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3.1

3.2

detect an open probe.
For each skin specfiim:ihe SKiniTe, reshold Check as follows.

3. bad skinispectiaiialiptiea; & (5) in a single session, then reject the entire

The purpose | el _ -getect a dirty p_rdbe. In a session, skin spectra
‘ j and R; respectively.

2avG respectively.

2.

3. ) iaccep‘t the session. Otherwise, performthe =
i :
i

4, Ro: Discard the original R,.

5. '
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3.3

3.4

3.4.1

3.4.2

vy " column’

6. If the rati 7, accept'the session. Otherwise, reject the

Perform the St ' S cldton: f skin spectra. Let M denote the number of
a ir o lar skin spectra pixel, where i denotes the

1. ‘Comp'ute' g

ess-c, STDEV (s“, sz,, Sypforj=1to -0

ice regression coefficients from the mean-
ihgs provided.

an by p) oﬂhogonal
dimensional space’ thq ,
matrices, respectweiy)

column of xavg

NOTE: Manne, Rolf
Calibration.” Chemom i

uj j“‘ PLS S:

q; pre-normalszed Vi
P pre-normaltzedu

oy " diagonal of B
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Hon of a matrix. The subscript represents the

1d. Compute p1 —;

Then, for each rar ” lowing.

3. Column jof Vi
(Builds one colum”

lfher Rolf Manne article are equivalent fo the .
ad differently,. The method used here is as

ones used here. fo
follows, '

Xag = UBV'

XagV=UBV'V

XagV=UB s‘:@i?i

By fundamental im@a
A, where e is thg
is a diagonal-supge

e; B-oc.e; +ﬁ;e|+1 E
I [k

Using equations (7) a=
obtained. Thekfollgy
for pj+y and g
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XagV = U B

Uame= Xa.,g g U= meei +V Biew
' pj*1=xmv_-_r" Vﬂiem #XM U-Voeg
| Gt = Xevg U-Voe'  (10)
3.5 G'luco_se.M;a-suré“’i |
1, f PL
2000,

3.6 Slope and In

1. Perform PLS' aaﬂ§*
* calibration vector.

2.

"ressed against the correspoﬁding HemoCue -
ept, ks and the calibration slope, ki

Dzoooc =

. below,
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Filename; 32000D02D.D0C
ECN:2634

Biocontrol Technology, Inc.




Diasensor 2000 Algorithm 32000-PD0O2
Product Specification Rev. AD
Cip =
P-4
Cre= X
h and g are - and measured glucose g,.

The slope est_i;fnatleu.,
equation; LA

equation:
k, =gk *
Update the calibr

vector is dividé,&_ y correction constant. Then the difference of the .

original calibration-con: :

The new ca_iibrationjlyect

' _ rom Step 4 are then used when calculating a =~
Glucose Measurement? : :
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3.7

3.8

3.8.1

3.8.2

RMS

Determine the Qd;

For paired. Diasg|
calibration, define

HemoCue value (y) for data coliected during
ror as follows,

{

Diasensor

The purpose of the co
2000,

Calibration

Control standard specti
the Calibration penod
calculated, as follow

ol
Convert each contro
equation:’

absorbance;
Average alt the conf‘f

vector.

The control aver,
Callibration. Botﬂ'

subtracted from the co as
difference is subtracted.. ;

Max (Current value (1
value o, 2,...s4)) .

! A Dark spectrum collected at t]_1 )
~calculations and data transfer. 3

from all spectra in that s1ttu1g prior to these

Blocontrol Technology, NG,
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If the maximun diffeler

| 1§ dqfference is less than 0.003, the Diasensor is
in control, If the

gﬁmmum difference is greater than or equal -

3.9

gL Rl

cicufrent. HemoCue readlng
‘ ,wl?snew
forqge = Corvection

the new Correction

3. If Quality Monitorind-
Correction to the raw*

3.10

Calculate the mean of i '_ y differences between the paired HemoCue
and Diasensor 2000 measyre joi: % ‘2 95% confidence interval and compare the

chvalitaraithreshold of 90. If the upper boundary Is
¢ accepted as having passed Evaiuation.

density from z,,,, to infinity equals ¢z /2.

' error,

i
|Dzasensor—— Heme

u ---—le,..

m=1

Bioconirol Technology, In¢.
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The upper boundary of t ‘ of:% valimust be less than the threshold of 90 to pass.
Evaluation: - g B
v
u+z,
“Jn
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