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TEST PRINCIPLE

* Blood sample is diluted and mixed with TRIS buffer to release Hb from

the erythrocytes.

« Afraction of sample is conveyed into a reaction chamber where it
mixed with sodium lauryl sulphate (SLS). SLS is used to form the SLS-
Hb complex.

 The conc. of total Hb is calculated by measuring SLS-Hb complex with
a wavelength 525 nm.

Hb A]_C Potassium ferricyanide/
 Hb Alc in another fraction of sample sucrose Jaurate denatured HbAlc
 Denatured HbAlc + HbAlc Ab latex agglutination

« Latex agglutination + agglutinator ——— agglutination inhibition reaction
( wavelength 625 nm)

(conc. of HbAlc is calculated)




TEST PRINCIPLE

Lipid Panel
TC and HDL-chol: by an enzymatic method.

chol. esterase

Cholesterol ester cholesterol + fatty acids
chol DH
Cholesterol + NAD * cholestenone + NADH
diaphorase
NADH + WST8 NAD* + formazan dye ( wavelength 460 nm)

Triglycerides: by enzymatic method

Triglycerides L glycerol + fatty acids
Glycerol DH _
Glycerol + NAD* Dihydroxyacetone + NADH
diaphorase
NADH + WSTS8 NAD* + formazan dye (wavelength 460 nm.)

LDL-chol is calculated using Friedewald formula

Bdwhen TG > 400mg/dl, the calculated LDL-chol is not reported)



Measuring range

Parameter

Total cholesterol
Triglycerides

HDL-cholesterol
LDL-cholesterol

HbAlc

Cl unit SI Unit
50-500 mg/dI 1.28 — 12.95 mmol/L
45-650 mg/dl 0.50 — 7.35 mmol/L
15- 100 mg/dl 0.38 -2.60 mmol/L

Friedewald formula: LDL-chol = TC- HDL-TG/5

20-130 mmol/mol (IFCC)
4% -14% (DCCT/INGSP)

IFCC = International Federation of Clinical Chemistry & Laboratory Medicine

DCCT = Diabetic Control and Complication Trial
NGST = National Glycohaemoglobin Standardization Program




From patient preparation to the display of HbA1c test and lipid panel
results in one 15-minute workflow

© Simultaneous loading of both discs from a single finger prick

€ Fill hpid disc. Put aside lipid disc (max. 8 min.)

© Fill HbA1c disc (B0-90 sec. [max. transfer time])

© Insert HbA1c disc right away (6 min.)

O Remove HbA1c disc when test Is finished

© Insert lipid disc (6 min.)

© cobas HbA1c test and lipld panel results are shown together at the end
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Objective

« To determine the performance of Cobas b 101 instrument

» To test the suitability of instrument for the measurement of HbAlc
and lipid profile in GP (precision and accuracy)

Method

 The instrument was evaluated in the ICCnet CHSA lab in Adelaide and in
10 primary health care centers in rural and remote South Australia during
Feb - June 2013

* Precision testing was performed by medical scientist testing 30 replicates
of both levels of QC material in a lab. setting.

* Lipids linearity was evaluated in 10 rural and remote PHC settings by
testing cap. WB sample from 15 patients at each site on the Cobas b 101
in parallel with venous sample sent to the local laboratory. Both levels of

QC material were tested in the morning of each day that patient testing
was performed.




Quality Goals

Quality goals used in this study were taken from recommendations by the Standards
for Point of Care testing in General Practice.'? (Australian Government department for Health

and Aging. Standards of Point of Care Testing
in GP, 2004)

They are:

L]

PoCT device measurir use in General Practice in Australia should
be able to achieve a minifram imprecision (CV%) of 4 % and ideally meet a

desirable imprecision level of 3% or less

PoCT device measurinﬂ}r use in General Practice in Australia
should be able to achieve a minimum imprecision (CV%) of 5 % and ideally
meet a desirable imprecision level of 3% or less

PoCT device measurin or use in General Practice in Australia
should be able to achieve ammimum imprecision (CV%) of 7.5 % and ideally
meet a desirable imprecision level of 5% or less

PoCT device measurinr use in General Practice in Australia should
be able to achieve a minimum imprecision (CV%) of 6 % and ideally meet a
desirable imprecision level of 4% or less




Precision

Scientist Control
Testimg

Wirthin Practice
Comnirol Tesiimg

Meamn SD CW % Meam SD Median CW % [(meamn)
HbAdC
(mimalimol ) 39 077 2.0 349 1.05 27T (32)
CHOL
{mmolfL) 375 0.06 1.5 363 006 1.6 (1.7)
TG
{mmolfL) 1.11 0.01 1.4 1.11 0.02 1.5 ({1.5)
HDL
{mmoliL) 0.99 0.02 P 0.92 0.03 2.8 (2.9)

Table Z. cobas b 101 precision analysis for Quwality Conirol Lewvel 1

Scientist Control
Testimg

Within-Practice
Comtrod Tesitimg

Mean SD CW %% Meam SD Mediamn CWV % (meamn)
HbAdc
(mmuolimmiol) By 1.36 1.6 =1 148 1.7 {1.7)
ZHOL
(ol 6 8 012 1.8 6. 74 0,11 1.6 (1.7)
TG
{mnmali/L) 4. 4 0.04 0.9 4 38 005 1.2 (1.2)
HDL
{mmmol/L) 1.7 0.03 2.1 1.60 0.04 2.4 (2.6)
Table 3. cobas b 101 precision analysis for Quality Control Level 2
Z

Lewvel 1 Comtrod
cobas b 101 P Trhal
CW (9%) CW (%)™

Lswel 2 Control
cobas b 1077 P Trial
CW (9%) CW (% )"

HbAAC 3.1
CHOL 3.0
TG 4.6
HDL 4.4

Table 4 Comparison of the median withim-practicse precision results Dl::-‘l:Ellr‘lE-d im this trial to the
Australian Gowvernmeant's Point of Care Testng in Gemneral Practce Trial's

AR v




Further information: please see the report of

The integrated cardiovascular Clinical network

CHSA
“* Roche Cobas b 101 HbAlc and Lipids
evaluation, July 2013”

http://www.appn.net.au/Data/Sites/1/appn/05instrumenteval
uations/O2evaluationreports/aacbb101report.pdf
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