Hm 5 E
IR R ECROF L EIS E E R

Who Sets the Rules:
----Chinese CRO Central Lab Going International
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3
* Global training standards and SOPs

=2

* Follow same SOPs, everytime, everywhere
* Long term precision
* EIKL
* Data is comparable across multiple labs (sources)
* Can be pooled for single or multiple submission
* Has high statistical significance



*  Definition: the organizational structure,
resources, processes, and procedures needed
to Implement guality management

“ Processes: interrelated resources and/or activities
that transform inputs into outputs.

* Procedures: A specified way to perform an activity
* Processes

* Pre-analytical

* Analytical

* Post-analytical



Quality System

* Lab policy
* Staff training
* Processes
* Safety
* Accreditations
* CAP
* NGSP
* Inter-lab comparison
* US CDC
* CAP
* NGSP
* MOH agency
* Beljing Health Bureau Agency

CGD\/ %

ACCREDITED™

CONTROL AND PREVENTION
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Test Validation Processes

Accuracy: true val
Linearity: measurement of a line
Precision: measurement of replicate runs of a sampl

* Reference range: the range of test values for a designated
population normal range

* Reportable range: range between the lowest and highest
acceptable reportable test values

* Analytic Specificity: interference

* Analytic Sensitivity: detection limit

* Comparability: comparison of results obtained from the method
being validated with that from a reference method




COMPARATIVE METHOD RESULTS

Correlatipn Coefficient
= 0.98

Test Method Result

e

Bias Comparative Method Result
=15 mg/dL Glucose




Test Method Result

COMPARATIVE METHOD RESULTS
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Combinable Data

- Scatter Plot Error index
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Triiodothyronine, Free [(Free T3) — pg/mL

NG HIGH

INSTRUMENT LABS MEARM C.V. MEDEIAN VALLE
ABBOTT ARCHITECT i 43 F.oz 3.5 7.9 7.2 2.8
ABBOTT AMEYM ar .07 7.4 2.3 7.3 104
BEATER ADWIA CEMTAUR 247 798 31 7.3 7.3 8.8
BATER ADWIA CEMTAUR CF 2 - - 7.8 7.2 7.8
BECKMAN ACCESES2 a0 72T 5.2 7.3 .2 2.8
BECKMAMN LIMICEL Dol 120 5.85 7.5 6.9 5.7 g3
E DPC IMMULITE 2000 42 5.22 .0 5.2 4.5 58
Wl CFC IMMULITE 2500 17 5.40 7.8 54 4.7 6.0
CFC IMMULITETCO0 E - - 5.3 4.8 E.1
ROCHE COBAS 411 /ELECSYS 23 1912 3.8 10.1 3.3 103
ROCHE COBAS es01/E170 63 10.02 4.0 10,0 2.2 11.1
TOSOH AlA-PACK 8 - - 12.3 11.86 129
VITROS ECi, ECiO aa 15.00 3.9 15.1 13.6 16.8
ALL RESULTS 790 .45 30.4 7.8 3.3 15.8

Source : College of American Pathologists, 2007
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* fREINIE (CAP, NGSP, CLIA etc)

* N’ FEF

* 7|‘$ZI§EIEU|L$E (Specimen lifecycle — from
supplies to reports)

* HEEALIENIRE (T support)
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