TEST STRI P QUALI FI CATI ON SYSTEM ABSTRACT I n connection with a fluidic
medi'cal diagnostic device that permits neasurenment of the coagulation tine
of blood, software, methods and associ ated devices for quality control are
di scl osed. The fluidic device preferably conprises a test strip with one
end having a sanple port for introducing a sanple and a bl adder at the
other end for drawi ng the sanpl@TEIRERQUREHSKAEISISYSEMa. A channel carries
sanple fromthe sanple port to an assay neasurenent area and first and
second confrol measurenent areas. Prefeﬁﬁﬁﬂ%cﬁ stop junction, between the
measur enent areas and bl adder, halts the sanple flow for neasurenent. If

resul ts from measulespanecson sikbe Quisic medical diggnasis deviee thapprpith mgasurement of
predeterm ned zone or defined limts, the assay nmeasurenment is qualified.
|f not, an etirenoagulati timesgif bloededftward, méthodsand aseqidted deyicevfon gendityacontinlf i t .
moure 2A are disclosed. The fluidic device preferably comprises a test strip with one end having a

sample port for introducing a sample and a bladder at the other end for drawing the sample

10 toa measu;ement area. A channel carries sample from the sample port to an assay

measurement area and first and second control measurement areas. Preferably a stop

junction, between the measurement areas and bladder, halts the sample flow for

measurement. If results from measurements taken for each control fall within a

predetermined zone or defined limits, the assay measurement is qualified. If not, an error is

15 registered and the test strip is counted as unfit.

Figure 2A
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