CIHAZ bilgileri giincellendikten ve girilen SONUCTAN emin olunduktan sonra testi «Submit» olarak isaretleyiniz.



External quality Control of diagnostic Assays and Tests @E C AT
with a focus on Thrombosis and Haemostasis

F OUNDATION
o1 PT/INR — APTT — FIBRINOJEN

TESTLERI ICINDIR -

Saved Completed

Modules

Screen | Gyeligi alan katiimcilarimizda modul bu sekilde gorilecektir. Screen | yazisinin lizerine gelinip tiklandiginda sonug giris
sayfasina yonlendirileceksiniz. Saved ve Completed yazilarinin altindaki X isaretleri sonug girisinin yapilmadigini ifade ederi .

External quality Control of diagnostic Assays and Tests @E C AT
with a focus on Thrombosis and Haemostasis
F OUNDATION
SCREEN | = PT/INR — APTT — FIBRINOJEN

2019-51 SCREEN Il = TROMBIN ZAMANI

TESTLERI'ICINDIR

Modules Saved Completed
Screen - 1 » pld
Screen - II b pod

Screen | ve Screen Il Uyeligi alan katilimcilarimizda modil bu sekilde gorilecektir.



ORNEK SONUC GIRIS SAYFASI
SCREEN |
Aptt — PT/Inr - Fibrinojen



Cerceve icine alinan alanlar bir sonraki

ECAT

FUUHDFLTIGN 2019-51

sayfalarda ayri ayri anlatilmistir.

Participant 938

Screen - 1

APTT (clotting time) ' APTT (ratio) ' PT (clotting time) ' PT (percentage) ' INR

Method | Select from List Method | Select from List Methad [ Select from List Method | Select from List Method | Select from List

Equipment | Select from list Equipment | Select from list Equipment | Select from list Equipment | Select from list Equipment | Select from list
Result Result Result Fesult Besult

15.01 |5ecnnd5 12.01 |F{ati-:| 13.01 |Ee-:n:}"u:|5 15.01 |Perc>er'tage 15.01 |F¢:|r Sample 18.01

13.02 |Sec-:-nd5 12.02 |Hatin 13,02 |Se-:u::-'1d5 13.02 |F"Eﬁ::er'tage 15.02 |Fr.:ur Sample 19.02

Comments Comments Camments Comments Comments

Fibrinogen (Clauss) Fibrinogen (Derived)

Method | Select from List Method | Select from list

Equipment | Select from list Equipment | Seleat from list
Result Result

12.01 [For Sample 19.01 15.01 [For Sample 18.01

1s.02 [For Sampls 18.02 15.02 [For Sample 18.02

Units | Select from List Units | Sedect from List

Comments Comments




: 2 4| 1 Girilen tim bilgileri SIFIRLAR
APTT (clotting time) x| |Girilen tum bilgiler!

Ornek olarak APTT testi icin

Metheod Select from List ¥ Metod: Calistiginiz marka kitin adi olacaktur. rreemrs ]

. ) . articipa
Equipment Select from list v Equipment : Calistiginiz cihazin Marka ve Modeli
Resul e —— 1
Result On kayit —
19.01 Seconds 19.01 Sonucu Sisteme Aktarma m—
15.02 Seconds

19.02= Calismasini yapmaniz gereken numunelerin
Comments numarasidir. Buldugunuz sonuglari bu alanlara giriniz.

y Ondalik’li ¢tkan sonuclarinizda VIRGUL yerine NOKTA
kullaniniz. Orn: 60.2 66,2

Sonra SAVE digmesine basiniz bu sonucunuzu kaydettiginiz anlamina gelir, tiim sonuclarinizi girip kaydettikten sonra Modul
Listenizdeki SAVED boélimiinde X yerine islemin yapildigini ifade eden « isareti gelir. En son noktada tiim sonuclarinizdan
eminseniz SUBMIT digmesine bastiginizda Completed alaninda isaret X den "¥ isaretine donecektir.

External quality Control of diagnostic Assays and Tests @\E C AT

with a focus on Thrombosis and Haemostasis x FOUNDATION

Modules

Screen - 1

Saved | Completed
vy X
pd

Screen - II




@ECAT

_’/ FOUNDATION

T e

P —— - 1™
nsirumenti L

2019-51 | | Scresn - 1 |

Tum Gyeliklerin gozuktugi
ana ekrana doner

Survey List Module List Manage Contacts

Laboratuvarinizda 1’den fazla Koagtilasyon cihazi var ise 3 cihaza kadar sonug
gdnderebilirsiniz. Ornegin; 2. cihaz icin TEST SYSTEM 2 butonuna bastiginizda o
buton YESIL renge ddnecektir. Ve girdiginiz sonuclari bu alana kayit edecektir.

Birden fazla Koagtilasyon cihaziniz varsa cihazlariniza numara veya isim vererek
raporlar yayinlandiginda hangi raporun hangi cihaza ait oldugunu rahatlikla ayirt
edebilirsiniz. Orn: MERKEZ CIHAZI — ACIL CIHAZI — OTOMATIK CIHAZ — YARI

OTOMATIK CiHAZ gibi

Birden fazla modile Gyelik yaptirdiysaniz 6rn: Screen |, Screen |l gibi hangi
modulde ve hangi numune grubu icin sonuc girdiginizi ifade eder .

Ayni Modiile bagli birden lletisim bilgilerini Sistemden cikis
fazla program varsa guncelleyeceginiz kisim yapilir
programlara doner

Orn: Screen | - Screen I



results.ecat.nl/Results.aspx

results.ecat.nl web sitesinin mesaj

Saving results.

Sonucunuzu kaydetmek istediginizde sistem size yukaridaki uyariy
gosterecektir. TAMAM tusuna basarak sonucunuzu kayit edebilirsiniz. Tum
KAYIT isleminiz bittikten sonra SUBMIT tusuna basmayi unutmayiniz.



| results.ecat.nl/Results.aspx

{DATION

Test system 2 Test system 2

results.ecat.nl web sitesinin mesaj

Test System 1, APTT (clotting time): Incomplete
Test System 2, APTT (clotting time): Incomplete
Test System 3, APTT (clotting time): Incomplete
Test System 1, APTT (ratio): Incomplete

Test System 2, APTT (ratio): Incomplete

Test System 3, APTT (ratio): Incomplete

Test System 1, PT (clotting time): Incomplete
Test System 2, PT (clotting time): Incomplete
Test System 3, PT (clotting time): Incomplete

Trart Currtama 1 OT frnrcantaoats Inecomamlode

"l

\PTT (clotting time) &
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Method | Select from List v |
Equipment |5e|&{:1 from list ¥ |
Rasult
19.01 |Rat|.:. |

Participant 98

Data Entry

Save
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PT (clotting time) o
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w

Sonug¢ girmeden SUBMIT diigmesine basarsaniz sistem sizi yukaridaki sekilde uyaracaktir.
Sadece 1 cihaziniz var ise Test System 1 olanlar Complete digerleri Incomplete olacaktir.
Sadece sonugc girisi yaptiginiz cihazlarda COMPLEDE/TAMAMLANDI yaziyor oldugundan

emin olun.



RAPOR ASAMAS|

Sonug giris tarihi bittiginde modul «Closed» olarak gorunr.
D-Dimer ve Tarama Modiilleri i¢in raporlama siiresi 10 giin
Diger modiiller icin 20 ile 30 giin arasinda degismektedir.



Istatistiksel degerlendirme;

ECAT'in dis kalite degerlendirme programi icin, anketteki tim katilimcilar tarafindan rapor edilen sonuglarin
ortalamasi, atanan deger olarak kullanilir (= consensus value).

ISO standardi 17043:2010 ve ISO standardi 13528:2015 uyarinca Algoritma A, konsenslis degerinin ve
standart sapmanin hesaplanmasi icin istatistiksel algoritma olarak kullanilir. Kantitatif test sonuclarinin
degerlendirilmesi icin standart prosedur asagidaki gibidir:

Sonuclar ayni birime (% / U/dL) uyumlastirilir.
Konsenslis degeri ve standart sapma (SD), Algoritma A kullanilarak hesaplanir.

Bu konsensus degeri ve SD'ye dayanarak, laboratuvarlar arasi varyasyon hesaplanir. Algoritma A, ayni grupta
en az 10 katiimci varsa (homosistein icin en az 5 katilimci kullanilir) toplam grup ve test tipi ve yonteminin
dlizeyine uygulanir. Grup blyukligi 10 katilimcidan az ise (homosisteinin 5 katilimcidan az olmasi
durumunda) medyan kullanilir.



Performans degerlendirmesi;

Bireysel performans gostergesi olarak Z-skor kullanilir. Z- skor, katilimcilarin sonucu ile standart sapmanin orani olarak ifade
edilen konsensuls degeri arasindaki mesafeyi gosterir. Z-skoru, katilimcilarin sonuclarinin konsensis degerinden yliksek veya
disuk olmasina bagli olarak pozitif veya negatif olabilir.

Z-skoru su sekilde hesaplanir: [(laboratuvar sonucu) - (tim laboratuvarlarin ortalama sonucu)] / (tim sonugclarin standart
sapmasi)

Z-skoru ayrica gruplar icin test tipi ve en az 10 katilimci. (tarama testleri ve homosistein icin en az 5 katilimci kullanilir).
Kabul kriterleri; Her katilimci, raporda verilen Z puanlarini dikkatlice degerlendirmelidir.

ISO kilavuzu 17043 ve ISO kilavuzu 15328 uyarinca asagidaki kabul kriterleri kullanilir:

-2<Zpuani <2 : Sonug kabul edilebilir
-3<Zpuani<-2veya2<Zpuani<3 : Sonuclar supheli (uyari sinyali)
Z puani £ -3 veya Z -skor > 3 : Sonug kabul edilemez (eylem sinyali)

Ardisik 6lcimlerde tek bir eylem sinyali veya iki uyari sinyali, laboratuvar tarafindan arastirilmasini gerektiren bir anormalligin
olustugunun kaniti olarak alinacaktir.



Raporlarin islenmesi;

e Bir katilimcinin ECAT programinda abone oldugu her analiz i¢in bir rapor verilir.

e Rapor asagidaki bélimlerden olusur:

1. Moddul / Parametre
2. Bilgi

3. Siniflandirma

4. Kendi reaktifi

5. Diger reaktifler

6. Grafikler

7.Z-skor grafigi
8.Z-skor gecmisi



Modiil / Parametre
Her rapor sayfasinin tst kisminda moddliin adi (solda) ve parametre (sagda) belirtilir.

|5|=|'"r|..| Ilm‘ﬂﬂtﬂﬁﬂﬂlﬂll I
Bilgi

Kullanilan numune ile ilgili bilgi verilir, katilimci ve yanitlayici sayisi, yanit orani ve genel yorumlar hakkinda bilgi
verilir. Asagida bir 6rnek verilmistir.

Sample Number 18.21

Sample Detalls Control plasma from a pool of anticoagulated patients (INR approx, 2.5)

Prior Use 2018-S2

Unit Seconds

Expiry Date 30-November-2019

Homogeneity 1.8% Homogeneity Parameter APTT

For any method used for the measurement of this parameter with a CV £ 6.0% the cnterion for
homogeneity could not be met and the Z-scores should be interpreted with caution, See for further
details the paragraph on the statistical evaluation in the Survey Manual,

Number of Participants 302
Number of Responders 227 Response Rate 75 %

Comments For the most frequently used reagents (n>=10) the results of sample 18.21 are good
comparable with those of sample 18.05 in survey 2018-S2,

The following participants reported deviating results which were excluded from the
statistical evaluation:

582 - 5271610

3189 . 263

7770105 334




Siniflandirma

Uygun oldugunda, klinik siniflandirmaya genel bir bakis ayri bir tabloda verilir ve ayrica sizin kendi siniflandirmaniz

verilir.
Classification Mormal BorderLine Borderline Abnormal No
Cverview normal abnormal classification
Total 3 0 3 319 =
Your Classification Abnormal

Kendi reaktifi

Kullanilan kendi reaktifi icin tanimlayici istatistikleri (sonunda kullanilan ekipmanla birlikte) ve ayrica sonuclarin sunuldugu farkli cihazlar
icin kendi sonuclarini ve Z-skorunu gosteren bir tablo verilmistir. Atanan deger, Algoritma A tarafindan hesaplanan konsensis degerini
temsil eder. Laboratuarlar arasi varyasyon (CV) ve Z-skoru sadece ayni gruba en az 10 katilimci ait oldugunda verilir (homosistein icin bu

sayl 5'tir). Asagidaki 6rnege bakin:

Own Reagent STA1 8TA2 STAv
n | assigned Uncert. CV[%) Range your | I-score  your | 2-3COre  your @ Z-SCOre
value rasult result result
Stago PTT Awtom./STA APTT 27 4.6 1.03 6.6 RaT-T24 62.8 043 62.1 -0.59 61.6 L.71
Stago/Roche STA (all types) 25 648 1.06 6.5 Ra2-T24 62.8 -0.48 621 065 616 0.76




Diger reaktifler

Katilimcilar tarafindan kullanilan diger reaktiflerin tanimlayici istatistiklerini gosteren bir tablo verilmistir (sonunda
tahlil icin tanimlayici istatistikler dahil). Asagidaki 6rnege bakin:

Other Reagents

n assigned Uncert. | CV (%) Range

value

Beijing Succeeder Fibrinogen 2 3.3 a2=-3.3
DiAgam Fibrinogen 1 3.1
Hyphen Biomed Fibrinogen 1 3.4
LL. HemoslIL Fibrinogen-C 18 29 0.07 86 24-33
L. HemosIL Q.F.A. Thrombin 40 29 0.04 7.8 24-3.35
Labexpert Fibrinogen LX 3 3.3 3.3-36
Other - 34 25-37
Roche Fibrinogen 3 23 23-23
Sekisuil Coagpla Fibrinogen 2 29 26-3.2
Siemens Multifibrin-U 42 3.4 0.06 94 24-39
Siemens Thrombin Reagent o0 2.7 0.04 79 2.2-31
Stago STA Fib2 2 3.2 31-3.2
Stago STA Fibri Prest 1 3.5
Stago STA Fibrinogen-5 2 3.0 3.0-31
Tcoag TriniCLOT Fibrinogen 9 29 26-3.8




Grafik

Sonuglarin dagilimi bir histogramda temsil edilir. Parametreye baglh olarak sonuclar, test ilkesine veya kullanilan
yonteme gore gruplandirilir. Kendi sonucunuzun dagilim icindeki konumu, histogramda s6z konusu ¢cubugun
ustliinde siyah bir okla gosterilir. Tum dagilim icinde kendi kullanilan yontemin sunuldugu ayri bir grafik verilmistir.
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Z-skor grafikleri
Cihaz basina uc farkh tirde Z-skoru ile ilgili grafik sunulur.

Instrument 1D

| sTaq

Z-score plot

Z-score sample 2

Z-score sample 1

Z-score

4

Z-score history (by survey)
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Z-skor grafigi

Iki farkh 6rnegin Z-puanlarinin iliskisi, bir Z-skor grafiginde cizilir. Her iki Z puaninin iliskisi,
belirli yonteminizin ortalama degerinden sapmanin sistematik ve/veya rastgele hatalardan
kaynaklanip kaynaklanmadigini gosterir.

Z-score plot
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Z-skor gecmisi plani
Bir yillik bir stire icin Z-skorunun gecmisi, bir

Z-skoru gecmisi grafiginde verilir.

Z-score history

Z-score
[ =]

Konsensiis degere gore Z-skor ge¢cmisi grafigi

Ekranda, D-Dimer ve Ana raporda ayrica konsensiis
degerine gore bir Z-skor gegmisi grafigi mevcut. Bu,
katilimciya zaman ve parametre
konsantrasyonu/aktivitesi agisindan konsensiis
degerden boylamsal sapmalari hakkinda fikir verir.

Z-score history (by consensus value)
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Z puanina genel bakis
Spesifik testlerin ve tarama moduliunun raporu bu parametreler icin sonuclarin rapor edildigi ve Z-skorunun
hesaplanabildigi ve Z-skorlarina genel bir bakisin verilebilmesidir. Boyle bir 6zet tablo 6rnegi asagida verilmistir.

OVERVIEW Z-SCORES
. Satisfactory (-2 = Z-score = 2) Need attention (-3 < Z-score < -2 or 2 < Z-score < 3) . Unsatisfactory (Z-score < -3 or 2 3)
Module Parameter Sample Test System Total Assay Method
Thrombophilia - | Antithrombin activity 20130 1 -0.83 -0.47 045
20.131 1 -1.29 -1.08 -0.76
Protein C chromogenic activity 20.130 1 -0.11 -0.11 1.23
20.131 1 0.68 0.68 0.49
Free Protein S antigen 20.130 1 0.04 0.00 0.28
20.131 1 -0.50 -0.51 0.30
Thrombophilia - | APC Resistance (with FV deficient plasma)| 20.132 1 | -0.53
20.133 1 -0.11
Coagulation Factor - | Factor VIII (clotting activity) 20.134 1 -0.97 -0.79
20.135 1 -0.62
Factor XII 20.134 1
20.135 1
Coagulation Factor - I Factor W/ 20.1368 1
20.137 1
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