31259-SD

BIOCONTROL

TECHNOLOGY INC. Rev. AA
.
:
Blocontrol echrology, inc. T "Page 1/27
‘ Fillename: 3125%sda.doc

ECN: 2172




31259-8D
Rev. AA

Diasensor 2000 W
Patient Data Analysis

Software Design Description .

Contents

1. Introduction......ccueieaririees
1.1 Purpose
1.2 Scope
1.3 References
1. 4 Definitions .........

1.4.1 Calibration ..... i,
1.4.2 Catibration Coeffi cient
1.4.3 Calibration Data...;. ; ;
1.4.4 Coarse QUEer ......... . bbbl dinl ol vererases peerreenas S
1.4.5 Countabie Callbrauon :

1.4.6 Countable Calibfation Sitting

1.4.7 .hc Object......... i

1.4.8 HemoCue Readmg

1.4.9 Quitlier...........

1.4.10 Re-Calibration i....:

1.4.11 Re-Calibration bata

1.4.

1.4

1.4

14

1.4

1

e L LLLLLLL L T T T T T P T P PP LR TP EE R R}

L Y T Y T T TP T P TP TN T T T Y

R T R e T T TP P TP TN PR Y Y )

T T T T T T TP I T T T T TP Y T TT TP Iy T
R P TR T T T TP TP T T PP AT T
LR Y Y R PRI T
S N

D T T PP e S TR T T YT Ry

LU R T YY)
T L T T T T T T T Y E R TR T Y TY P T Y )
e e T R T Y Y Y E TP R P PT RS P YT

L R L TR e R R R T

L TR R R YT I YY)

EXTTTTTT PP Y TR P [TXTET LT ETTTTI TR ALCLEE LT N PN AT

ernsnnnrErrrrEree 4ranunn I L L T T T N TR Y T PR Py V]

1

1 Ry

4.12 ;ska Object .. reererbrrrebebresesesraenreeeeaanes eeeerrasaneseanennraanes
.13 Session .........,
1
1

T P WSO arrnnsnrarennenanniinnaiiasnivpassinnsnprancersrsionariesioornurnunnrnnnrrrer T T T T T R F Y Y Y AN P TR YT Y}

------ L R T T T R T T PP T T YT T Y )

4.14 Sitting ..........
.4.15 Subsession ,
4.18 Valid Session..........
4.17 Valid Subsessmn
1.5 AGrONYMS ..o Tenn P S,

2. Product Perspective............ve...
3. Development Environment.....

LI T Ty T P T PP PR AT PY T Y

H
.
.
.
.
.
.
.
.
.
.
.
.
.
.
.
.
.
.
.
.
.
.
.
.
.
.
.
.
.
.
.
.
.
-

............... G O

RN peeriesesenerenisereenenas 9

4. General Description .................J

5. Software Design — All Incommg_ PP, b |
5.1 Pre-Process Incoming Data. . eerrvpr Pt as 11
5.1.1 Refers to Software Rel et B ceerrennenssnnessereenaenees 11
§.1.2 Software Description: hinesrseprnssmiesesininsassasnes verenaens crsesseiensnnnsias (3
CB.4.2.1 Inputs.......... G 15 T OSSO
5.1.2.2_Processing. S, peressrmeerrararsetrienares 12

5.1,2.3 Output........... T N1t et eberesiesesenerssaebesesnsiennnes 13

5.2 Translate Binary Data into S-f le(s).(objects).
5.2.1 Refers to Software Requirement: 3.1 2 i L eveneene e TR, k- I
5.2.2 Software Description: tretrressrererseraresesraepes st asnressraanenes 13
5.2.2.1 Inputs.........

5.2.2.2 Processing.

5.2.2.3 Output.....

6. Software Design — Process Calibration Daf
- 6.1 Create an S-PLUS object (hc object)ipgth.
data. 17

shreseesrareruesasisansiantanaaansssassnanrenn cvsnsnanenns 13

T e T P e R ey Ty T 1 3 .

D T T T T TR T T P PP P YT T T 16 K

L R T L PR T PR 1 i

ne HemoCue reading per sitting of spectral

lllllllll AN NN R R I N R IR NI T IS T RN T A LI A CT O S PO SUTERLEN ST 1 i L

6 1 2 Software Description:.....
6.1.2.1 Inputs...............

Page 2127
Filename: 31259sda.doc
ECN: 2172




31259-8D
Rev. AA

Diasensor 2000 R
Patient Data Analysis

Software Dasign Description .

6. 2 2 2 Processlng...... : ML e vereerereen 17

6.2.2.3 Outputs........... f LN ererbrads SRR | .
6.3 Calculate the Standard Devia :
6.3.1 Refers to Software Rec
6.3.2 Software DeScriptton‘
' 6.3.2.1 Inputs..........
6.3.2.2 Processing......
6.3.2.3 Outputs.......... 0]
‘6.4 Remove Standard Deviatio
6.4.1 Refers to Software R
6.4.2 Software Description
6.4.2.1 Inputs........ vevsrmssressrsersenassress 18
6422Processing' . Ve vt rensararrersarerans 18
6.4.23 Outputs ..... i ol e L eessresesninisessnnee 19

L R R R 1 9

RN AR R REREY T T e T 1 8

T PP LR I T S TN PR P LY

.................. R |- 1
£8.rerrressnnerserernss 18

PR R R R R LRl L T T L T T T T P P PP P 1 9

Teranwndundn ----unouunonouoouucuouoonnnuuuou 19

6.5.2 Software Descnptiun
6.5.2.1 Inputs........... OO SRR |-
6.5.2.2 Processing.... rreeerrearessnnns
6.5.2.3 Outputs......... '

6.6 Produce a Calibration Vector. he;g Inten _

6.6.1 Refers to Soffware Req, _ A v erceenasrarasasseasaaerseassasasssesasnarrasserees .20 .

6.6.2 Software Description. i Ry _ ,
6.6.2.1 Inputs,............. 2050 : L s eereaeseessatesssis e rsvnssssassansesasssassssasvnasnnvs OO
6.6.2.2 Procegsing........ 5 eereremeeesimesessann vrreresssinssesssantansssabrssesrnnss Q0
6.6.2.3 Outpyts........ 74 R -+ I

6.7 Print an Error Grid of Calibra} {5 and Tecord the Quality Monltoring Cutoff ......... 20

6.7.1 Refers to Software Req i | U |

6.7.2 Software Description S SO
6,7.2.1 Inputs........ rterresremntsaaaniarrrararsasrrararessararsransnrersrsenrs @1
6.7.2.2 Processing rrerrrsestaentessreenaanerraarnrserasnraraesanransrarsrnn ]

. 6.7.2.3 Outputs......... L L s s 21
6.8 Create a Patient Skin Library P : ! :
6.8.1 Refers to Software Requlir - 1. !
6.8.2 Software Description::# verierraens rereisseen 2]
: 6.8.2.1 Inputs........
6.8.2.2 Processing....
6.8.2.3 Outputs........

7.1.1 Refers to Soﬂware Requirement(s):, 302,01 ..o erreresennereaennnen Lenessseensnnanen

7.1.2 Software Desfcription,... :
7.1.2.1 Inputsli.........

7.1.2.2 Processing.. ;4.

7.1.2.3 Outpuls......

7. 2 Perform the Evaluation ... ;i

7.2.1 Refers to Software Req|

7.2.2 Software Descnpuon : _

7.2.21 Inputs.; ......... RS drererrreereenn v TR~ N

7222 Processing L T prressareerae pereereeenns S~ |

7223 Outputs ...... R S R L R resresereesarnsrrrrasasnssesnsenerenss @

SN 24

..... oo 23
st sss st 23

e ———— ceeereeresensransreesnsnnsersens 26

Fege 3/27
Flename: 31259sda.doc
ECN; 2172

18




31259-8D
Rev, AA

Diasensor 2000 -
Patient Data Analysls

Software Design Descrlptlon‘ N

7.3.2 Software Descr _t:on

7.3.2.2'Processing....... i} ; reverererrreesesassatenesaeraessesnteanssnsnnsarsarsass 20
7.3.2.3 Outputs...

.26

eereeemeenesessesesssieseesssesessiesssansssssasssssrens 28

.26

ierereernae st 28

8.1.2.1 Inputs..‘- j
8.1.2.2 Processing . s _
8.1.2.3 Outputs... ;

9, REVISIONS....vccrevrveereceioeseninns

" Blocontrol Techrology, . " Page 4/27
Filename: 31259sda.doc

ECN: 2172




Diasensor 2000 312689-SD
Patlent Data Analysis Rev. AA

Software Design Description

1. lntroduction

1 1 Purpose
' " This document descnbes the

patient callbration This docu
software design information.,

1.2 Scope
The design descrlptlon ata Analysis Calibration software for the
Diasensor 2000™ n!:interface desagn and data definitions are

described in this documq:ﬁt'

1.3 References

1. 31259-SSDiasen_'_s',o 00! ient DatarAnalysis Software Requirements Specification.
2. 31184-FS01 . Diasensor.2000'User Card,Format Specification.
3. 32000-PD0O2 ri2000 Product Specification.

1.4 Definitions
1.4.1 Calibration

gf“(?.alibration'I'.3ata that is collacted from a
'a unique set of coefficients for each patient

1.4.3 Calibration Bata

The spectral, sené’Q
HemoCue monltorﬁrﬁg.giu_‘ﬁ _
coefficients for a glucose _eas

1. 4 4 Coarse Outlier

A subsession failing the sf 5% ‘ on! ‘During Calibration, the Patient Data
‘ sisiperorms the standard deviation check. See the
lete description of the standard deviation

it : ",'L:asensor 2000 and the correspondir:g
‘forithe purpose of extracting Calibration

Diasensor 2000 Algonthm Sp (
check,

1.4.7 .hc Object
—Elocontrol Technology, Inc.

‘Page 537
Filename 31259sda.doc
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An electronic file containing one HehoCi mb for each D.'asensor 2000 sitting of spectral

data, in an S-Plus objectf ;
1.4.8 HemoCue Readmg

The event of performmg on
is a quantitative reading wit
affective measuremant ran

1.4.9 Outlier

In a set of data, a value 'soj
cannot be attributed to the |

1.4, 10 Re Calibration

callbration coefficients frorr"i

A

Calibration Data. The proc

Diasensor 2000 and the c':orresponding ‘
the purpose of updating the calibration
coefficients. '

1.4.12 .ska Object

sses the start button <1> on the Diasensor

2000 and ending after the [ tior ‘ ' patient can press the start button <1> again.
From a data acquisition poi ' ' lis the time bracketed by two reference
measurements and a finallo

1.4.14 Sitting

The single event of a pgtie ing:and. ecting data and/cr obtaining a glucose reading on
' : o&,i;w,nen necessary. A sitting in Calibration,
minal number of sessions performed per sitting.
lemoCue reading for each sitting.. During
- than normally scheduled quality monitoring,

ions: A subsessron is the time durmg which the

e

spectra, each preceded by a single dither.

1.4.17 Valid Subsess;on

A subsession of a vahd sessm niwl . 5 he skin spectra time stamps are Iess than fifteen
(15) minutes apart from a vali,_i'-‘ iim

1.5 Acronyms

Biocontrol Technology, inc. Page 6/27
Filename: 31250sda.doc
ECN: 2172
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Software Design Description
The following abbreviatigh

_Diasensor 2000 sitting (see definitions)

.h¢ - S-Plus object of one Hemb; dirigforbac
YO -- Input/Output ~  “1j" ol
PCMCIA -- Personal ComputerMemor International Association
PDA -- Patient Data Analysi | ‘
QM -- Quality Monitoring
.ska — Spectral data in

SRS -- Software Requik
TBD -- To Be Determi

~Blocontrol Technology, Inc. Page 7/27
: Fliename: 31259sda.doc

ECN: 2172
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2. Product Perspective ;J,?' |

h patient To accomplish this, data is collected
Il .meter, as directed by the Diasensor 2000
>atient Data Analysis. When the specified amount of
ut to the software that forms the Calibration.
ent, the patient then uses the Diasensor 2000 to
eriod, as directed by the Diasensor 2000 User's
4 Analysis. When the specified amount of data
ws the Evaluation data to ensure the Diasensor .

After a D.-asensor 2000 is at:bra
obtain measurements duﬁ ng an E
Guide.  The data Is transmitted
has been coliected, Patierjt
2000is successfully calib ate

e %chﬂc time schedule, or when the user experiences
calibration is identical to Calibration, except that the
ed:and the amount of data collected are greatly

length of time during wh‘I:," | __
‘ tenated to previously collected data.

reduced, and the Re-calit atlo

Lt SEVET

“Biocontrol Technology, Inc. Page 8127
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The analyst, working fro_ 1]
UNIX system. The UNI

Biocontrol Technology, nc.
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Software Design Description

4. General Description

i
t

3. Provide a software. deélgn t
the product Iife-cycl “’i}

Risk and hazard manag

"Biocontrol Technology, Inc,
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y
|
i
3
]
Incommg D2000 data. Since there can be up to

four patients using an in
files, one for each possi

o
o
[

data transferday _'
data transfer hour .

=
o
I

"Diasensor serial number. A shortened form of
ar ecpusé‘only 8 characters or fess can currently be
~(a'l W.is n ‘éxplanation of the transtation from the Diasenor

The "BICO Logm D" is ah
the Diasensor serial number IS
accommodated as the’ L din 1O

1. The D:asensor 2000 serlal ni

i Either: N for new or R for,Repair
i Day 01 thru 31

Year: Final iwo [2] digits
Century: A = 1900, B = 2000

— Page 11127
Filename: 31259sda.doc
ECN: 2172
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Diasensor 2000 31258-8D
P_at!ant Data Analysis Rev. AA
Software Deslgn Description '
2. The BICO Login ID is 8 chara
Range: Hex 000 to FFF
‘beginning with 000 each day
Either: N for new or R for Repair
‘ ja1-8 & A-V for 10 thru 31
5.1.2.2 Processing
Each day, a program will berun to si From, 8. single Diasensor into as many as four files:

One file of both SPECT
built in the directory: /ati
fite name will be; mmddhhy

where:
mm = data transf
dd =
hh
mm = data {ransfer

1
o Q.
2 8
Qo m
er =
o o
3 3
n o
= =

{D

L)

lf an error is found, a record is logged in a file.: |

Some checking of the inc

This record shall. anl de ata was collected, and type of error. The
following are the cheg

1. Arethe colleétlon da

2. . Are the mcommg snﬁing 0l ""q_'"t?he sitting) out of sequence?

: 3an Alel [ iie in an ASCII text format. The Alert file will be
built In the dlrectory Ia1 d.-str or.IDipatient ID(G digits max. WBICO Login IDfsrc and the file

Column Field Namg Range

1 distributorid 4 dights

2 userld ' ‘numeric, 6 digits max._.' '
3 date o

4 time

Page 1227
Filename; 31258sda.doc
ECN: 2172
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Diasensor 2000
Patlent Data Analysis Rev. AA
Sofiware Design Description : ‘
Column Field Name * Range .
5 mode ‘ 1 = callbration
S 2= evaluation
_ 3 = measurement
‘ p 4 = recallbration
18 status 2digts

5.1.2.3 Output : ! _
An Alert file, when nece3§ v calledsmmddhhmm.alert.ixt.

A file of the daily incomiri
mmddhhmm.bin. '

An eniry in an error Iog ﬂl:

5.2.2.1 Inputs : : i
A patient's Diasensorzg ata.inva.binar s .from the file of zipped mmddhhmm.bin data.

yymmdd = date thatghe.SiPI Wa
The file name wil be concatenated:wi ar, which mdicates the mode the data was
collected in as follows: -

The extension of the ﬂlg will ¢ : pe DS ype of data that was collected. épectral data will
have the extension “.ska”, giu se'h =

type of data (spectrum or readl ' ,p e Object ID of the Object Header.

For exampie, a file con ra for a completed (final) calibration would be
called: CFyymmdd.ska; ?tgmay have both an EFyymmdd.ska and an
EFyymmdd.rdg. '

5.2.2.2 Processing

" Bioconirol Technology, Inc. Page 13/27
Fllename: 31259sda,doc

ECN: 2172
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Diasensor 2000 31258-8D

Patient Data Analysis - B Rev. AA
Software Design Description
The analyst concatenate Brop? ; .;Ihh;pm.bin files into a concatenated file, named
mmdd.cat.bin, where: gl g '

mm = moith the ijEilvesicroated
dd = daythe
.cat

¥
E
D
8
3
-0

Translate the Diasenso
as follows:

‘ .

Column Field Nam Range

0 = spectrum_status
. .1 = controf
b "2 o dark
Indexing. 3 = index
: 4 = reference
5=skin
6 =gontrol_abscrbance
7 = dark_gabsorbance -
8 = ref._absorbance
8 = skin_absorbance
-4 digits, 0-4204

numeric, 6 digits max,
0-987205

mdd numeric

1 spectruniTVbe

distributorid

userlﬂ

4 date

numeric
B i waming: na leading zercs
Invasive rresponding inVasive meter tghding 01065535 '
' de o 1 = cafibration

5 time

mode
2 = evaluation

3 = measurement
4 = recalibratien

1-65,535 The sitting number

. while uging this mode of
m status operation. (normally, cal. sittings
whole ‘would be 1-120).

8 sittCount

1 =6 for Gal. or Re-cal,, 1-1 for
Evaluation or Measurement
mode. The sessicn number
within the above sitting.

1 = before breakfast

2 = after breakfast

3 = before kinch

4 = after iunch

5 = before dinner

6 = after dinner

7 = bedtime

B= night

9 sessCount.

10 todGode

‘ Page 14727 -
Filename; 31269sda.doc
ECN; 2172

Biocontrol Technology, Inc.
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Column Field Name ! Range

_ ' i ' 9 = other

11 spectrum{1] upto 15 digits

12 sp'ectrum[Z]'  up to 16 digits

1373 spectrum[3 to- up to 15 digits

63 - _

74 spectrum[64} up to 15 digits

75 sensorf1] [ up to 15 digits

76 sensor2] up o 15 digits

7784 sensor[3 to 10}’ | upto 15 digits

8 slatusCode - 2digits

Translate the Daasenso,
S—PLUS object, as‘follo

Column

Field Name

distributorid . ¢

Range

4 diglts

3 | mode

userld P

date

5| time

glucose

numeric, 6 digits max

1 = callbration

2 = evaluation

| 3= measurement
4 = recalibration

numeric

numeric

warning: no leading zeros

-32,768 to 32,767

control

100,000) -32,768 10 32,767

invasive

-32,768 to 32,767

cloj1®

todCode

1 = hefore breakfast
2 = after breakfast

-3 = before lunch

4 = after lunch

5 = hefore dinner

6 = after dinner

7 = badtime

8 = night

9 = other

Qor1

12

correction

Uéage speélﬂc '

-32,768 to 32,767

Normally. only data frg st n
into S-PLUS object(s .
- code of zero(0), eighte

“Blocontrol Technalogy, inc.

Page 15127
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Software Design Deseription
HoweVer, we alsb hee 3 4S object(s) that contain all the-data, both good
and bad data. - Lo '
Other Checks:

1. Warn the analyst |
the date an’d time i

2. If the incomlng si __:he sitting) are out of sequence, wam the
analyst and display?h__ 3| his occurs,

3. Ifthereis a. mlssin ‘ arn'_ the analyst and dispiay the date and time |

where this occurs. ij:
5.2.2.3 Output -
Diasensor 2000 data in ma ‘(objects). These objects will be stored in the

following dlrectory Ia\- ; /patient./D(G digits max.)/BICO Login ID.

* Blocontrol Technology, Inc. Page 16027
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Software Design Description

B
ioh Data
I

=jth_a't contains one HemoCue

&

6.1.2.1 Inputs

The $-PLUS abject of ..

The output object namegas

The Distributor ID, !

) The Patient ID.
6.1.2.2 Processing

Create an S-PLUS obj
spectraf data, 2

6.1.2.3 Qutput

re HemoCue reading for each sitting of

i

e

HemoCue readings.
6.2.2.1 Inputs

6.2.2.2; Processmg

The following plots wull_\"  CI'8,
1} .~ A histogram of the H woo
2) HemoCue readmgs vs" ata’e
3) Raw Diasensor sktn data VS, 2
4) Mean Diasensor skm data vs-'
5)  Standard deviation of Dl

6) Diasensor sI%n aB?éFchjém

7)  Mean Diaset sor”'lgnﬂabs rbar
8) Standard dg\"'aho of Diasensor skl
Biocontrol Technology, e, ; ' ' Page 17/27
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10) Mean Reference data'vs
11) Standard deviatioh ofiR
12) Reference absorﬁ ¢
13) Mean absorbanceiofire hanr :
14) Standard devia deisicnesian data vs, channel
18) Dark spectra vs)G : : '
16) Temperature sen

6.3.1 Refers to Software 1;2

6.3.2 Software Descriptiol

This software caicula dis
collected during Calibration. | If lemoCue:standard deviation is not greater than or equatl to
40 mo/dL, the analyst wIII disc | ]

6.3.2.1 Inputs
The HemoCue readmgs in

6.3.2.2 Processing

6.4 Remove Standard 'D"e-, i
stilt Sufficient Data '

k'on the spectra by subsession and removes
1o ‘ensure that less than or equal to 30% of all‘
Deylation errors.

The software then ensur%sﬁ] data available after the Standard Deviation

check on the spectra to contl
' 6.4.2:1 Inputs
The spectral data in S-
A parameter Indicatlng whe g A€

A parameter for the;._ deviat cgptance cutoff, default set to 0.009,
Parameter for the pe(.' nt; ~ -

6.4.2.2 Processing
Biocontrol Technology, Inc.
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Diasensor 2000 31259-3D
Patient Data Anaiysis Rev. AA
~Software Design Description

Perform the Standar

Let M denote the nun’fb_ K setraiing set ‘Let §y denote a particular skin spectra
pixel, where | denotesit : '

Perform the Standard:
1. Compute standard'f fal = STDEV (Sy, S, ... Sy} forj=11to
64, i

Also, the number of Sl s failihg the's ‘dg;rd deviation check (Goarse Outliers) must be
] ' essions. For example:

er of subsesswns that failed the standard

Display the totat numbem
IDiscontinue processing if the Standard

deviation check, and wl-'j

: mrﬁ’
co ;tlnue.

The number of days w;t X
to 54, ‘

Display to the analyst: ;
Calibration sittings, th

ﬁ giﬁcaiibratlon sessions, the number of countable
ast 1 countable Calibration sitting, and the

s jent Calibration data criteria. Discontinue

-allbration data criteria.

a maxamum of four skm sp )€ .soﬂware then converts each average skin
spectrum to absorbance unit ' : ',gﬂnew S-PLUS object.

6.5.2.1 inputs

The spectral data in- S-PLU
The output file name, s.

used as input, excephwil
CF000415.5ka, thel

4
0

ample, if the input .ska object is named:
ance cbject is; CF000415.abs,

Biocontral Technology, inc. Page 19/27
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Diasensor 2000 : ; 31258-8D
Patient Data Analysis =~ ¢ Rev. AA
" Software Design Description-

6.5.2.2 Processing

Average the skin spectra.in‘ achisyk sslon 6':$;pe"ct'ra) to give a ma}dmum of four spectra
per session. Each a rage " s
last uﬁ-averaged Sp

6.6.2.3 Outputs g
The Calibration v% itiohseonst PLS Loadings (one for each rank up to
the parameter), ainmthe SVD Load Vect Il of ese are so they can be input into the skin
{ibrary program w:thout re-creating them ,
Three objects, one for the Calibrati@a)_ and Cahbratlon vector; one for the PLS
Loadings, and one for the‘ SVD- L& . "'astored in the following directory:

or are stored in an object named: ca! vec. The

. The Calibratlon constan :
‘ ,a_nt the Calibration vector is stored in columns 2

first column in cal.vec isﬁ

%"

through 65. iy
The PLS Loadings are g Jobjact qd pls load. There is one row for each rank up
to the parameter numb T knesfirstcolumin.in each row of pls.load is the constant, the PLS

6.7 Print an Error Grld of :
Quality Momtormg 0utoff

"~ Page 20027
Filename: 31259sda.dog
: ECN: 2172
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Diasenser 2000 ; i 31258-SD
Patlent Data Analysis o : ) Rev. AA
-Software Design Description- Lo S

_“igelf-predictlons and the actual HemoCue

Print a GI%ke errof g

readings.! 'On the érr& isplay:the'cal te correlatson coefficient, the RMSEC {Root
Mean Square Error,of,C4l bration -'the slopeiiand the Quaiity Monitoring Cutoff (QM Acceptable ‘:
Range).

Qéxe value (y;) for data collected during
j?‘ s follows. .

al‘f‘gla;ed-correlatlon coefficient, the RMSEC, the siope,
B,

atue, stored in the foliowing directory:

iiskin library, which contains the patient's
igsensor 2000 needs to function in

-

This software enables’
Calibration coefficient:
Measurement mode. .

6.8.2.1 Inputs

The .ska object (usedvfor theh" _ ;
The Calibration vector,‘}and Cahﬁ) ‘ati ant from cal.vec.

The PLS Loadings and- constantg, ( e fol ach rank up to the Calibration rank used) from
pls.load. 1 SO S )

The SVD Load Vector;f- : :
The QM Cutoff value| HaEiHBITiim. cutoff.
Parameters: ! |
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Diasensor 2000 : 31259-8D
Patient Data Analysis- ; Rev. AA
Soﬁware Des!gn Descrlpt[on _

L. The 4i2ziigit distribut D, used for naming the output file only
2. ur lt will be 1 through 57. Fill the unused
for all 64 channels, -
3.
4,
5. _
6. Jefault 0-400.
7. hie "‘f*Hefault 40-400.
8. el measurements may driﬂ from the maximum and

The software must buld the. patient'skiniibianii Components of the skin library include all the

contents of cal.vec, pls: yd:log mieu 'ff The skin library also includes the
parameters except the fi ! '

General: :

1. The CalibrationD

2.  high point pre-set to 99.

3. |

4, :

5.

6,

7.

Controf Data:

1. Average Absor |
control data astl

the Dlasensoﬁ,?ﬁ;: 6 1] I’ﬁcation

2, The Averagé"s%ﬁ% ral'rea liocted at the same time the controf data was
collected. 3 e

Skin Data

1. Calculate the Mean)

columns of absorbafi¢

6.8.2.3 Outputs _
The patient's skm Iibra tatled: ! E)I"‘sensor 2000 User Card Format Specfficatlon in
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Diasensor 2000 31259-5D
Patlent Data Analysis ‘ ) Rev. AA
Software Design Description . -

7.1.2.1 Inputs

Diasensor 2000 measu{ \ ormat“fsle (.rdg object).
(See the section "Transla Plus format file(s) (objects)” for a file layout.)

7.1.2. 2 Processmg

countable.
7.1.2.3 Outputs

least 1 countable Evaluatl
Evaluation data criteria.:
Discontinue processing if

fd.this information in a patient spreadsheet.
s the sufficient Evaluation data criteria.

The soﬁware calculates; the me : : hs Ig;g -values of the differences between the paired
; “The.software calculates a 95% confidence

{5ko0 beyond which the Evaluation is said to
have failed.

7.2.2.1 Inputs

dddd

PPPPPp
7.2.2.2 Processing’

z, issuch that the mteq
03/2. E ”‘I

i+
L
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Diasensor 2000
Patient Data Analysis

Software Desigh Description

" 31256.SD
Rev. AA

Display the upper boundary o

Display a Pass or Fail status to ased on whether the confidence mtewal was less
than the threshold. The pass in the Physician’s report.

Create a text file, named aceordme te iput parameter, in the following directory:

Distributor 1D, User ID
.rdg file name
Threshold usedx?,

n; J
7.8. 1 Refers to Software RJ'eq

software is mcluded
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Diasensor 2000 D R A : : 31259-5D
Patient Data Analysis ' TR U N f. _ : Rev. AA
Software Deslgn Description o ' ¥ i

7.3.2.1 Inputs

Digsensor 2060 meas_urem"w“ht in; RLU fite (.rdg object). This file also contains

7.3.2.2 Processing

be ﬁ"’l"'(_':luded on the Physician's report: _
the; average Diasensor 2000 and HemoCue

Calculate and s_‘ave'th"

1. An analysis of thejirel
- readings. '

S A
A regresslon analy,siw

O HemoCue individual readings.
; r'rdr,'as'i.ope,- intercept, and the number of glucose 4

3. The Comelation Cogffici
readings, 1

7.3.2.3 Quiputs

A file containing the abo
latc/distributor ID/patienty
rep_ddddpppppp.txt, wh

dddd
PrPPPP

:in @kPhysician's report, in the directory:
oL gin ID. The file name will be:
I )
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Diasensor 2000
Patient Data Analysis Rev, AA
Software Design Description

t Patlent Directory

SERUNE NN .

‘ oy {gvhere the patlent data is stored. It was

This software attaches the > an st
en'tally using the wrong data or storing a f'Ie in

" developed to reduce the is|
the wrong dlrectory L

8.1.2.1 inputs

: .‘: b
Return directory, an _:ara ‘defauited to If the parameter is used as “T", do not attach-io
the directory, just r"’ ' elcall g
The master list co
d2k. masterﬂlst log ;

Column Range
‘ distributorld Aumeric, 4 digits max., 0-4294
2 userid v numeric, 6 digits max. o
‘ A 0-987295
3 ' _ BicoLogin 8 alphanumeric
4 . TopLevelDir Alphanumeric, length varies

8.1.2.2 Processing

Check to see if there: are _ . If

there are, display a list of ‘ BI ‘o) Iogm {ID’s and ask the analyst to choose one.
Retrieve the Top Level L { rectory parameter = "F", attach to that
directory, or subdirectors uEn: Directory parameter = “T", return the
directory or subdirect

8.1.2.3 Qutputs g . _ _
An attachment to th' correc i O he .Iéf@the directory if the Return Directory

parameter = “T",
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“Diasensor 2000 31259-8D
Pafient Data Analysis Rev. AA
Software Design Description -

9. Revisions'

Rev. Description ' "Effective
| il s Date
AA | Initial issue of Documentfi L e 04-25-00
" " - o *
' l N
;
i
i
i
H
g
; i :
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