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A " Patient Data Analysis Calibration Procedure

ltems appearing in a "predefined process” box

The patient was issued a D2000 with a user card
are defined in the D2000 Algerithm Specification.

and a HemoCue to collect Calibration data.
Calibration data was sent to Patient Data Analysis.
When enough data for processing has been

collected, an Alert record is generated to alert the

Analysts to this fact.

Start

Receive notification
that we now have
"enough” D2000 data.
{Alert record)

v

Unzip the binary data,
and concatenate the
files

Convert the data into
an Splus object, in the
.ska format.
Warn the analyst if
collection times are out
of sequence

Create Preliminary
Plots
{Archival purposes)

Warn the Analyst if
| collection time stamps are
out of sequence.

Histogram of HemoCue
HemoCue vs. time

1 each: raw skin, mean
skin, std. dev. of skin vs.
channel

1 each: skin absorbance,

" mean abs., std. dev. of abs.

vs, channel

1 each: reference
absorbance, mean abs., std
dev. of abs. vs channel
Dark spectra vs. channel
Temperature sensors vs.
time.

Perform a
Standard Deviation
Check
Remove
subsessions that
don't pass

Did < 30% o
subsession fail std.
deviation?

Yes

s the Standard
Deviation of the
emoCue reading
> 407

Yes

Is there sufficient
calibration data?

Yes
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(continued)
Averatge Fh‘z:;;" Create a skin library
spectra in
bsession ; P
(ma;:mm 4 average (using calibration
coefficient
spectra per session) )
v Contains patient specific
Create a new User information, the QM acceptable
Use only the 1st - card file 1 range, and the dafa needed to
Convert each average | /| Reference. .-~ | calculate a measurement.
skin spectrato | (using skin library as
absorbance input)
4
Calculate the
Cahbratt_on ClJ:OLeSfﬁ clents inform Customer Service | | Customer Service will ensure
using ; and make the new User "1 that the patient receives the
Rgg;ggggmAL d card file available. new PCMCIA User card file.
an
SIC
1
print the correlation Sto
Create Clarke error coeficient, RMSEC, slope, P
. ; . "1 and QM cutoff (acceptable
grid of Ca{ibratlon self range).
predictions I

is the correlation
coef. > 0.7 ?

Yes .
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inform Customer
Service, who causes
the following:

s the patient

following
recommended
procedure?
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(continued)

emoCue functionin
according to specs?

=

os STOP -- Diasensor not
compatible with patient

Train the patient

Repair / Replace
device

Y

v

Ask the patient
o collect more
Calibration
data

Ask the patient
to collect more
Calibration
data

Date: 11/23/99 11:30am
Confidential Biccontrol Technology, inc.



