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f1k: 54500, Tumor Marker Plus (Lyphochek), Serum, Bio-Rad, 2011-8-31
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Data
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Quality Control Multirule Flowsheet N
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In-Control
Report Data
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(across runs)

2 CONSECUTIVE
values outside the
same 2 SD
or
(within run)
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The range
(difference) between
two controls within a
run exceeds 4 SD's.
This rule is only to be
used within a run, not

across runs.

Yes

control values on
one side of the
mean and further
than 1SD from
the mean.

This can be within
one control across
4 consecutive runs
or
within 2 controls
across 2
consecutive runs.
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WESTGARD 7o & 15 %% £ |

1

Westgard Sigma Rules ™

2 Levels of Controls

Report Results

60 i 50 i 40 I 30
Sigma Scale = (% TEa-%Bias)l"CV
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T2 2Sigma

A View of Six Sigma Performance

+1.5s 4.5s —»‘

3.4ppm | | 3.4ppm
| On-target |
| distribution |
|
I I I I I I I
—65 -3s 0 3s 6s

| + Six Sigma Design I

If the process is so precise that the SD is less than one sixth of the Quality
Goal, then even if the assay shifts off target by 1.5 SD, there will be only 3.4
errors per million (3.4 ppm).
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(a) Trend (b) Cycles
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(c) Bias (d) Mean shift
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A i A Y  dan b
KESITFRIREE TS A PERIRESIRLR
H 56 55 H KI5 TEa (%) J[ETEa WAAH T TEa
P R ik e A5 Tl 16.0 +20% + 12% > 40 U/L +5U/L <40 U/L
RINZRARATELR 15.0 +20% +12% > 60 U/L +5U/L <40 U/L
ity
v-Br B B R Il 11.0 £20% +12% > 40 U/L +5U/L<40U/L
il 1 Tl 1R il 18.0 +30% +12% > 100 U/L +15U/L<125U/L
LR ity 15.0 +30% +12%>125U/L +15U/L<125U/L
VE R il 15.0 +£30% +10% > 100 U/L +10 U/L < 100 U/L
FLIR i S 11.0 +20% +8% >250 UL +20 U/L <250 UL
SEH 5.0 £10% £5% > 60 g/L £3.0g/L<60gL
HEHA 6.0 +10% +6% > 20 g/L +2.0g/L<33.0gL
SYiEEIRE 15.0 +20% + 6.84 mmol/L £12% > 25 umol/L £ 3 pmol/L < 25 pmol/L
1 7.0 +10% +0.33 mmol/L + 8% > 5.0 mmol/L + 0.4 mmol/L < 5.0 mmol/L
JULTT 12.0 +15% +26.5 umol/L + 8% > 100 umol/L + 8 umol/L < 100 pmol/L
JRER 12.0 +17% + 8% > 0.38 mmol/L + 0.03 mmol/L < 0.38 mmol/L
RE 8.0 + 9% +0.71 mmol/L + 12% > 4.0 mmol/L + 0.5 mmol/L < 4.0 mmol/L
o I [ 9.0 +10% + 6% > 5 mmol/L + 0.3 mmol/L < 5 mmol/L
Hh =y 14.0 +25% + 12% > 1.6 mmol/L + 0.2 mmol/L < 1.6 mmol/L
AT 4.0 £ 5% + 3% > 100 mmol/L + 3.0 mmol/L < 100 mmol/L
BT 4.0 + 4 mmol/L + 2% > 150 mmol/L + 3 mmol/L < 150 mmol/L
BT 6.0 + 0.5 mmol/L + 5% > 4.0 mmol/L + 0.2 mmol/L < 4.0 mmol/L
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