1 _ANALYTE TESTING DEVICE FIELD OF THE | NVENTI ON 5 The present invention

relates to a testing device for testing analytes in sanples of bodily quid\\
\

and storing and analysing lifestyle data, which may not be anal yte rel ated.
A preferred use of the testing device is for testing the glucose level in
* the blood of individuals, including people with diabetes. Lifestyle data
may, for exanple, conprise data related to the food consunption, exercise
| evel , nedication intake or other healthlrelated 10 data of an individual .
An exanple of a use for such a testing device is by physicians, who
routinely need to make an assASSNeMTECFESRINGIEVHUEl's |ifestyle.
BACKGROUND OF THE | NVENTI ON 15 d ucose nonitoring is a fact of everyday life
for diabetic individuals. The accuracy of such nonitoring can significantly
af fect theriEgbtdranE INVENERIY the quality of life of the person with
di abetes. Cenerally, a diabetic patient nmeasures bl ood glucose |evels
several tines a day to nonitor and control blood sugar levels. Failure to
test bl aod . cur I ' e t in
seri ous i AePESAR uBHEHT e AT e ik A U BB ien S TnEE R SRR, cetce.
ki dney di s@arleandneiring addmgesiag lifetylednesshicl iryaotbeatlytevsred. af
el ectronic devices current]y avail able which enable an individual to test
the gl ucopefareddise phthg testmpidevisaiy for irstipg Bsglucopeleyeldn tha bleedef meter is the
OneTouch(r) ;. i I AN TRt er., ' ' actured by
Li f escan. Qﬁ“ﬁﬁ%%%&ﬁ¥@%ﬁgP%hgfﬁﬁgggﬁﬁgﬁi%@?ﬁﬂg8M3%5§2F§§X?§8¥5$%ﬁ§ﬁ§%% ten
have to mardlitad o the gbdd aBlmption, @¥&tist Msiel, niddicadbly intakes? ottt hedlthenglatgde not
adverselg affected by, for exanple, irregular food _consunption or exercise.
I n addi t§ ofatagf amindividual. de-gxpmplestiauss fouyuch adeshing deupeisty Physigiaps.dvka
requi res def ad ' j s ' i ndi vidual to provide
e@?éctive ?%g%%ﬁgﬁ%@gfﬁ%%%?fgggﬁF%ﬁF%zh??%%%%@hfﬁ%%PﬁéontrolIing di abet es.
Currently, one of 30 the ways of nonitoring the lifestyle of an individual
wi th di abetes has been for_ 1ih individual to keep a paper |ogbook of their
lifestyle. BMH;&OW P%?%Ee'%"lriﬁa‘w ual to sinply rely on renenbering
facts about their lifestyle and then relay these details to their physician
on each visit. 2

15 Glucose monitoring is a fact of everyday life for diabetic individuals. The accuracy of

such monitoring can significantly affect the health and ultimately the quality of life of the
person with diabetes. Generally, a diabetic patient measures blood glucose levels several
times a day to monitor and control blood sugar levels. Failure to test blood glucose levels
accurately and on a regular basis can result in serious diabetes-related complications,

20 including cardiovascular disease, kidney disease, nerve damage and blindness. There are a

number of electronic devices currently available which enable an individual to test the

N

K 7 glucose level in a small sample of blood. One such glucose meter is the OneTouch®

Profile ™ glucose meter, a product which is manufactured by Lifescan.

25 In addition to glucose monitoring, diabetic individuals often have to maintain tight control
over their lifestyle, so that they are not adversely affected by, for example, irregular food
consumption or exercise. In addition, a physician dealing with a particular diabetic
individual requires detailed information on the lifestyle of the individual to provide
effective treatment or modification of treatment for controlling diabetes. Currently, one of

30 the ways of monitoring the lifestyle of an individual with diabetes has been for the
individual to keep a paper logbook of their lifestyle. Another way is for an individual to
simply rely on remembering facts about their lifestyle and then relay these details to their

physician on each visit.

\\



The aforenmenti oned nmethods of recording lifestyle information are inherently
difficult, tinme consum ng and possibly inaccurate. Paper | ogbooks are not
necessarily always carried by an individual and may not be accurately
. conpl eted when required. Such paper 5 | ogbhooks are snmall and it is therefore
difficult to enter detailed information requiring detailed descriptors of
lifestyle events. Furthernore, an individual nay often forget key facts
about their |ifestyle when questioned by a physician who has to nmanual |y
review and interpret information froma hand-witten notebook. There is no
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only three navi gation b ons on the nmeter, which nakes it dlfflcult to
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previously .entered into t er,_and the user interface is unintuitive for
an mfreque'ﬂ?ccﬁrsa andlflcqlﬂ]@%%grgéoﬁds 30 Therefore, what is required is an

el ectronisc device for logging and analysing |ifestyle data,

Moreover, a diabetic individual often has to keep a plurality of devices on their person for
diagnosis and treatment, for example both glucose level monitoring equipment and
medication. Hence, having to carry paper records of their lifestyle is an added unwanted
burden and entry of data therein is very time consuming.

20
There currently exist a number of portable electronic devices that can measure glucose

(“ levels in an individual and store the levels for recalling or uploading to another computer

for analysis. On such device is the Accu-Check™ Complete™ System from Roche
Diagnostics, which provides limited functionality for storing lifestyle data. However, the

25 Accu-Check™ Complete™ System only permits a limited selection of lifestyle variables to
be stored in a meter. Also, there are only three navigation buttons on the meter, which
makes it difficult to input lifestyle data. There is a no intelligent feedback from values
previously entered into the meter and the user interface is unintuitive for an infrequent user
of the meter.

30
Therefore, what is required is an electronic device for logging and analysing lifestyle data,
which does not increase the number of devices an individual has to keep on their person

and is also more intuitive and easier to use than other devices, thereby encouraging an



whi ch does not increase the nunber of devices an individual has to keep on
their person and is also nore intuitive and easier to use than other

devi ces, thereby encouraging an 3 individual to record information rel ated
-to their lifestyle. Lifestyle data should be taken to nean any quantifiable
i nformati on which m ght affect or represent an individual's physical
condition. Exanples of lifestyle data are food consunption, physical

exertion (e.g. exercise), nmedication intake and health checks performed on
t he i ndi vi dodividusl tguwsedndRinf@maridr relaieBNT thel lifestyliee Witsstylendatd shoslfobentgkemid i n
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dovi ce 1 or TEBRRGuaR Wieabiefos Mk ER iR of Fpretian RS SRS 1
nmenory for @heftioRd Ed@hples dlifbsR datdire %o@é@isﬁﬁl?ti&%tp%yﬁ@él%&@@iohQe.g.na' yte
measurenents carried out by the nmeter and lifestyle data; initiation means
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dat a; nayi gation neans for entry and navigation of said data; and 15
transfer “neans for transferring said data to said nenory. Such a testing

devi ce provwuepVIARYOF PAE BNVENTION recordal of both analyte and lifestyle
related data in a single, conpact device. Input of |lifestyle data can be
initiated sinply through use of the initiation nmeans, w thout having to

first perf .a al : Sur r i i e _appreci at ed
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as gl ucose provides a t@ting legoOfir festifg ah beAjERNE s@thpiotbedis fluid\edhgriding: he
added lifestyle functionality i rrpsii’ggi ng on the usability of the testing
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conpri ses a di spinitjatiof hesans forisitiating ¢y dfidatastRiedanpedific dategorg ©€Hisstyle t he
processor being adapted to access the data stored in the nmenory and di spl ay
sai d data ofAtthe di spl ay screen. The display screen may be a Liquid Crystal

Di splay  (LCD) ng%v?ﬁﬁoﬁ%é?mé for'ehif}) Gha BAARHORAS s L Gnd N DI ack and white,

grayscal e or col
15 transfer means for transferring said data to said memory.

Such a testing device provides simple and effective recordal of both analyte and lifestyle
related data in a single, compact device. Input of lifestyle data can be initiated simply
through use of the initiation means, without having to first perform an analyfe

20 measurement. Of course, it will be appreciated that the testing device could be used to
measure only analyte levels, such as glucose levels for diagnosis and treatment of diabetes,

& 7 without the added lifestyle functionality impinging on the usability of the testing device.

Conversely, the testing device could also be used for diagnosis and treatment of diseases
other than diabetes, either independently or in combination with diabetes tracking.

25
Preferably, the testing device comprises a display screen, wherein the transfer means is a
processor, the processor being adapted to access the data stored in the memory and display
said data on the display screen. The display screen may be a Liquid Crystal Display
(LCD) screen able to render graphical objects in black and white, grayscale or colour.

30 Improved chemiluminescence and/or a backlight provide visual enhancements over prior-
art testing devices. Thus, use of the testing device is improved for individuals with

impaired vision, which is particularly prevalent amongst people with diabetes.



30 I nproved chem | um nescence and/or a backlight provide visual enhancenents
over prior- art testing devices. Thus, use of the testing device is inproved
for individuals with inpaired vision, which is particularly preval ent
~anmongst people with diabetes. 4 Preferably, the processor is further
adapted to performan analysis on the data and display results of said

anal ysis on the display screen. Preferabl¥, said analysis includes
determ ni ng whether data |ies outside a predeterm ned 5 range. Such anal ysis
al | ows si nyirefesadl§,thk probessbiSis Byrtlesh adasied iodhepforafantahglysis oakk ddtoandigisplgy t he
testing device, thereby increasing the individual's awareness of their

condi tion éﬁﬁﬂméﬁéﬁdﬁﬂéyﬂﬁoﬁﬂ&HB@gaYﬂ“?%bir lifestyle, where required.

Addi tional information nmay be inmediately added foll ow ng determ nation
that data |lies outside a predeterm ned range. This ensures that |ifestyle

i nf or mat i orPrieferabity, sa@cinalyss ihdluddsydetanahitihg whétheedag ey @it daayredéRrhinedne
enbodi nent of the present jnventiogn, said analysis conprises, averagi ng data
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measur enment W@%&Wﬁé&ﬂﬁ{ﬂ@%ﬂ% %@Pwaat&a@e'éa&aahewt%lﬁfﬁp% BrdgtermingdEneso of
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accurately interpret the nformati on provi ed Th the data anafy3|s
performeld by the testing device. Additionally, if a control solution is
used as the analyte to be_tested, the analyte data resulting fromthe

Vet ng of IHEESARONReT Of HE e o P AR U FOTaRH S FUTRGS QReAtre any
anal ysi s of jfigsHlehiory BorTadrBRiertindd@me petidd)9 device. 25 Preferably, said
lifestyle data is stored in the nenory as |ifestyle records, each lifestyle
record conprising: a date and tinme-stanp; a pointer to a lifestyle event;

and Preferably, said navigation means is adapted to select data for analysis or for display on the

15 display screen.

Preferably, the analyte data includes a pointer to a bodily location from which an analyte
sample was taken by an individual using the testing device. Thus, the accuracy and
interpretation of measurements performed by the testing device can be improved. A user
20 of the testing device or health care professional can more easily and accurately interpret the
information provided in the data analysis performed by the tesﬁng device. Additionally, if

a control solution is used as the analyte to be tested, the analyte data resulting from the

P

testing of the control solution is flagged and such data is not used in any analysis of results
performed by the testing device.
25
Preferably, said lifestyle data is stored in the memory as lifestyle records, each lifestyle
record comprising:
a date and time-stamp;
a pointer to a lifestyle event; and

30 a lifestyle value.

Preferably, said analyte data is stored in the memory as analyte records, each analyte

record comprising:



30 a lifestyle value. Preferably, said analyte data is stored in the nenory
as anal yte records, each analyte record conprising: 5 a date and

ti me-stanp; and an anal yte val ue; Preferably, each analyte record further
conprises: 5 a pointer to a bodily location fromwhich an anal yte sanple was
taken by an individual using the testing device; a pointer to a lifestyle
event; and a lifestyle value. 10 The tirfe-stanp may be a nulti-bit binary
representation of the tine and date for each record. The pointer to a
lifestyle event ariate dnd temersfatrip; bind bi nary val ue whi ch corresponds to each
specific type of %g ggéfiable lifestyle data. Preferably, said initiation
means is a plurdfi é V@Qﬁction-specific buttons, each function- 15
specific button corresponding to a specific category of |ifestyle data.
Thus, entry of lifestyle data relating to a specific category of lifestyle
data i s quiFskferably, eagyanalyte vicerd yfthetgonipsiseyjoi ng and i n accordance a second

aspect of the present inventiqgn, .there is,provided a testin vice for
testing gn anal ftp@lé}ﬁrtg asba‘i%‘r‘/g"%'s‘P"Bgfd’m Vh]fcpl?fl&nalé’ger?ﬂﬂpiﬁ Wﬁs. tagez‘bdg)ﬁ%l?mry for
storing datiadividayl eatd @6 té¥EaRdedi6s; entry and navigation of said data; C_
transfer neans for transferring said data to said nenory; and user interface

gener ati on meanst pantegerrelifgstyleevantiged i nterface on a display screen,

wherein: 25 said 1clfattaeivslanal yte data related to anal yte neasurenents
carried out by t%ée?rgl[ e ¥ and lifestyle data; said lifestyle data is
arranged into one or nore categories of lifestyle data; said user interface
has sub-category options for each category of |lifestyle data; said

navi gat i18n Fedfiae-samadagy beja myltsbitdinary ppeessuiptiene el tineapdidstefor swhsai d
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to each specific type of quantifiable lifestyle data.

Preferably, said initiation means is a plurality of function-specific buttons, each function-
15 specific button corresponding to a specific category of lifestyle data. Thus, entry of
lifestyle data relating to a specific category of lifestyle data is quick and easy.

In view of the foregoing and in accordance a second aspect of the present invention, there
is provided a testing device for testing an analyte in a sample of bodily fluid, comprising:
20 memory for storing data;
navigation means for entry and navigation of said data;
Q : transfer means for transferring said data to said memory; and
user interface generation means for generating a user interface on a display screen,
wherein:
25 said data is analyte data related to analyte measurements carried out by the meter
and lifestyle data;
said lifestyle data is arranged into one or more categories of lifestyle data;
said user interface has sub-category options for each category of lifestyle data;
said navigation means is adapted to select said sub-category options;
30 said user interface generation means is responsive to selection of a given sub-
category option, such that value options for each of said sub-category options are displayed
in the user interface;

said navigation means is adapted to select said value options;



category option, such that value options for each of said sub-category
options are displayed in the user interface; said navigation neans is
adapted to select said value options; 6 said user interface generation
~means i s responsive to selection of a value option, such that values for the
sel ected val ue options are displayed in the user interface; said navigation
means is adapted to select said values; &nd said transfer nmeans is
responsive to selection of said values for transferring one or 5 nore

sel ect ed val ues saidtusergaietfapegmeration maaan haespousive taeselecjionppr valk option,al |

types of lifestyle.data s thys.achieved, naki the . user.interface easy to
use and e.nts?1 t&%tdvaﬁ'beﬁifgﬁj#‘gfflSﬁe%V&P? P%%‘%‘ﬂ?laée ‘E‘gﬂgyeéji lﬂﬁ?eeuﬁe&m 2% ndi vi dual
not famliar W tghids4¢igati@Sineis ¥ a¥ift&BtoQeletdaidRiBaNgndwho is only uses the
10 testing device occasionally. Thi's way, use of the testing device for

entry of |ifest phid trdasigr nsansab sespemsvutosgledtiorrplctais vabngs, for ansferaing pre omeans
further ransfeﬁs i@t@ saiﬁ{ne %X?mﬁth said one or nore selected val ues:
15 a ti -§?ﬁﬁﬁ?eﬁﬁ v UBHP W PEPhe sel ected val ue option. Preferably, the
user interface generation nmeans is responsive to said navigation neans,

such that selectable categories of said data are displayed in the user

i nterface, Asiradad dafaengreprraacheiansll tiaiengf htespylednta is thed achicvediraaldeg het abl e
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Preferably, the testing device further caonprises analysis neans for

per f or nilRg tesingHgyigs pecasionaldyj Hhig ay, usgiod the testingadeyice Jorgntiyaidifestyle datans

selectabl e gat e displayed in the user interface, said navigation
nzgns beinéﬁgﬁgggé%gg% sel ect said analysis options, the analysis neans

bei ng responsive to selection of one of said anal ysis options to anal yse

said data stored in the nenory, the user interface generation neans being
responsi ve Rretesabily thetaanslsr anesns fusdies transters e s3id mesmary avith saidione ofia9si s on
t he di spl ay,cfiefed8amued:Ne results of said analysis

15 a time-stamp; and

a pointer to the selected value option.

Preferably, the user interface generation means is responsive to said navigation means,
such that selectable categories of said data are displayed in the user interface, said
20 navigation means being adapted to select said selectable options, the user interface
generation means being responsive to selection of one of said selectable categories to
( | display on the display screen data from the memory corresponding to a selected category

of said data.

25 Preferably, the testing device further comprises analysis means for performing an analysis
on said data, wherein analysis options for each selectable category are displayed in the user
interface, said navigation means being adapted to select said analysis options, the analysis
means being responsive to selection of one of said analysis options to analyse said data
stored in the memory, the user interface generation means being responsive to said analysis

30 means to display results of said analysis on the display screen. The results of said analysis
may be displayed graphically on the display screen, for example, as graphs of different

types of stored data against time.



may be displayed graphically on the display screen, for exanple, as graphs
of different types of stored data against tinme. 7 Preferably, said

anal ysis conprises averaging said data stored in said nenory over a
predeterm ned tine period, said predetermined time period being determ ned
by selection of one of said analysis options. 5 Preferably, the testing
device further conprises one or nore function-specific buttons, wherein:
each function-specific button corresponds to an associ ated category of
lifestyle data; and 10 the user interface generation nmeans is responsive to
operation of one of .the. function-specific hutions to |mrediately display
oBrasub- cAregaRy bl Ay Binp s 20Gaknk Spddhla s fy T PR e n
the user i ?E&l!éfeﬁﬁﬁ}ed'ﬁmbsperﬁ)ﬁ;f $2Yd pfedblefroimed tithedrttiod bedkdetendied by sSREGH | C
category of lifestyle data is quick and sinple. 15 Preferably, said

cat egor i es obpn¢ pfsard grabysgeAndiosdnpri se: a food category relating to food
intake of an individual; a nedication category relating to nedication use of
an individual; a health category relating to health check-ups, health test

resul ts an@referabBatidtestih@ridivice dartiedr cahptisei onle i @dore Anidtidh: spetifBxBtins.e
category relating to exercise levels of an individual. In accordance with a
third asped’{heﬁlnit he present invention, there is provided a testing device

toring data. sang NardvharRR R Ron Bt d g ABTRIG A B0 AR Y Tt

measur ementdataCand i ed out by the testing device and lifestyle data,;

navi gation nmeans for entry and navigation of said data; transfer neans for
transf edPing saitle veer itedacs LeReTalom MFansis gespPryYR toAPSTion 8f opg ofhBei ng a user
of -t he testd.ng. devi G ter i t.a SQQI M anal yte
nE(a:sfur errentﬂlﬁ%oﬁgs&n%nigctggggt%rtgilwgﬂegﬁaﬁé%b %g%?é%gnsgﬁict% ge'g tl\ggéfbé?r@ent , 1f said
anal yt e neassociareintatdégoess oblifiestytbadasa jrthe dedr interdadeanTieus, entry of lifestyle data

relating to a specific category of lifestyle data is quick and simple.

15 Preferably, said categories of lifestyle data comprise:
a food category relating to food intake of an individual;
a medication category relating to medication use of an individual,
a health category relating to health check-ups, health test results and/or health
condition of an individual; and

20 an exercise category relating to exercise levels of an individual.

Q : In accordance with a third aspect of the present invention, there is provided a testing device
for testing an analyte in a sample of bodily fluid, comprising:
memory for storing data, said data being analyte data related to analyte
25 measurements carried out by the testing device and lifestyle data;
navigation means for entry and navigation of said data;
transfer means for transferring said data to said memory; and
prompt means for prompting a user of the testing device to enter lifestyle data
associated with an analyte measurement following a carrying out of said analyte

30 measurement, if said analyte measurement lies outside a pre-defined range.



8 Preferably, there is further provided a display screen and the pronpt
nmeans i s adapted to display nessages on the display screen, said nessages
pronpting a user of the testing device to enter |ifestyle data associ ated
W th said anal yte neasurenent. 5 Preferably, said transfer neans is a
processor and said processor is adapted to performan analysis on selected
|ifestyle data and/or analyte data and di8play results of said analysis on
the display. In accordance with a fourth aspect of the present invention,

t here i s priyefechdily, shdre i furter provided a despfagrsciees tind thegpompainydn is adapteiaopl e of
bodily fluid, conprising: nmory for storing anal yte data; an navi gati on
means, \Ahercgﬂﬂ@y mg%fﬁ&ess%wbgglsa{amﬁr&mysm FFAESS PTRING 2 Bifr of ﬂ?@deqtmsm a
speci fic baqgl i: A : j vigation nmeans is
adapted to |gﬁt%ﬁ%?@?ggﬁgﬁﬁﬁg?%§§%k?g“?ﬁ%“ﬁ%ﬁ%ﬁ€gF?§§§P§ﬁ'sanple of bodily
fluid is obtained froman alternate bodily |ocation other than said specific

bodily location_ follow ng_a carrying out of an anal yte neasurenent. 20
Pr ef er abPy, Pretrabln soidJsansten meansis aogessarad sad ppecsdsor & 3danted 42 erfym #e
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alternate locdtion Is store ated anal'yt'e data in e nmenory.
I n one enboiledisplayof the present invention, there is further provided a

di splay screen, and 25 said navigation neans conprises a cursor button and
an K button, such that operation of the cursor button adapts the display

screen to djSPLANaRR&IH a BRI RbER LR BleSHrORAl inYedtRmAHeR s gﬁWi&é?lrhstesting

corresponding to one or nore alternate bodily [ocafions and operati on of the
OK  but tln donatsfos®stingirt aratde en deaply of bedity bwidf @nigrsingenory. 30 In
aceordance with a fift€¥as ect af HGf.pr sent invention, there is provided a
tdsting device P&MOPe P‘ﬁ’g‘n&ﬁn W597% A% a sanple of bodily fluid,
conprising: Nendiyi@fRRHeAnE0r storing data, said data being analyte data

and lifestyle data;  a display screen; 9
wherein:

said sample of bodily fluid is usually obtained from a specific bodily location on an
15 individual; and
said navigation means is adapted to flag analyte data stored in the memory if said
sample of bodily fluid is obtained from an alterate bodily location other than said specific

bodily location following a carrying out of an analyte measurement.

20 Preferably, said navigation means is further adapted to indicate to the memory said
alternate bodily location, such that a pointer to said alternate location is stored with

( , associated analyte data in the memory.

In one embodiment of the present invention, there is further provided a display screen, and
25 said navigation means comprises a cursor button and an OK button, such that operation of

the cursor button adapts the display screen to display one or more alternate bodily location

options corresponding to one or more alternate bodily locations and operation of the OK

button sends said alternate bodily location to the memory.

30 In accordance with a fifth aspect of the present invention, there is provided a testing device
for testing an analyte in a sample of bodily fluid, comprising:
memory adapted for storing data, said data being analyte data and lifestyle data;

a display screen;



a processor adapted to access said data and di splay said data on the display
screen; and navigation neans adapted to be operated to select said data to
be accessed by the processor. 5 Preferably, the processor is further
.adapted to performan analysis on selected data and display results of said
anal ysis on the display screen. Preferably, the navigation neans is one or
nore navigation buttons. 10 Preferably, 2he navigation buttons consist of a
cursor button, an OK button and a back button. In one enbodi nent of the
present inventi @protdisir@dapted toxtcdstsaiddatyahd dispy sailadusa dd tiRddigiledsdreen;
transfer data between said nenory and an external device. Thus, diagnosis
and treat @t of an individual using the testing device is inproved. In
fact, the use of di 145 IRt of
QAR %‘?‘@%%% @Je!ragé}fga ée?&?ggldi dai’z[‘ﬁ)eﬁ’{ G0ceSdeld Ha'g@Fce

na¥igal
treatnent froma I‘gl’YD eﬁ10ca S| nce st or n estlng

may be trapsdessoed fromthe testing device and transnitted, optionally via
the Internet, to a physician anywhere in the world. 20 Preferably, the
testing @evice is a glucose neter and one of the analytes being tested is C

gl ucose. ngﬁgr% %qg?g}&ewg id g,ﬁ-ﬁ,%g‘ﬁfilﬁ)t&i téj&)%tl’&&r?in!aﬁﬁﬁgisidhd%ﬁ‘gécqé@hatgsigpgt he

the testing v I mprove accordance w SI X aspec
present i nuidplayoresultshefiseidiasalysio\ondiesldisplagbdioch. of storing lifestyle data
related to the lifestyle of an individual in a testing device for testing
an analyte in a sanple of bodily fluid, conprising the steps of: indicating

a specific - | . | ice; indicating a
sub- cat egorpégfgfa%%%ﬁéé;{%})ll%afngg%éaﬁ%gﬁg 0% glsoir?ﬁ%\ﬁg%tto;rlg% tt gﬁ i nputting a val ue
into thaOtesting device; and storing the value in nenory in the testing
device. 10 _In accordance with a sevent h aspect of theigresent i nventi on,
tere is pr]{ggfeg@@y, Ahepavagatioguttons consist of a cursor button, an OK button and a back

button.

In one embodiment of the present invention, there is provided communication means

15 adapted to transfer data between said memory and an external device. Thus, diagnosis and
treatment of an individual using the testing device is improved. In fact, the use of a
personal computer allows diagnosis and prescription of treatment from a remote location,
since data stored in the testing device may be transferred from the testing device and
transmitted, optionally via the Internet, to a physician anywhere in the world.

20
Preferably, the testing device is a glucose meter and one of the analytes being tested is

Q : glucose. Thus, diagnosis and treatment of diabetes in an individual using the testing device

is improved.

25 In accordance with a sixth aspect of the present invention, there is provided a method of
storing lifestyle data related to the lifestyle of an individual in a testing device for testing
an analyte in a sample of bodily fluid, comprising the steps of:

indicating a specific category of lifestyle data to the testing device;
indicating a sub-category of lifestyle data to the testing device;

30 inputting a value into the testing device; and

storing the value in memory in the testing device.



mani pul ating lifestyle data related to the lifestyle of an individual and
anal yte data stored in a testing device for testing an analyte in a sanple
of bodily fluid, said method conprising the steps of. 5 indicating a
-category of data to the testing device; analysing data from said category of
data, thereby generating analytical results; and displaying said analytical
results on a display screen on the testing device. Preferably, the nethod
further conprises the step of indicating a tine period for analysis of 10
sai d data lgfhessedaakmit \@veihdspgtat &f the bresaitepyvedtiontBénss povitRia Mansd bBi ng
averaging data from said categg;%pof data over said tine period. In

accor dance matipnlatinglifgsiyle datgys thqifestytesefian ingividvel and anehae datp stopedovi ded
a met hod of; ri . i i j r.-testi an anal yte
"n'a sampl d"aeEBkRyeF Rl ah Gk hednbR b RIS Rul € b ERAARF !
obt ai ni ng aon@Msing thd stogdifty fluid froma bodily location, said sanple of
bodily fluid nornmally being obtained froma specific bodily |ocation on an
i ndi vi dudl ; nedsdicatilp aentegeay gf data totbp tesHng deviedinpl e of bodily fl uid;

Cori . i N T e 0 i
o 0 PSR ] Tl B SRS S 0 F A
obt ai ned from andigliyhgedi@ afdhiday rdsakadn ©displakeeretian tisatestirgReidei ¢ bodi |y

| ocation. Preferably, the step of flagging said analyte level in the nmenory
conprises storing a pointer to said alternate bodily location with said

anal yte | ev, | . L I V| i.n

Govi v for - Sierefbil: e BRI e L BrRERE LS LEHANLIEP A R OSSR B RRR, o
such as 10l ol danbefotenalginigbaidr dasd) thesstef ofmialysimgalaysséomprisivgy ai@diaping daans

for inputting and storing inputted |lifestyle data. 30 The present invention
fdcill i t at esiema@aiduatogan HglatrovansaiddmpRstiaf: s 1ifestyle by integrating into
a single device the steps involved in sanpling and anal ysi ng bl ood and
recording other information about an individual's everyday life into a

si npl e pr ochs&cedph@ywitigaraeighthgispect dEthie peeseritlinvddilohfthBleSERIIRTdedN EthBIRAIVY NGS

storing analyte data in a testing device for testing an analyte in a sample of bodily fluid,
15 said method comprising the steps of:
obtaining a sample of bodily fluid from a bodily location, said sample of bodily
fluid normally being obtained from a specific bodily location on an individual;
measuring an analyte level in the sample of bodily fluid;
storing said analyte level in memory in the testing device; and
20 flagging said analyte level in the memory if said sample of bodily fluid was

obtained from an alternate bodily location other than said specific bodily location.

()

Preferably, the step of flagging said analyte level in the memory comprises storing a
pointer to said alternate bodily location with said analyte level in the memory.

25
The present invention provides a testing device for sampling and performing an analysis on
a sample of bodily fluid, such as blood, and storing the results of said analysis, including

means for inputting and storing inputted lifestyle data.

30 The present invention facilitates the monitoring of an individual's lifestyle by integrating
into a single device the steps involved in sampling and analysing blood and recording other
information about an individual's everyday life into a simple process employing a single

device.



A specific enbodi nent is now described by way of exanple only and with
reference to the 5 acconpanying drawings, in which: Fig. 1is a

t hree-di nensi onal representation of the testing device according to one
-enbodi ment of the present invention; 10 Fig. 2a is a bl ock diagram of the
principal internal conponents of the testing device of Fig. 1, Fig 2b shows
a |l ayer structure of functional conponenti$ of the testing device of Fig. 1.
15 Fig. 3 is a generic representation of a user interface displayed on a

di splay screen of the testing device of Fig. 1; Fig. 4 is a representation
of a generalised lifestyle data entry sequence enployed by the testing
devi ce of BBIEEDE@@IHI@%ION‘)QEBRWZNG\E specific data entry sequences for
entry of food, nedication, health and exercise related |ifestyle data
according to the generalised lifestyle data entry sequence of Fig. 4; 25
Fig. 6a shoxgp&ifid &hesdmentas noR Hes@ibeR bayas dfexampRenly MEW{tReédeRhcd fa8he
testing device of Fig. 1 for displaying data stored in the testing device;
Fig. 6b $Shmassompaying davogsookwhicreen di splayed in the user interface of the
testing device of Fig. 1 for displaying data stored in the testing device;
30 Fig. 7 shows a testing sequence for neasuring glucose levels with the
testing devFige] fifa thie@-dimenditud vpesenitioh ofthe@ssting deViLe hétddih€h ot 0 t he
testing device; and 12 Fig. 8 shows a generalised sequence for entering
heal t h, exesmhasimenidf theopfeseohimranteon; f ol | owi ng neasurenent of a gl ucose

| evel . 5 DETAI LED DESCRI PTI ON OF DRAW NGS The present invention will be
described below relative to an illustrative enbodinent. Those skilled in
the art W | FigamPisadbledkedidgiaih dfffie gy interAedimponenByf R testpaeit 0fFigh a
nupber of di?ferent applications and enbodi ments and is not specifically
li(mited in lits 10 application to the particul ar embodi nent depicted herein.
In particular, the present

Fig 2b shows a layer structure of functional components of the testing device of Fig. 1.

15 Fig. 3 is a generic representation of a user interface displayed on a display screen of the

testing device of Fig. 1;

Fig. 4 is a representation of a generalised lifestyle data entry sequence employed by the
testing device of Fig. 1;
20
Figs. 5a to 5d show specific data entry sequences for entry of food, medication, health and
Q : exercise related lifestyle data according to the generalised lifestyle data entry sequence of
Fig. 4;

25 Fig. 6a shows an information menu displayed in a user interface of the testing device of

Fig. 1 for displaying data stored in the testing device;

Fig. 6b shows a sample logbook screen displayed in the user interface of the testing device
of Fig. 1 for displaying data stored in the testing device;

30
Fig. 7 shows a testing sequence for measuring glucose levels with the testing device of Fig.

1 through use of a test-strip inserted into the testing device; and



invention will be discussed below in connection with sanpling bl ood,

al t hough those of ordinary skill wll recognise that the device could be
nodi fied to be used with other types of fluids or anal ytes besides gl ucose.
- 15 Referring to Fig. 1, there is shown a testing device (100) for testing
gl ucose levels in the blood of an individual. The testing device (100)
externally includes initiation nmeans (10d2 for initiating entry of data
related to a specific category of lifestyle data, specifically

functi on- s[Rgi& showbutdeaaalifeiOBquente forlehRering héplth, @Rekcizauhd fdddaomreens ( 104)
for entry and navigation of_data, ?Qﬁfifically navi gati on buttons (118,
120, 122). Ipllewweymeasyursmsnt of aglycesg Iewet-or mati on which is related to the
everyday lifestyle of an individual. In the enbodinent shown in Fig. 1,
lifestyle data is divided into four categories, nanely food, nedication,
heal th and exercise categories, which relate respectively to food intake,
nmedi cation use, the occurrence of health check-ups and general health
condi ti of dNETAIEED BESCRIBTION OF PRAYINGSual . Further included on the
testing device is a liquid crystal display screen (106) for 25 displaying
measured glucose levels and facilitating entry of lifestyle rel ated

i nf or mat i orThe present ineertest wiibaddoscriteed(HeDBY reldaeho anflbgoatyveodmbadimsnty| e dat a

has an assogi ated function-specific button, operatiaon of which imedi ately
initiates aﬁwaalsﬂe@lw P a’éﬁflﬁfPBTeClﬂ'é"i Baihy P@égﬁﬁla\mame B2y b IRRtEIST 1BR 30
lifestyle t J ] Tolp £ q | T

cat oo | o5 nTian PR AIREerR BT bng MACCHRAIBAC uld & nBtireOen® Bhea B,

shown onl 0t hepphivaticmde thof partieul dnemshddimentsiepictetliherdinit Ingpesti§ulé2thelpyesanigr aphi cal

representatjon.. The food category js represented on a, . fqo

GnCt: on- o pleRPtioR SR LaS eI 12 CcBRULR PO PRAE PIoog i hopeh thase 6h,
There are 1gqimy kiRl %cb%@ils@t}{a?ﬂfe%ﬁ& abi1@Be nVdifed B HeGREd Rith other types
function-specifi'’c button (I10), health function-specific button (112) and
an exer ci seoffflmids promalypesdiepides plucossn (114). In an alternative enbodi nent,
the function-specific buttons may have tactile icons on their surfaces,
such tactile icons facilitating operation of the testing device by partially

si ght ed 5 ORefetrid}do imgiil\,/'m&@is%ho@a@rt@s&ih? dedite O100) &r téslﬁﬁéfgm@&é RIS Rekef i C

buttons (102) when the testing device (100) is switched off, inmmediately
swi t ches t helopésf amigdiveduabclhsriesting devige (104D extemally inmdudes ifitiptiarmegnsdf 0at a.

The unct ] o 3Gkl b AN chtHR) o SPEAEChORry Be HASHIhark Medfizhiy'o dovi ce
function-specific buttons (108, 110, 112, 114), and navigation means (104) for entry and
navigation of data, specifically navigation buttons (118, 120, 122). Lifestyle data is any

20 information which is related to the everyday lifestyle of an individual. In the embodiment
shown in Fig. 1, lifestyle data is divided into four categories, namely food, medication,
k } health and exercise categories, which relate respectively to food intake, medication use, the
occurrence of health check-ups and general health condition and exercise levels of an
individual. Further included on the testing device is a liquid crystal display screen (106) for

25 displaying measured glucose levels and facilitating entry of lifestyle related information

into the testing device (100).

Each category of lifestyle data has an associated function-specific button, operation of
which immediately initiates a sequence for entry of data corresponding to the category of
30 lifestyle to which the operated function-specific button relates. The categories to which
each of the function-specific buttons (102) relate are shown on the surface of the function-
specific buttons (102) by a graphical representation. The food category is represented on a

food function-specific button (108) by a conventional "knife and fork" icon. There are



10 need to navigate through a conplex and unfam liar nenu systemto enter
lifestyle data. Instead, to inmmediately enter an applicable data entry
sequence, a user nerely needs to press one of the function-specific buttons
-(102). The required function specific-button is easily determ nable from

t he graphical icon on the button's surface. An information button (116) is
anot her function-specific button, but it 1does not relate to a specific
category of 15 lifestyle data. Instead, pressing the infornmation button
(116) i nmedimailal snitablk eBes@ntasions éa mediatianthnaticd-yseei fitetatod (01 ®¢hdaltht he
testing device, (100). Such data naybe any data stored_ in the testing device

(100), for fendipsrwepifisbubion (M 2)and g exerefpevpsion-gesitic itophl Epelp any  fest yl e
informatio . A i B o] i . -(118), a
back but t ot ety EmaatiRal RGP Rl o REHRY btk ARIETBbh ol 5

anal ysi s ofsudfata, sichntadilé itohd factlpatingnpetition of theytestimgalelica byaattiadly sighted

navi gate through . a, user interface_(250). displ.ayed on the display screen
(106). TRe Q{g’:f@gﬁn%ﬁfl?@ﬁ- Ppemtion pf erg ?E}hﬁf‘l"éﬂﬁl'ﬁ%ﬁg“nblﬁﬂﬂéﬁ )@?’b@pgﬁ ve
section (1 : ' [ i ; : sting
devi ce (100 g%gﬁgarngggwgn Egéggggéﬁﬁﬁ&g% %ﬁgﬂg?ﬁ%ﬁég%ﬁﬁggrgﬁﬁgggcific
but t ons ( 10Rjtiates atsequdnee forbentry@fi dath20) . 1 n addition, the testing device
(100) is automatically switched on when a test-strip is inserted into
test-strip port (124) for nmeasurenent of a glucose |level in a sanple of

bl ood pl ac e, i i I : : i .t ched
of { by ol ol hartaci-HREHfTfbfls (1D2F el A ok BEAL S6uipd MM e B0 St e,
The di spllayneedne aavigdte threugles tompjexl end oefaiilis maennclystemso antea tikdstydddata.whi ch

cap- be switched.on.or off .by holdin the OK button (118) for

prlo- def | ned R baA iBFediafshh tndha SRRdETH G £5tY PRFRCs § USETSBMRUAERR Pon por
(126) on ongresd iR dtfihd ﬁ%cﬁ&ﬁ%;ie@ﬂic%‘(ﬂoﬁ@(l@i?%e 100hicdl RGEEH Hebife BUABR §OT
attached to a connecting |ead, thereby allow ng the testing  device (100) to
be |inked teasidy detetreinable foevtheegraphedal awnangke buttoals sudfaprit An infGimeatiperbsittnnl 5

conputer, r i{ng appreprj.ate saoft e,, al.l ows ent and modi fi cation of
cettup. 1 nt bR e Bl et R ikt GRS n el RF SRR SERRE el
as bei ng;pblifesiy: @4 f Hx%ﬂéhd,%él@fngﬁﬂ@in&'&hﬁaﬁ@ﬂ duflbsQl1 8y inhHBaihieBNdlonarf werRd by
the testing device (100). I'n addition, the

view and analyse data stored in the testing device (100). Such data may be any data stored

in the testing device (100), for example previously measured glucose levels or entered

lifestyle information.

20 The navigation buttons (104) comprise an OK button (118), a back button (120) and a

cursor button (122) and facilitate entry and analysis of data stored in the testing device by
( : enabling a user to navigate through a user interface (250) displayed on the display screen

(106). The cursor button is bi-directional and has an upwards operative section (122a) and
a downwards operative section (122b).

25
The testing device (100) is switched on by pressing any one of the function-specific
buttons (102) or the back button (120). In addition, the testing device (100) is
automatically switched on when a test-strip is inserted into test-strip port (124) for
measurement of a glucose level in a sample of blood placed on the test-strip. The testing

30 device (100) can be switched off by holding down the back button (120) for a pre-defined
period of time. The display screen of the testing device (106) includes a backlight, which
can be switched on or off by holding down the OK button (118) for a pre-defined period of

time.



personal conputer nmay be able to perform advanced anal ysis functions or
transmt transferred data to anot her personal conputer, optionally via the
Internet, for inproved 10 diagnosis and treatnment at a renote |ocation. This
-way, Iinproved treatnment and diagnosis of diabetes by a medical practitioner
is facilitated by being able to link the testing device (100) with the
personal conmputer. Referring to Fig. 2a, ldhe internal |ayout of the testing
device (100) is shown. Internally, the 15 testing device conprises a
processor (200), which, in the testing device of Fig. 1, is a 32- bit RISC
m crocontrol |l er. The processor is hi-directionally connected via 1/0 ports
(214) to naddtignallypthere iggicommuynicating PP 414G gnpugisids ﬁhqﬁiefjmglqewcg(!aw%
EEPROM Al | i .are the
cormuni cat | o B anEbpFixg e bR OB SRS Sl e MOl thé ttng

funct i on- spdevidei (C0MUd bo hiakédld2n extuina ddviep bavh asarpeesondl ¢ongrutdr2 IhE perbbigal 20
communi cation port (126) is serially connected to the _processor (200),

t her eby &naBIRIET, TBHIEFAPPopFates0EWRED AUEWS eHE diBedificattom ofagliumin ext er nal

devi ce, suc teq. RN i G t he
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(200). The @gheacamabsis apddplaydnhctmns petierndiddpy thy testing devicd (106). Iniadditioa, the

di splay screen driver (236). An | ication Specific Integrated Circuit
(AS Q) ( 2045F581 eaviRH Tapbbs focP%Aquaﬂdwegraeﬁdﬁlﬁ SRcgn edranoR e

measur ement yafs el 408 GnbY er§cfn‘ﬁl?3i(§h}1§tﬁgﬂégﬁticﬁfall9 \BPfe Hledol, FinHhdyed

inserted into the test-strip port t he” purpose of ‘inte
cr osscheldki diggnasisanddreatment bt agewte beatien. sTipp wagdntprotdddreABhédt (2D dipgnosis

measured from.the ASIC (204) by. the .3 rocessor. (2 htough an i nt ernal
A/(aDr..s?convert lﬁﬁ@)b.y aﬁﬂé ‘ﬁé@é@%’é@?er(lﬁ 1@@??’%2’?‘“&(@%&@3@% 1#%{"@?%4?"%3 a
processor cag) wiH%Me pdsdReMdndldr. contai ning conputer code, RAM (212) and a
cl ock (218), m%ich provi de control circuitry 15 for conponents, which are

connected externally to the processor (200) to the 1/0 ports (214) and the

A D t 216) ._.R i.ng te, Fig. 2b.. a.l t f. th
funct i onl - BefstiEb 5 et s8maf b ord e }Eioed ARG ol dpteifitly: e e
generatip) RERNSddERonpRRE £p@%esBo(R00), WHidl, it téstinp Mewbe bIBig. HiisRRAY

screen (106) of the testing device (100). The navigation neans (104
(speci fi cal pi RISC microcontroller. The processor is bi-directionally connected via I/O ports (214)

to memory (202), which, in the testing device of Fig. 1, is an EEPROM. Also connected to
the processor (200) via I/O ports (214) are the communication port (126), the navigation
buttons (104), the function-specific buttons (102) and a display screen driver (236). The

20 communication port (126) is serially connected to the processor (200), thereby enabling
transfer of data between the memory (202) and an external device, such as a personal

( ,. computer. The navigation buttons (104) and the function-specific buttons (102) are

directly connected to the processor (200). The processor (200) controls the display screen
(106) via the display screen driver (236).

25
An Application Specific Integrated Circuit (ASIC) (204) implements electronic circuitry
required to facilitate measurement of a glucose level from a sample of blood on a test-strip
inserted into the test-strip port (124). For the purpose of internal crosschecking, analogue
voltages can be supplied to the ASIC (204) and measured from the ASIC (204) by the

30 processor (200) through an internal A/D converter (216).

The processor (200) further comprises internally: a processor core (208), a ROM (210)
containing computer code, RAM (212) and a clock (218), which provide control circuitry



t he navigation buttons (104) in the described enbodinent) and the initiation
means (102) (specifically the function-specific buttons (102) in the

descri bed enbodinent) allow a user to interact with the user interface
(250). Transfer neans (258), on instruction fromthe user 10 interface
generation nmeans (252), transfers data stored in the nmenory (202) back to
the C user interface generation neans (252) for display in the user
interface (250). Analysis neans (254), under instruction fromthe user
interface demengonhens,aosae26a)¢ctabedtemally torthe promksser Q00ntodthe HOspastsed i n

t he menory 2 nd, peturns r |ts of the analysis to the user interface
gener at i on(éréﬁﬁéd ?‘B}VeﬁFrs(g?Qz in the user interface (250). Wen

nmeasured 15 glucose | evels are outside a pre-defined range, pronpt neans
(256) instructs the user interface generation neans (252) to display a
message pr Retriing taFigs2h, adhyarbguctest ofithe fuetivn agioB)of thee testing device€500) lie

data fol Lo sur nt of Iucos vel from a bl pod on a
test st r% Wfl?l‘g’énﬁa W{%‘:et $Fé1e‘f %’6“8&52236?61‘6532‘“% “?fF‘[g'Igce%g@?dWstﬁ% generic
user int erf YR (HR9)QF @ttty debi%e F@I) rmk%%g%xﬁﬁe&fsqﬁoms e@ﬁﬁﬁﬁy(252)
and di spl ayed on the d| Spl ay screen quz] Sel ect abl e objects "('304) ar

en

di spl ayed ithe ndvigation buitense(l P4cie thederr bbiment) aed ﬂ)aomtlgmremamsc(ﬂaOMans

252 dapts t terf t.h t
(104) .y dipeeitcay T rabiebr 26T bERPR BRI hishfocl P BB S AR
buttons (1Q4)nterd® Witethetls@CihPfate AIHORCTRantRPMeady @58Y, BR idstatesh RYmIRSERE | Ng

the cursor button (122). The user interface generation neans (252) adapts
the userOi rnterfhergeneron meanh(25Bhttranplerssiatagore lie theahtraony202(avk to the

h | i ght ed nb h |e 304
(i oh et et e LT i hin hE Bt SRR SO0 A ERD of 5
r ect angul armeaiis €2549Uindetingiridiod ffird Ifﬁd bt RiterfRt geterstion MEUne ¢252) 3 Borméah i t1 e

(314) and a graphi cal icon 30 (316) related to the nost recently operated
f unct i on- sprelysis@nisiata siered wothy maneoryi(3Q) Apd detpms resplis gEde an@hy@fs faibe ugers0) .

Both the t t
sgreen gel Inlé aég%é])er ggﬂrﬁﬁ%ﬁe usz?dﬁﬁgrp rflgg}éé‘?%gﬁt&?{%z ion g’fﬁl%eﬁgﬂ;;gp
button 161 Zgw)xcdaalevteks aopovisids a pre- deﬂm&am prodimneaas 56) irﬁﬁ’uétiﬂiéaxserlZZb)

will nove the highlight 16 bar 309) or down through the égl ect abl e
obj ects ( 30Bieriags graCEatioRMean ISPIPY wnvqssa@@ pr%ateng useppf Beiteitiag t hat a

sel ect abl ee(%Qri g%ﬁ)(g?tggﬂtef:ﬂfé%tg{(l)@ f&ﬁrﬁ@%ﬁf ASUTC R 9f R ﬂﬂbéeglla%éqron?x bei ng

the only s obj ect di s e use Interface (250) at a
gi ven sample of blood on a test strip inserted into the testing device (100).

20 Fig. 3 shows a generic user interface (250) generated by the user interface generation
means (252) and displayed on the display screen (106). Selectable objects (304) are
& displayed in the user interface (250). The user interface generation means (252) adapts the
user interface (250) on operation of the navigation means (104), which in the presently

described embodiment, are the navigation buttons (104).

25 The selectable objects (304) are highlighted by operating the cursor button (122). The user
interface generation means (252) adapts the user interface (250) such that the selectable
objects (304) are highlighted in turn. In the embodiment shown, the selectable objects
(304) are highlighted by a highlight bar (306), which inverts the contents of a rectangular
area surrounding a highlighted selectable object (308). A title (314) and a graphical icon

30 (316) related to the most recently operated function-specific button (102) are displayed in
the user interface (250). Both the title (314) and the graphical icon (316) correspond to the
current screen being displayed in the user interface (250). Operation of the cursor button

(122) on its upwards or downwards operative section (122a, 122b) will move the highlight



time. In such a case, operation of the cursor button (122) on its upwards or
downwards 5 operative section (122a, 122b) woul d cause the user interface
generation nmeans (252) to adapt the user interface (250) so that the
-current highlighted sel ectabl e object (308) beconmes hidden and either the
previ ous or next selectable object (312, 310) is displayed. The highlighted
sel ectabl e object (308) is selected by aggivating the OK button (118). 10 In
general navigation of the user interface (250) described herein, operation

of the baclkyar 36} G of dAR throtdHEHE sateémslwosjec@QW)frés@eeuweH@%%rclawwset he

user interface generation neans § 252) to return the user i nterface (250) to

a previous rqualty@pptecrcarrél thatex selastable ehject @@O)couldpaﬂwdze copsielered ps bighbglied

merory (203t at bR s R SR RE b e MBeReat Dok B e o
button ( llaime Ha%uaeﬁ eﬁsrel BigerhtonFdfdhe éurs@qiutthsﬁtl ) oftfits @paffs o ABwnwards
function-specific but t ons (102) relating to a specific category of
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lifestyl e dakamesd Riddetsaid élthteﬁthfeQﬁﬁn@%rtﬁ‘m@iﬁ Rlectibhysbjéc FAL, QEO)QS dispayed. user
interface (250) to queri%&vvhet her the current |ifestyle data bei ng? input is

for the preErehighlightad sshrgtala ebiest (3QD insebactrdibn achinatingdhe Sikebu ¥ ectabl e

objects (304), nanely tinme options (402) are displayed in the user
interface (250). Option A (402a) shows the current 25 tinme and date and

option Bo(40deherd] savigayion ol hemssiagriac€X 250 dédcribéd hekbinpoighaion dffike bddkf est yl e
data entry sequence (400), atitle §314 and a g@gﬁhlcal i con (3162 bot h
cdr respondi Prjtond12Reungsseerryyissspeqified goneaalimeays easEdnipgfacsigeperlion of one
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e testing Can | nedi atel y recogni’se
wher eabout sprior tb tie preaous oyieeatfonad tCOK)buttoay]1 ) ctheidby kvuciag detasséored inthe and

navi gation of th interf 50), especially in comhi ion
Oper ot o GRepRE GHEkepSCpEs) Tombits fREsveato dprration g Ok tRTPREHE. i

sel ected,s the current date and tinme is used as time and date |nfornat|on
for storing with lifestyle data entered in the current lifestyle data entry
Referring to Fig. 4, activation of one of the function-specific buttons (102) relating to a

specific category of lifestyle data starts a lifestyle data entry sequence (400) for the specific
category of lifestyle data. A generalised lifestyle data entry sequence (400) is described
below with reference to Fig. 4.
20
For each category of lifestyle data, the user interface generation means (252) generates a
L user interface (250) to query whether the current lifestyle data being input is for the present
time and date or for another time and date. Two selectable objects (304), namely time
options (402) are displayed in the user interface (250). Option A (402a) shows the current
25 time and date and option B (402b) displays the message "Other time". Throughout the
lifestyle data entry sequence (400), a title (314) and a graphical icon (316), both
corresponding to the category of lifestyle data selected by operation of one of the function
specific buttons (102), are shown in the user interface (250). Thus, a user of the testing
device (100) can immediately recognise whereabouts in the user interface (250) they are.
30 Hence, ease of use and navigation of the user interface (250), especially in combination

with operation of the back button (120), is improved.



sequence (400). 5 If option B (402b) is selected, the user interface
generation neans (252) starts a date and tine selection sequence to set the
time and date information for storing with |ifestyle data entered in the
current lifestyle data entry sequence (400). The date and tine selection
sequence conprises: the user interface generation neans (252) displaying

sel ectabl e dates on the display screen (1Z06), selection of a date, the user
interface generation neans (252) 10 then displaying selectable tinmes of day
on the di sdfaptiaCAg40Ra) 1) ectddtheaiuaeht date afd téné isnBed af tiflaynd diteent ry of
lifestyle data. FollLowi ng selection of the date and ti information, the
user inter flaff’ém@%?fé tswawgﬁféméesty%a sHered Pebe chaenlddrstylfdataienty (250) to
di spl ay sehg&&%gggﬁgﬁjects (304) which are 15 sel ectabl e sub-category
options (404) for each category of lifestyle data. The user interface

generation neans (252) is responsive to selection of one of the selectable
sub- cat egor optjaon 404), such that a_further. set of ect abl e obj.ects,
specific ||1§°g%$%§t(é@4b§ iy/3leted, ﬁmsmte(@e%;?nmoeﬁnwé(iﬁ%%ﬁﬁ?&@@ gy a
sel ected s 'f@él@&fb‘h&e LoD def BtAime MddatdingRthivie f(?r \Hﬁl?fifésgflee&aftéce

t
(250). It w be appreciated that the sel ectable value 20 options (406) can
be di spl ayeshtabdngihe derréitdifestyle dhtalengy seduencd @§0). yTlepdatomnsl timO4gleddioni n a

separate screen in the user interface (250) entir On selection of a
1 B! | Ght edo<GBE CaBPESFaGas G bIEeT aaSRtongh st YL doRlbae SElrB I T ch
maybe nuner g eale d¥hlAaRfdeh R106) Ssel&efln BEa HhtEWRE u@?%téﬁé&cgeﬁéraﬁén qRa4T (238f

above. The 25 sel ectable val des (408) are shown either alongside the
sel ect ablle theh dsphpingerksclabiRdimesad day howre displ&y spreed, (106) dand salestpaoft tmscr een

i he user interface . eration of the back button (120) allows a
user to higﬁ$¥ﬁﬁﬁr %ﬂ@%%gg%ﬁéggﬁre val ue options (406), wthout a
sel ect abl e val ue being selected for the current sel ected sub-category option

(404a). Once all desired selectable value options have been selected (i.e.
an entire |Feliovhg seeasiomatitiee dai¢ ard Boe sfoimpaimnhiis userantesfgegdnetitionmesagh or

had val ues red, he transfer S ,(258 ich,. IS nsive to the
Daer Pt o ; O3aF rines RSt RIGHRE (IR isARY heieotie Bk GRS 48 1° (1%)
has beeni Ppedlestaie sdb-catedory gptﬂﬁﬁ ém4)mr@cy aéteg&'%(o‘ﬂﬁfést}fl@datﬁ.hﬁ'hghw RMaterface
sub-category of lifestyle data directly into the nmenory (202) of the

testing devBEETRiPO@eanslt$20 aesRPNsIVR & Eelaaion phgneefl the aeliteble seb-catagary
sel ectabl e thkdfﬁ (Q@f),‘ §¥h (‘.h%l‘?l)furtﬁe? ls@t%f's@l@ct%le%]e%& éﬂ%hﬁ}; ?élé(ctable value

options (406), which are appropriate for a selected sub-category option (404a), are
displayed in the user interface (250). It will be appreciated that the selectable value
20 options (406) can be displayed alongside the selectable sub-category options (404) or in a

separate screen in the user interface (250) entirely.

On selection of a highlighted selectable value option (410), selectable values (408), which
may be numerical or descriptive, can be viewed and selected as described above. The

25 selectable values (408) are shown either alongside the selectable value options (406), as
shown in Fig. 3, or in a separate screen in the user interface (250). Operation of the back
button (120) allows a user to highlight other selectable value options (406), without a
selectable value being selected for the current selected sub-category option (404a). Once
all desired selectable value options have been selected (i.e. an entire list of selectable value

30 options has been scrolled through or had values entered), the transfer means (258), which
is responsive to the user interface generation means (252), recognising that the OK button
(118) has been operated, transfers one or more values (408) for the given sub-category of

lifestyle data directly into the memory (202) of the testing device (100). Optionally, there



transfers one or nore values (408) for the given sub-category of lifestyle
data directly into the nenory (202) of the testing device (100). If one or
nore val ues, which are descriptive, have been entered, then a nuneri cal
-value acting as a pointer to the descriptive value is 5 transferred into the
menory (202). One of the sub-category options (404), value options (410)
and/ or values (408) may |labelled "------ 18", sel ection of which skips entry
of data for the selected |ifestyle category, sub-category option or val ue
opti on respext bevetigditayed Tiawe't sehaptablavdlie optiong4i 2 seledi®nrd virigh ibBnédaRly.

Thus, there is.a combn approa r entry and editing.of da i,.n di f.ferent
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di ffer ent tt}i@ﬁr%nf?)fry @Q%f th_'e"@ék@iﬁg d'b{wi_cé 81093 SH o€ o} ﬁﬁﬁé‘veﬁ]ﬁé&, WRidhSRe Hé%%ribﬁ@éi ng
devi ce (100) for nmnipulation and view ng of different types of data. 15

Ref erring tlevEbgen Gugred,thergememetti¢ad waluk ¢t agl agpadietentoghe descapliveevabee i§400) i s
now descri bed n .detail specifigally inrelation to entry of lifestyle data
inthe féo&r%’é*egﬁgﬂ'ﬁf’%ﬁp‘gﬁx%ﬁ'e{zggﬁon of the food function-specific button
(108), the time options (402), as described above, are displayed in the

user interface (250). Having selected the tine and date, food sub-category
options (51Q@h¢ okthesut-rategdry optadgrs (H84), vEne aptienst(4]0) andfoc Malues @0Bhmny, " Snack"

d "Al cohq| " i spl d.in i 5 f | ection.
one of t he Yl R RaRT twich Aot B ot b e SRl LR EABRN O
whi ch ski psaBtdategoff ofRhadr ¥akhe SpEh PPectiveBHIAfkerting 4 ROV alud irdtd Erelifi@hory
interface (250} ﬁgge below). On initial display of the food sub-category

opt i ons 1051@02). allshsf thetetis p ommonappenach fmentjyahd aditing 9f dats imdigierang hifestyle t he

defaul t food, sub- t. pi: k0N 5 [Mg) term by .conpagi.ng

p i’g define dcaﬁéﬁ? Pe%ﬁv%gg@mi g%v%ti%gé’%ﬁ ‘%&3 r graée%?nfsg%%.esuﬁ’ﬂ%% ?ﬁ?eﬁeé% 6@5 gB ?(ri\?t%‘r face
(250) provi Hescef Rfis ¢a8Y @ lehmitiviw tonise tlactebtiip deeicage00)dor BaNiPalatise andidwinpe
testing device (1026})Sel ection of one of the food sub-category options

(514), cor rek@igaenhypesofdteakf ast”, “Lunch", "Dinner" and "Snack" displ ays
sel ectabl e food value options (516) in the user 30 interface (250) |abelled
"Carbs", "Fats", "Calories" and "Proteins", relating to carbohydrate, fat,

cal ori fixs eRefegingoFigrial theigendrhlided lifeayib data ehtre segiencd @oODEisfnoadiegarlied in
AN EON LN T AR TR AT SO TR AR,
can be ent epeflefr¥d ARG spLeific button (108), the time options (402), as described above, are
displayed in the user interface (250). Having selected the time and date, food sub-category
options (514), specifically labelled "Breakfast”, "Lunch", "Dinner", "Snack" and "Alcohol"
20 are displayed in the user interface (250) for selection. One of the food sub-category
options is labelled "------- ", selection of which skips entry of data and displays a logbook
(560) in the user interface (250) (see below). On initial display of the food sub-category
options (514), a default food sub-category option (515) is highlighted, the default food sub-

5

category option (515) being determined by comparing pre-defined meal times with the
25 current time. Thus, the user interface (250) provides for intelligent interaction between a

given user and the testing device (100)

Selection of one of the food sub-category options (514), corresponding to "Breakfast",
"Lunch", "Dinner" and "Snack" displays selectable food value options (516) in the user
30 interface (250) labelled "Carbs", "Fats", "Calories" and "Proteins", relating to
carbohydrate, fat, calorific energy and protein intake. Each of the selectable food value
options (516) can be highlighted in turn by operation of the cursor button (122) and
selected by operation of the OK button (118). Food values (518) can be entered for one or



nore of the selectable food val ue options (516) (as described above). Any
food values (518) that are selected and entered are stored in the nenory
(202) followng entry of the last of the food values (518) (i.e. the food
-value relating to protein intake). 5 Selection of the "Al cohol" food
sub-category option (517) inmediately transfers a pointer corresponding to
a unit of alcohol consunption into the mdfory (202), without displaying

sel ect abl e val ue options (516) in the user interface (250). Followi ng entry
of i fest ylneordaf thefsglectahle food dalwavpyensy(S1é)Hes Hesghibeskabose AnySeed ahesn) i s

10 di spl i\n, th i f 250) . Ref err i ig. .5b. th
gener ot e Diakis $Ehed M8 alcSinbain Bt Blemd? AR FUlwing et ey 4
speci fi cal liystiopthegbed valded G1 SﬁﬁIeYth@ffoéd V64 delLindad protéin iftgkdyedi cati on

category. Upon operation of the nedication function-specific button (110),
the tinme options (402), as 15 descri bed above, are displayed in the user

interface (L250).. ing.entered, the time an .infornption. nedication
sub- cat egorSPHPR SR SaEaHoT S50 AT riePhy Bpfian Chaf st B e T PSR o1
A", "I nsul iddrBspondifigrts aB@litT alcdRel consiptidi inyo the nddmor@ (F029] Wit afépiafinghe
user interface (250) for selection. One of the nedication sub-category
options (52¢lectable v ntieas (H6) in tedserBnterfpee (288)-ecti on of which skips the
entry of data and di splays the 20 | ogbook (560) in the user interface (250)
(see below). Sone of the aforenentioned nedication sub-category options

(524) are crglowihganheof lifesyghlat ethelpod e4ugT0 ahe (0RBE6K (350 (sBebelddv) and need
not necessarily relate to nedication which is specifically for treatnent of
di abet ed0 2djsplgyeddn thanssr inggrtace(23Me nedi cation sub-category options (524)

di,spl ays one or nore selectable nedication value options (526) in the user
interface (250). Each of the selectable nedication value options (526) can
be sel ect edRéfgrringao Fig. db, ik geherakidedlifestyln dathkeBiry sequehed (400eidinoat deseribedlines
(528) can be highljghted and sel ected_ for one or re of the sel ectable

medi cat i on Y&l @egificalinmn r(egaz@p te sntreeblafsitylsflatindhemedicatinn catqegey. ddpon

edi cati on uby R4 I R38Rt Sefic bR AD) RE R oAy @S ( 528)

are stored 1'n the nenory a pointer to the selected nedication
sub- cat elfor geseaniloedt dheve,iane diapldyethinghé nfep intetfacer(25@®0 HaRineventared thesmheatded

YR TN I RN NG TR T A
option and B" "Ipsulin A", "Insulin B", "Pump Bolus" and "Pump Daily Total" are displayed in the
user interface (250) for selection. One of the medication sub-category options (524) is
labelled "Exit Meds Entry", selection of which skips the entry of data and displays the
20 logbook (560) in the user interface (250) (see below). Some of the aforementioned
medication sub-category options (524) are customisable through a set-up sequence
Q : (described below) and need not necessarily relate to medication which is specifically for

treatment of diabetes.

25 Selection of one of the medication sub-category options (524) displays one or more
selectable medication value options (526) in the user interface (250). Each of the selectable
medication value options (526) can be selected by operation of the OK button (118) so that
medication values (528) can be highlighted and selected for one or more of the selectable
medication value options (526) corresponding to one of the selected medication sub-

30 category options (524). Entered medication values (528) are stored in the memory (202)

with a pointer to the selected medication sub-category and the time and date information.



given tinme of day (as specified in a set-up sequence of the testing device
(see below)) becones the nedication value which is initially highlighted
upon sel ection of a given 5 sel ectable nedication value option (526). Thus,
the user interface (250) provides for intelligent interaction between a

gi ven user and the testing device (100). Additionally, use of the cursor
key (122) is minimsed. Accordingly, the2feneral usability of the testing
device (100) is inproved. 10 Referring to Fig. 5c, the generalised |ifestyle
data entry Pse\qamlmseléodﬂﬂmwisattmwaumsc(ﬁl&)acb used asldefault nedeatibn &ailubs; in that a
relation to entripb festyl.e dat alntheh Bf?ge éﬂﬁgory Upo operation
of the heal§Y1¢4s ?’}t?)rﬁd afipp v Flf?fr? %X?‘Zﬁe OI(Q?@?)“ 3as
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speci fi cal Ibgcoratretht ewdidatieh valublothedi'is andal]b&nglﬂ@itetdu;(dnesel@ctiomoéa divepl ayed in
the user _interface (250, selec ction of .the "Healt tes"
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sel ect abl e digl ¢1hstﬁ0:ey&12i’éss mﬁﬁﬁl)sedrrmam@imgly the gansfad nsabality of thestpstingi ng
coment Wlt({é (idma and d&a information into the nmenory (202). Foll ow ng
entry of SEf 3? )ASIIPPYd t he "Health Notes” health sub-category option

(534a), the | ogbook (560) (see below) is displayed in the wuser interface
(250). 25 Selection of the "Health Checks" health sub-category option
(534b), 18 shefaymgita Figidcube gendraitsed fidestyl¢ d8a pnice beguendsl (400asnow desdribed in
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Visit". k&iohioPthetealth GurttiohRBecif BeitaRl €2)h BRltine Yidae | onfe &538)
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pressure” abovewargfisplayedinghe useg mstgnfwsﬂﬂﬁe Hgwingrrslesteddhetimstsnd dateal t h
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Density Lipoprotein (HDL), Low Density Lipoprotein (LDL) or triglyceride
| evel s, for which there

Selection of the "Health Notes" health sub-category option (534a), displays in the user
interface (250) additional selectable health values (538) labelled "Stress", "Feel Hypo",
"Hlness", "Menses", "Vacation" and "Other". Selection of one of the selectable health
20 values (538) immediately transfers a corresponding comment with the time and date
information into the memory (202). Following entry of lifestyle data for the "Health
( : Notes" health sub-category option (534a), the logbook (560) (see below) is displayed in the

user interface (250).

25 Selection of the "Health Checks" health sub-category option (534b), displays in the user
interface (250) selectable health value options (536) labelled "Ketones", "HbAlc",
"Microalbumin", "Cholesterol”, "Blood pressure”, "Eye Exam", "Foot Exam", "Weight /
Height" and "Dr. Visit".

30 Selection of one of the selectable health value options (536) labelled "Ketones", "HbA1c",
"Microalbumin", "Cholesterol", "Blood pressure” or "Weight / Height" displays one or
more selectable health values (538), thereby permitting entry of one or more appropriate

numerical values, which might be measured analyte levels, blood pressure, weight or



woul d be appropriate sel ectable health value options (536). Any entered
health values (538) are stored in the nenory (202) with the tine and date
information and a pointer to a 5 corresponding health val ue option.
Previously selected health values (538) are used as default health val ues,
inthat a previously entered health value for a given selectable health

val ue option becones the health value (238) which is initially highlighted
upon sel ection of a given selectable health 10 val ue option (536). Thus, the

user i nter fiagght( 2kbr ppssitle desyfeQevedlgdoid Al8eHé meRduRéBGhdoR HipRD@SHy & user
and the testing device (100). Additionall use of the cursor key (122) is
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| abel | od 2R e apProBliad el R BEL AT Al LR Al BltFe PR RRANE o0
message (53@B8} areldrel imphayethory(Z0DPwith elie titn8hed d&6 enfortidhon ahdQURSAtENG a
confirmation that a marker for gne of these aforenentioned selectable
heal t h val ueoresspensking eaiyvalug egtien-be i nput into the nmenory (202). Further
operation of the OK button (118) inmmediately stores in the nenory (202) a
mar ker for the selected health value option with the tinme and date

i nf or mat i onPrexfduklglstievtcd Beath vatusf(538)faastiyel @s dafaalt hedlth Vidudaciml thit acat egory
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gener al i Hedvilué eption @36)atEhuenhe ysa énpefaed 2 @GP vides fopmteldgeaitiilmerhction nore
detail specjfically inrelation to entry of |jfestyle ta in the exercise
category. UBEiYecRpBiaaapdhegestingalexice H?(ﬁeAfidmpﬁlfih%@&%F CErsBuk el 2¢hi84) |
the tinme opti; 4 i i Ha r
interface (}21151)0 .Selqilé\(%lgc)rﬁgr se }é’g?i éﬂteﬁagq%%@gflgﬁggs@§?%%ﬁégﬂ)edgtlzﬁkgogitgrci se
val ue options (546), specifically |abelled "Exercise" and "Duration" are

di splayed in the user interface 50). fgr select] t he are no, exercise
sub. oat egoNSieBin g PR ek e b ien udbs P AR D AIE! Tt Bt Ebgor ).
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interface (250), requesting confirmation that a marker for one of these aforementioned
selectable health value options (536) should be input into the memory (202). Further
operation of the OK button (118) immediately stores in the memory (202) a marker for the
selected health value option with the time and date information.
20
Following entry of lifestyle data for the health category labelled "Health Checks", the
aforementioned health value options (536) for the "Health Checks" health sub-category
(534b) are again displayed in the user interface (250). This way, further health-checkup
related information can be immediately entered, if required.

25
Referring to Fig. 5d, the generalised lifestyle data entry sequence (400) is now described in

P

more detail specifically in relation to entry of lifestyle data in the exercise category. Upon
operation of the exercise function-specific button (114), the time options (402), as
described above, are displayed in the user interface (250). Having selected the time and

30 date, selectable exercise value options (546), specifically labelled "Exercise" and
"Duration” are displayed in the user interface (250) for selection (there are no exercise sub-

category options for entry of lifestyle data in the exercise category).



(548a) corresponding to an intensity of exercise can be sel ected,
specifically "MId", "Mderate" and "Hard". Additionally there is a

sel ect abl e exercise value labelled as "------ ", selection of which skips
the entry of data and displays a | ogbook (560) in the user 5 interface (250)
(see below). Follow ng selection of one of the sel ectable exercise duration
val ues (548a), the "Duration" sel ectabl e22xercise value option (546b) is

hi ghl i ghted and sel ectabl e exercise duration val ues (548b) corresponding to
a dur at i on Fof thexX'®xeicise" salectitde exartise ealue Sptin (:5146@ sdldwrbée excrasatype valoed

val ue | abelled "------ ", selection of whi.ch skips th 0 a and
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Fast F th dj t !
opt 1 on ( 60D & TEHETY! L F 1 ByasG Vel oe HRURE & By welselon SFpist Sl e
Anal ysis", entrg%fldhﬂa ahBdsk Tysalé‘@blé@k (3909 'in the 8@ AnteffhEE @3OP(see béBA).L h Checks”

and "Hel p Selection o Logbook" menu option (601) causes a | ogbook
(see beIIQV\/)FOtll@“b@ seli¢otiph gf ene ofthe peleciaide exarcise d@r@eom 2809s (548b)dutapsration t he

N 3?Sifai’ﬁﬁ%bﬁe‘alﬁ'ﬁnﬁ5%%@?3?15?0?% R SRS R RS e RS gD 32,

averages naasienfy gloagose levels stored in the menory (202) and displays on
the display screen (106) for each day in one of the follow ng four
ti me-period cat egori es: (a) before and after breakfast; (b) before and

L O T e S T L O S L

sequencd 50f digpleyed in the user interface (250).

Referring to Fig. 6a, the user interface (250) displays menu options (600) upon operation
of the information button (116). The information button (116) is referred to as a
“FastFacts” button and the menu options (600) are collectively referred to as a “FastFacts

20 Menu”.

In the embodiment shown in Fig. 6a, the menu options (600) are entitled: “Logbook”,
“Glucose by Meals”, “Glucose Analysis”, “Insulin Intake”, “Hypo Info”, “Food
Averages”, “Health Checks” and “Help”.

)

25
Selection of the “Logbook” menu option (601) causes a logbook (see below) to be

displayed in the user interface (250).

Selection of the “Glucose by Meals” menu option (602) allows measured glucose levels to
30 be displayed for each day prior to the current day. The analysis means (254) averages

measured glucose levels stored in the memory (202) and displays on the display screen

(106) for each day in one of the following four time-period categories: (a) before and after

breakfast; (b) before and after lunch; (c) before and after dinner; and (d) night. The time-



testing device (see below). Selection of the "d ucose Anal ysis" nmenu option
(604) causes further nmenu options to be 5 displayed relating to the
anal ysis of neasured gl ucose | evels. Measured glucose |levels stored in the
menory (202) can be displayed graphically (i.e. points plotted on a graph of
dat e agai nst neasured glucose level) or in tabular form The anal ysis neans
(254) receives neasured glucose |levels f23o0mthe nenory (202) and passes
analytical results to the user interface generation nmeans (252) for
di spl ayi ng meriofs firtthedfotnagpitionéed ¢ategdniet e pié-defided thfdugh heerur skdagncefalsdir ed
gl ucose level s for each _day can be displayed or the tine of day can be
sel ected ( it?@!nmﬁﬁés%ﬁ\?&wast , after breakfast, before lunch, after |unch,
before dinner, after dinner or night) such that only nmeasured gl ucose
| evel s for these particular time periods of day are plotted on the display
screen (1063eledtionad dhet iGncose A nabsis’ anenavoptian ¢:049 tausas furthetimese optiaisits bst or ed
in the nenory (202). can b calcula%ed over .a nunber of different 15 tine
periods (e. ¢isplayedpglatingto %6 agplysis of mgpsuyedsglucose levglss PYleasuredisbirosnierelsn t he
di splay sc . i i -hack: - SE i of
the tine pe%tls%g 11%131@2%%?(2?1 ;{%ﬁi)oétéﬁlt% ﬁe?s%gg Ed gﬁdé%]%gw}?%g?m{s% 1?%%902}4 %‘ré Hé ﬁgr ter
time peri oddatengditst mehsurbd ghicoghted) dyin ogbmiatformn The ddatysisdieans (35) rbeditesn
(122) and sel ected by operatjon of the utton (118) to_ view different
doguchee tse

results. RePERIfS 1B ReFRORAR OlAnd nagken enalytial esspliniorthe Pesids or
the i npact y ' I - ihi é%y%{ j

nmeasur ed glgﬁgggégggg&g&8§§¥k§gﬁgﬁﬁpﬁqgﬁg#%§f§$&#§ n r,&ygfﬁggég%gﬁgverages
of all gllucsseen (@0&) Measwreddlucose lneclsifomeash da302h be Aplayed bethe dinvadfatagdah or

egeh tinme riod of .a d as nti.oned ove). and di spl gye n.th di spl a
Sdceen (1065e S8 O ERATRE arEUBraRd odTind, By e bElote Soefteq i o
the nmenory ,{gQRanef 8 nidRt) GBLF tha PSR nYQired gbSRAEY N fod iHk&pAAtulks filePEr | 0dS
and di splayed for three exercise periods, specifically "before exercise",

"during exepeiagls'of dayareplattad onghe displkeg 'scregmtOfhp r Inzadditioni valnest fonaventdesws

range inforngtjon to be displayed on t 30 di spj creen. ch e

| ormati on L EBRs Rt BisSPe Bl in gl o6 nuatE GBS n cn
are aboves vikleljeflo@y (ehel7on, BOE60Id JrRdhyspataies] di@lgybdrtagaﬁéf odltBe didptagr m ned
in a testing device set-up sequence (see below). The range information is 24

vi ened as as@eec@dfflage either before or after one of four pre-defined neal
ti me-period

A user can easily navigate back for re-selection of the time period by operation of the back

button (120). A longer or shorter time period can then be highlighted by operation of the
20 cursor button (122) and selected by operation of the OK button (118) to view different

results. Repetition of this procedure can help identify treatment trends or the impact of

( changes in treatment or lifestyle and its impact on measured glucose levels over time.

In a similar manner, values for averages of all glucose levels stored in the memory (202)

25 can be calculated for each time period of a day (as mentioned above) and displayed on the
display screen (106). Moreover, values for averages of all glucose levels stored in the
memory (202) can be calculated over a number of different time periods and displayed for
three exercise periods, specifically “before exercise”, “during exercise” and “after
exercise”. Another analysis method allows range information to be displayed on the

30 display screen. Such range information shows the proportions of averaged measured
glucose levels which are above, within or below pre-defined ranges. Such ranges are

determined in a testing device set-up sequence (see below). The range information is



categories (i.e. breakfast, lunch, dinner or night). Selection of the
"I'nsulin Intake" nenu option (606) causes further nenu options to be 5

di splayed relating to the intake of insulin, data for which has been entered
t hrough prior operation of the nedication function-specific button (110).
In particular, the intake of different anounts of different types of
insulin specified in a set-up sequence of24the testing device (see bel ow)
can be viewed as average anmounts over a given tinme period or as total

anount s on aawedld aboa/percentagetetheiteefoneror efitr aeyof fdurgirg-deSnadaaed tifiR5@driodr ocesses

the stored 10 ins | n addi tion, etotal and average intake of
insulin carFaE%oW%{}v@nbrS%‘f?ﬁelunﬁ}? gb‘ﬂf{/o’s’&‘ n (106). Specifying the type of
insulin may include specifying whether the insulin is given through a

syringe or punp, or taken as a pill or inhaled. Selection of the "Hypo Info"
menu opti onSe(lﬁIDiB)l ofi Hedilssulinditakeit mewf optiva (0@matses firthgatenubptionnidittel on t o

be vi ewe Th y condi ti efi.ned.i.n the testi devj ce set-up
sequence%( a%‘sig E]BEHg %&8\}63&&‘50@“@6%& fifoggychh 2’&% eptg(f‘gg‘hrt?é‘gfbw&h ch a
di abetic I&deﬁoﬂl@khé Redieind8h&fbnesebigic 'BGttorhMH@) In'geidude! Benhiakobe t he

di abetic "hypo" condition are viewed as the number of incidents which have

occurred i ndiffecnbamourtts nbdifferanotyptoof metdnhspgélﬁ'ecﬂmal 4 sﬂHu@wem@pnt:c nﬁthecbésndgy

bef b f ast kf ast, bef afte 20 |
o moer o A el G AR TR O s b P v e ShenGie mERG or0Rh ot on

(610), all opgodiesReRh dfa9"pr1l§f R\the derrant dﬁf‘tAh@l‘?sﬁ?de@nﬂ%ﬂﬁﬁobéhs&ﬂﬁe JRred Y
(202) relating to food consunption of an individual di spl ayed on the

d| spl ay Kerisswlin das) In addicantieyetnkandeaviernge aale qfrlml?élgﬁs be vigwed ondbhel 25

R augh operaRRgRrem CPHE SRG1PRBAATHBE bR Ha% s b Gn Bt o

| evel s, cal pkilid & g:mtt&%gna@y@;ﬁgét&lpﬂmp 6t @ken iscuplﬁaﬁlin}ﬁneﬂdefl ned
time- perlod "Breakfast”, "Lunch", "D nner" and "Snack" can be averaged by

t he anal ysi s neans (254) over selected ti me-periods and di splayed on the

al 1 ous. aver Sgeeihiitie HayghBE b @tioh (6o MR tBEE T nORAbRERS: { 0
heal t h cl"seckmﬂmcmftoaﬂe viigwkidv iThedhype doaditios id gy eldfiaed intthe tedtisgpianicsst-apn
(106). D splse%uglgicel (zrils (tiehsgrﬂl)Jesdebrelowtaesraf c%% g&rza I%)gh?croge {eggl bse?(l)vs (v:v an ae dlggeatlct h 25
individual is considered as being "hypo". The incidents of the diabetic "hypo" condition
are viewed as the number of incidents which have occurred in a chosen time period for

each of the following times of day: before breakfast, after breakfast, before lunch, after

20 lunch, before dinner, after dinner and night.

( ; Selection of the “Food Averages” menu option (610), allows averages for previously
entered data stored in the memory (202) relating to food consumption of an individual to
be displayed on the display screen (106). The analysis means (254) processes stored food

25 related data according to options selected in the user interface (250) through operation of
the navigation buttons (104). Carbohydrate and fat levels, calorific content and protein
intake for each predefined time-period: “Breakfast”, “Lunch”, “Dinner” and “Snack” can
be averaged by the analysis means (254) over selected time-periods and displayed on the
display screen (106).

30
Selection of the “Health Checks” menu option (612) allows averages for entered data
stored in the memory (202) relating to health checkups of an individual to be displayed on
the display screen (106). Displayed in the user interface (250) are the selectable health



val ue options (536) relating to health checkups of an individual, along with
the date of the |ast checkup and a val ue neasured at the | ast checkup.

Sel ection of the "Hel p" menu option (614) (not shown in Fig. 6a), causes
contact 5 information for help in using the testing device (100) to be

di spl ayed on the display screen (106). For exanple such contact information
‘may read "Contact LifeScan Custoner Serébce or visit the Website at

www. Li feScan. cont’. Referring to Fig. 6b, a |ogbook (560) is displayed in the
user i nt er fvabie qpRsY (586) rebatinggdo hiﬁé&s@b@l@mﬁ ohapinditidual] deowith thedaie optheon

(601). Dat n i me C rgs 65 ored.in the nenory (202) are displayed
in the useﬁaﬁ%ﬁg%cﬁq]g@gé ?é@ﬂf %e(aflﬁg%gt:ﬁc} Iiagf%haecla ‘a records (652), such as
stored glucose levels and/or lifestyle data. d ucose |evels are displayed

with associated glucose comments (654) (see below). Qperation of the

navi gat i on $alection of theOHelp” anemveptioadhl D4net shewsrin Figs62) ceusepeoniagiol | ed
though in date and ti order. with.each.1 ord .for a.particul.ar date and
i e bei g TIOmEgoa Feinn Sk 4 R TABIOHF Bl BEL SR oo

cor r espondi Mg6Y. B60&GEpR SucHicsitaayigfbrinatid@ay s&i “i0vheict BEeSdadTstonkch dat a
record (652) can be highlighted in_turn by the navigation buttons (104) and
sel ect ed byS@piee at visih theoVebsite ab v ATSRCANICPY)”. Sel ection of a gl ucose data
record (656) allows a glucose corment (see below) to be entered for the

sel ected glucose data record. Selection of a 20 lifestyle data record (658)
di spl ays t vRefefingaoFig. l6ap£logbebk’ (A0} is displthyedin gieaiser intetfacs (230) ffllowddd ch
allows the selected lifestyle data record to be edited or, deleted easily

with fewO ofsdschion eﬁ@eaﬁogﬁkﬁmwtl%(%e-t Dats and dime regerds £e39) storcd indhpe

editing of i i j b . i |4i

ety Sequehenon Bap 48RplRed HLAL bek O tioki AR BRI BRI B0, e
for the |ifarghybetottgudose taveishad/oglifdiyledhtar 8hpps: lsetleateadisglyyediveth 25 user
fromthe | ogbogk (560). Operati of o 0 he funcfion-specifjc buttons
(102) corr e%ﬁﬁ%ﬂéf?ﬁ(lu glwseamﬁamqt%&gé} {Seﬁﬁiel%\jgr {}P%rfm?l? Pﬁ@@fﬁ@ga%%bumeﬁ 050(4_?

vi ewi ng t hey| RENAEK 44t208brd @Sbf»’i’b@oe‘ %Qhﬁ‘lﬁcﬁlgﬁ% e Qha tiblef ALy Wondalip usi ng
the time and date currently being shown in the user interface (250). 30

Ref erri n t wcfidgor 7 partictlesddtegndeme bring highdighteflon turp dwfiorienige sexgtiveamd | evel

(708) of en LI5Sl s, S0000 ALSEIT AL RS L PP rortog,
A defaul t cge) tahDFDhipRlghiddTd thid byahé R&AEdtR buttons (104) and selected by operation
of the OK button (118). Selection of a glucose data record (656) allows a glucose
comment (see below) to be entered for the selected glucose data record. Selection of a
20 lifestyle data record (658) displays two options, labelled "Edit" and "Delete", selection of
which allows the selected lifestyle data record to be edited or deleted easily with few
( ' operations of the navigation buttons (104). The sequence for editing of lifestyle data is
similar to the generalised lifestyle data entry sequence (400) described above, except that
previously entered values for the lifestyle data record being edited are pre-selected by the

25 user from the logbook (560).

Operation of one of the function-specific buttons (102) corresponding to a particular
category of lifestyle data, whilst viewing the logbook (560), allows immediate entry of
lifestyle data using the time and date currently being shown in the user interface (250).

30
Referring to Fig. 7, a testing sequence (700) for measuring a glucose level (708) of an
individual is shown. A test-strip is inserted into the test-strip port (124), which
immediately turns on the testing device (100). A default code (702) relating to calibration



26 paraneters used with the testing device for a particular type of
test-strip is displayed in the display screen (106). The code (702) can be
changed by operation of the cursor button (122) and sel ected by operation
of the OK button (118). If a particular type of test-strip has previously
been used with the testing device (100) on a pre-defined nunber of 5

occasi ons, then the correspondi ng code (262) of the test-strip is stored in
the nenory (202) and used as a default code (702), which is initially

di spl ayed ipmraﬂmaerdhlsq:dwi)thﬁmrtwimg(dbﬁﬁ): fafa partienlaragpe oftestestriip & disfddjedfinkheowi ng
insertion o t est s nto,t test-stri ort (124) Unl ess the code
(702) is cHL\ﬂé@ﬁSCf%Fg ol éad%%%bcart%?haa ey P %t@ndaff%@asqr Ber | od
t hen def aul

operate tne AR T8 o) b IpaHBRE! eI Bpfi AIRF AL afRelor st B0 02y
oper ation diasq)rmndnmhylédanms@iwnh 20} stalg dewice §1 ) @n atme-ldeﬁaé(hmhnbdnef code

702). Fal | ct f th 0 f tv of
27063 |s%d|§°\gﬁ%?1 d elﬁ%gfegﬁ"g’;s‘r%ﬁ@eié@; ?%e?ﬁ%pgwg rf,-¢1 AL Ly ol TSz ages
to be appligg dseq H‘&déﬁ@ﬁ cqle(762), Hhidhl ﬁnueﬁﬁy & 6&9;% lﬁl@t?ermlsl ns&éent(h@@cé{r sor

button (122) cycles through thrée nessages on the display screen
(106), specﬂléltctsahg gevide[d Q) Bllowmg 1nseﬁitlompﬁatest—8npeﬁtoahﬂjte5t€mm patt (B#).ut i on".

Thi s way, e testin i.ce nre nls h dual

ronour et gl Halssee ke 608 Shdrend s gftBeser POk s et Ferepiitingt AT hesiads o
the test-step d@ﬂ'aultt Béde (Ibbibqg abPRBLAY sl RKRANW KR erdal B8 bferdicltBe OK an
i ndi vidual. Normally, blood sanples would be taken 20 fromthe sanme bodily

| ocat i ole)nk@r(IDh)dﬁhvmyat, Jollwwing eelectzunafttherearded @02 h eperbtoarnef thebackrbutton

"gHternate site", mght for le if the one bodily |ocation
bécones senélizbf@ueo‘%sragusfrp’r{%e ?Fgm e(E‘é)(i;%r)mexarrpl e, an alternate site nmight

refer to an upper armlocation if a lower armlocation is normally used. |f
an alternate site for sanpling of blood is used, it is inportant that this

i s recogni sEdlovaagmlmoarqfﬂlwvéﬂ (93 9nsi of aqrlurahity crfea@aagsa Q) dodieplpysdeans 25
is belng pe{heod’l 3' {eef'i‘ Q er“eq&etsﬁﬂga b Lal Qfe%;) glllea%%%te?t?sﬁﬁfﬂ%quﬁ any

future gener al using a nu 0 any erences

in anal yt% kt@g@lopemﬁorbbmdcmsarnﬂtm (em)ro@ekednémgﬂmmaxﬁ@s@w (705 @hitkns on
t he body. Wen an app&gg) iate_nessage is dis displ ay screen

(106), a sofigplayncres speci Ballyt"neply Bloods éﬁlt@élaz?g%rq"@ad ‘goRtrRl Sodionsi r i p.
P Y
level (708) that a control solution is being apphed to the test-strip or that blood is being
taken from an alternate site on an individual. Normally, blood samples would be taken
20 from the same bodily location on an individual. However, sometimes another location, an
"alternate site", might be used, for example if the one bodily location becomes sensitive or
( inconvenient. For example, an alternate site might refer to an upper arm location if a lower
arm location is normally used. If an alternate site for sampling of blood is used, it is
important that this is recognised, particularly when analysis of the measured glucose levels
25 1isbeing performed at a later stage. Such information could be used in any future general

investigation, using a number of people, into any differences in analyte levels in blood

samples extracted from different locations on the body.

When an appropriate message is displayed on the display screen (106), a solution, blood or

30 otherwise, can be applied to the test-strip. Measurement of a glucose level in the solution
takes place following application of the solution to the test-strip. The measured glucose
level (708) is displayed in the display screen (106) and stored in the memory (202)

together with the date and time of day and whether the blood sample was taken from an



| evel (708) is displayed in the display screen (106) and stored in the
menory (202) together with the date and tinme of day and whet her the bl ood
sanple was taken froman 27 alternate site on an individual. If the
measured gl ucose level (708) lies outside a pre- defined target range, then
the pronpt neans (256) instructs the user interface generation neans (252)
to display a nessage (709) in the user iAferface (250) pronpting a user of
the testing device (100) to press the OK button (1&%&, so that lifestyle
dat a i n t helttwainsit o8 aglindividuale dhihemeasyreé gluseseolgyel (RVDHicaputsidesqueat ed wi t h

h | | b or ed. - def i ned
anges. can M EARE G het (8 Sombeat (250 Hsfeis MR fitffic At Rap Rl
bef ore and mdane (223 e0disEaY aimddtage (109 .in e WREEiRtrfade @50) pfonifiihg a\R¥ @fthé 0N

buttons (104), in this case the K buttonhéé18), | ifestyl e data can_be
entered i resiagdedcy(10phtospigegthe Gehuttond1hdh s thaglifgsiyleodata jnethe forpryoB) i s
out si de a
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gl ucose corgakbe entbheds, Twtpsrerdefinéell AP EingeOEunMétspedified frgacigmesiaiee,l evel s
can made by a ghysician at _a |ater stage. If _the neasured gl ucose | evel

(708) addi tsperifiFally for e gemrd befors and afigeeacharealfimeoblans; by prsssing gn¢ @ABE . t hen a
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to Fig. 8, iapesditelgnTafs wiie whién lthi heasufelildicosé ivkloO8)is baaiderapredefinéd a

gl ucose . Il evel, imedi at eilz%l starts.a gl ucose coment insertion sequence

(800). d0ucarest Eaasas sBecibiy inghetestingdeyiessel-pp peaveResrhseRelowNi2deR 181 | i nt o
- of t i . ifi.cal f ood
gg@ Frfrgnt as Bgﬁgg{la&&faﬂg?}b&ﬂﬁ% fbf%‘&!ggb ,ﬁ%@é&e € B, I Bifus lﬁﬁﬁ%\aedscﬁ obis ot du¥.oft 00

egor nt sub- category ‘and an éxerci se coment
sub- cat egormpngelglecask lnekean omde blys (hySidlanat e la¢ratagd. in the nenory with an
associ at ed nmeasured gl ucose level (708) and are displayed in the |ogbook
(560). Thus, the status of an individual's food intake, health or exercise

l'evel can %ﬂ%nkm%it%%&kaé%&at@bmdam&naﬂyiilegﬁs‘elesfv arﬁ@aeﬁl@é&egi&cdaé)"ﬁygé-ucose

| evel . Additionally, ucose comrent 1nsertion sequence (800) Can be
initiatdd fleweh thae afurtheo oles§age 09 dibplayesioar the idisplayfsciehe (X0€) Querymg wHetldr awhen a
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by operation
Referring to Fig. 8, operation of the OK button (118), following measurement of a glucose
level, immediately starts a glucose comment insertion sequence (800). Glucose comments
20 (654) are descriptive comments which fall into one of a number of glucose comment sub-
categories (802), specifically a food comment sub-category, a health comment sub-

category and an exercise comment sub-category. The glucose comments (654) are stored

N

in the memory with an associated measured glucose level (708) and are displayed in the
logbook (560). Thus, the status of an individual's food intake, health or exercise level can

25 Dbe immediately entered at the time of measurement of a glucose level. Additionally, the
glucose comment insertion sequence (800) can be initiated from the logbook (560) by
operation of the OK button (118) when a glucose data record (656) is highlighted in the
user interface (250).

30 Each of the glucose comment sub-categories (802) can be highlighted in turn by operation
of the cursor button (122) and selected by operation of the OK button (118). For each of
the glucose comment sub-categories (802), there are a number of different glucose

comments (654) which can be highlighted by operation of the cursor button (122) and



of the cursor button (122) and sel ected by operation of the OK button (118).
For each of the gl ucose comment sub-categories (802), there are a nunber of
di fferent glucose conments (654) which can be highlighted by operation of
~the cursor button (122) and 28 selected by operation of the OK button
(118). For each of the glucose comment sub- categories (802), one of the

gl ucose coments (654) can be selected, @8cept for the health comment
sub-category (802b), for which, followi ng insertion of one health glucose
coment, casketdbyopastion ofither®kbett¢26IAR).t Borracka dfithe ethcose torhinabt sab-

addi tional heal t.h | ucose .co nt can be jnserted. This way, .up, to siX
heal th gl UCHUEOEEHA0AL S16 &) G EIOGRY SURBEMS (0 £oh BLsSIFeer CHPh s Rerlt

gl ucose | evglnd dffBhb-citeE81S (ST 161 WRRR) folloRing MSerfiOR O SRR (HRBEENT
sub-category (802a), the follow ng food glucose comments (654a) can be

sel ect ed angbnshentechuses thérasemintenface(280)to be Bdpt&l wich 'that apaddiBphdfl thealth Bef 10
Lunch", "Aft Lunch", "Bef .Di.nner", . »Aft Dinner." a "Ni ght", correspondi ng
Co bef ord | ENEPEGRPITen! SonedsaEed Thitatay: BEFOTS BEUHLAUS S RS Do or o
di nner,  af t QfecfHdAR stREEwith WY meashRid di@sORALE (10 iHQHéﬁleﬁl%ith?.SUb' category

(802b), the follow ng health glucose " comments (654b) can be sel ected and
stored in the nenory (202): "Stress", "Feel Hypo", "Illness", "Menses",

"Vacat i on" " " _havi f - expl i.ngs. the 15
exor i se gl faque R rahsrse SmREas DhsrFebnaan S et na o Ssasr BB cose
coments  (&348)cahd sBiecte€hfCtefbdan thexhanh8d (202): MBeMByIRr Y AR BAf", "Bef or e”,

"During" and "After", having self-explanatory neanings. Al so di sgl ayed in

t he userl( nbendhdc'Aft Remoh"wiBeh Diteery|"ddoldmned and iNight'b cemespgoding 4o before 20
" e" option 2 whigh ¢an b i | igh erat i,on,.of the cursor
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means ( 258) Féthé hedl§f g@icdsb eomhRASIlbaAtgbHe@92hb), teabll¢wihg)health placésey gl ucose
comments (654) which have been entered, into the nmenory (202) with tinme and

dat e i nf or ne@thmants $6>4p) ean; easselgstpdpadistased mobs memery (29 "Shresd glesbdybpmt ch i s
initiated wh he N LGe  1(n wi f LESE L when
the Ok butt oRrE o IRt T ReeE S ERber . 1R SL Rhlahlshbiblngs, Foc e 712
set - up sejjuexgeisagluosss consicankbatdteporp{802b) tlepfetlatingrexefcidelptudoss tommendevi ce
(100) through the yser_ interface (250). Custonisable settings are stored in
t he rrermr_y?@emanf Se@@diaﬁdaﬁfeél@ﬁ?‘%??m&%@w% Befosdayents’ s Adierh cul ar
the foll ow Rgyiff &lf-explanatory meanings.

Also displayed in the user interface (250) with the glucose comment sub-categories is a
20 "Save" option (802d), which can be highlighted by operation of the cursor button (122).
Selection of the "Save" option (802d) causes the transfer means (258) to transfer the
C measured glucose level (708), with any glucose comments (654) which have been entered,

into the memory (202) with time and date information.

25 The testing device (100) has a set-up sequence which is initiated when the testing device
(100) is used for the first time or when the OK button (118) and the back button (120) are
operated, together. The set-up sequence allows customisation of the operation of the testing
device (100) through the user interface (250). Customisable settings are stored in the
memory (202) for use in data entry, display or analysis. In particular, the following are

30 examples of customisable settings: the language used in the user interface (250), the
current time and date, the number of doses and types of insulin taken by an individual
using the testing device (100), whether an insulin pump is used by a user using the testing

device (100) and the number and type of different pills taken by an individual using the



30 exanpl es of custom sable settings: the | anguage used in the user
interface (250), the <current tinme and date, the nunber of doses and types
of insulin taken by an individual wusing the testing device (100), whether
-an insulin punp is used by a user using the testing device (100) and the
nunber and type of different pills taken by an individual using the 29
testing device. Additionally, the tinmes aofg day for different neal periods
(i.e. before breakfast, after breakfast, before lunch, after |unch, before

di nner, af t gLyl QRS mlﬁu&h9)meﬁﬁﬁse?d§ﬁfor d@féf&ﬁ%?ea'l ﬁé’x‘?&dsr%‘%%ﬂé‘h' ch are

dlsplayed as horizontal |1 nes”on any graphs displayed by the testing device
( 100) int hbredkﬁa;itl aiersbm&st befes lunal, dfer bnels,i Heifard dinmer, ftebdihoeredhd anght)

"after" al perio rm)re " 0" | eve can set, which
coeor i oo et teb st i ver Baes ik AR s bo R AT e of PG BGET evel s
and gener at 81sﬁlag&flw i tésftmg@eﬂ%é‘gl%?ﬁm @k 'dfs?&% sk&%ﬁkl ?Qﬁ) bé §pe@ﬁ1eﬁ%1t hi s
"Hypo" | evel pronpt neans can also i medi ately generate

non- cust dni Safvre” wad tefteg'smeal petieds. Turticspiraya Ydymdievel 08) bd sot, wikigh spestfsasr ed

| ucose | evel ahov dL) and | ow neasured. gl uco se | evel s (bel aw 20
T L) | . EEHEPHRRUR WSthis PR RS, MEE B B spA el B0 gHE pmne 1

si gni fi cant |y, L@due BRicdRAcRIFI0R [EfloR FROCHFHSDeWdi L h i ntai ning an accurate
record of an I ndi wg al's |1 ?esty | e. The présent 15 invention pronotes

frequent nDnltorlng for diabetic individuals by providing a sinple,

efficient recordi ng,. not .onl b.oo se levels, hut also ot

i or et on THAPEANBSen? ety SRS mpriah: arr A ST SO SRS Bhgi ng
gl ucose gmd gidpfagstebe (108) ﬁfrrm@ MBasufed $10&sERARRI (abRRWO0REY dNPARI 18w t he
tﬁéllng device provides and effective nedlcatlon recordal ~ system For

stance, i meahwedgiuces 1Stekt @slovh20 ngldlde neets the requirenents of the 20
National Committee for Quality Assurance's (NCQA) Health Plan Enpl oyer Data
and Information Set (HEDI S(r)). HEDI S(r) provides standardi sed performance

nmeasures f oy ceichsich, e thdtitls\dethed b B théi pr&sehithO&diRdh shi QAL ¢ deduBed BE bBRhdes
conpare the perfornance of "managed health care plans. 25 It will of course

be under st oessociatad wiempindaining ah aoamate oeronhef anciadivikht's hbewlepdﬂwlmemt way

g]; Og)e(ag? ? hgnl%ﬂ&gﬁ’{ Eng) e'_gs dlerfltI n%gﬁllo%rrllsg fO or d1aet 1% 1nd1v1adua.lb %y pr0v1d1ng ahsﬁrplpltehe

efficient way of recording, not only blood glucose levels, but also other information which
is likely to affect an individual's prognosis. By logging glucose and lifestyle information in
the manner described herein, the testing device provides and effective medication recordal
system. For instance, in the United States the device meets the requirements of the
20 National Committee for Quality Assurance's (NCQA) Health Plan Employer Data and
Information Set (HEDIS®). HEDIS® provides standardised performance measures for
(- providing individuals with information needed to reliably compare the performance of

managed health care plans.

25 It will of course be understood that the present invention has been described purely by way
of example only and that modifications of detail can be made within the scope of the

invention.



CLAIMS 1. Atesting device for testing an analyte in a sanple of bodily
fluid, conprising: nenory storing data, said data being anal yte data
related to anal yte nmeasurenents carried out by the testing device and
|ifestyle data, and the analyte data includes a pointer to a bodily

| ocation fromwhich an anal yte sanple was taken by an individual using the
testing device, wherein the testing device utilizes a plurality of data

poi nters, each of said data pointers indicating a separate bodily |ocation;
initiation neans for initiating imedigje entry of data related to a
specific category of lifestyle data; navigation neans for entry and
navigatioqngigayld data; and transfer neans for transferring said data to
said nmenory A testing device according to claim1, further conprising a
di splay screen, wherein the transfer neans is a processor, the processor
bei ng adapted to acce s the data st red int and di s, Ja sai d data
on the displ &y /st r}%tf%@tgﬁﬁdn Wl'%éS%QSPgF%fy '@ICQF}W' g\>//\/nere| n the

processor is f%érﬁlﬁf' s@i;tﬁ U8, daRl dREBIRY MaBile amkera%@td)ﬁaryk@m%h@nwﬂ@ di spl ay
results of said analysis on the display screen. . Atestin gﬂdew ce

accor di ng caoied|oat by the teftiag device anddlifgsizledatasandthe G@Rixteéé‘taénw SRPONREt her
Tper e dQ e IaRE P ASH LA B ah08 SamB g il b o RlaflilRd Bsihl G, Out o1 e

t hat pre(}eter range ana ans |spl ys a pronpt

di spl ay saesiap devleqwﬂ&telmgaelteqmmg dG‘f’lC@ﬂlﬂlZBS a phiralitg ofrdeapsinfergrach ofseid of the
testing deyice. @\’t estin dev ccor ding to claim3, wherein said

anal ysi s é’@ﬁ‘pﬂql%t%ré‘ %ﬂagﬁﬁgpaf%}a B?aélﬂna n the menory over a predeternined

tinme period. 6.iniftadiés ik @&Vilﬁﬁatﬁagcgﬁrqédwet&tﬁl &4 Ohed, rel&T 84 N SRictlic
navi gation neans is adapted to select data fof analysis or for display on

the di spl aptegoryedifesgle data; A testi ng devi ce according to claim1, wherein

said lifestyle data.is store r Ilfestyle records, each
lifestyle recornawg%t R RIR forengry&mggavé ag% %fsa‘d %tﬁ’pa da pointer to a

lifestyle eventtnanﬁﬁldmezﬁnﬂfblf tefisfekengvaaldidata to sald memory.

2. A testing device according to claim 1, further comprising a display screen,
wherein the transfer means is a processor, the processor being adapted to access the data

stored in the memory and display said data on the display screen.

3. A testing device according to claim 2, wherein the processor is further adapted to

perform an analysis on the data and display results of said analysis on the display screen.

4. A testing device according to claim 3, wherein said analysis includes determining
whether data lies outside a predetermined range, such that if said data lies outside that
predetermined range, the analysis means displays a prompt on the display screen

requesting input of one or more comments from a user of the testing device.

5. A testing device according to claim 3, wherein said analysis comprises averaging

data stored in the memory over a predetermined time period.

6. A testing device according to claim 3, wherein said navigation means is adapted

to select data for analysis or for display on the display screen.



8. Atesting device according to claiml1, wherein said analyte data is
stored in the nenory as analyte records, each analyte record conprising: a
data and tinme-stanp; and an analyte value. 9. A testing device according to
claim1l1, wherein each analyte record further conprises: a pointer to a
bodily l|ocation fromwhich an anal yte sanple was taken by an i ndivi dual
using the testing device; a pointer to a lifestyle event; and a lifestyle
val ue. 10. A testing device according to claim1l, wherein said initiation
nmeans is a plurality of function-specgfic buttons, each function-specific
button corresponding to a specific category of lifestyle data. 11. A
testing device for testing an analyze in a sanple of bodily fluid,

conpri si ng: I .St orj e ’ . i i

wherei n: " sai i Sorsing S Repma B0, S Rin B8 AR Ik WaBRERE he (|
bodi | y | oasd¢marg astifesgie eostdy,iedetalifestaledecoad comprisimgat i on nmeans i s adapted to
flag analyte data stqred in the nenory if said sanple of bodily fluidis
obt ai ned fron1§ﬁﬁ5VP§FW5f%mBBdily | ocation other than said specific bodily

| ocation fol | owgathté t6@anitestyl@eint; ;0 an anal yte neasurenent. 32 12, A
testing device according to claim1l, wherein said navigation neans is

further adapted lifestylagaloet e to the nenory said alternate bodily | ocation
such that a pointer to said alternate location is stored with associ ated
analyte data in the nmenory. 13. A testing device according to claim 12,
further conpgi A ngtigg dévigd acorliige®claimwherterein saidchnalbtd @@ istoned dmshe
conprises a cursoregutton nd gn buttfn, such that operation of the
cur sor butMYROrY 38 PIRYIE FREOHISs FACA PN YR LT CPRRTSHI8ay one or nore alternate

bodi |y I ocati on fpfdn@ifn&Qhmpshanding to one or nore alternate bodily
| ocati ons and ’
an analyte value.

9. A testing device according to claim 1, wherein each analyte record further
comprises:
a pointer to a bodily location from which an analyte sample was taken by an
individual using the testing device;
a pointer to a lifestyle event; and

a lifestyle value.

10. A testing device according to claim 1, wherein said initiation means is a plurality
of function-specific buttons, each function-specific button corresponding to a specific

category of lifestyle data.

11. A testing device for testing an analyte in a sample of bodily fluid, comprising:

memory for storing analyte data; and

navigation means,

wherein:

said sample of bodily fluid is usually obtained from a specific bodily location on
an individual; and

said navigation means is adapted to flag analyte data stored in the memory if said
sample of bodily fluid is obtained from an alternate bodily location other than said

specific bodily location following a carrying out of an analyte measurement.



operation of the OK button send said alternate bodily |location to the
menory. 14. A testing device according to claiml, further conprising
comuni cati on neans adapted to transfer data between said nenory and an
external device. 15. A testing device according to claim1l, wherein the
testing device is a glucose neter and one of the analytes being tested is
gl ucose. 16. A nethod of storing analyte data in a testing device for
testing an analyte in a sanple of bodily fluid, said nethod conprising the
steps of: obtaining a sanple of bodily 3buid froma bodily |ocation said
sanple of bodily fluid normally being obtained froma specific bodily

| ocation on an individual; measuring an analyte level in the sanple of

bodily fluidjp &Ee@ﬁﬁé‘@ev?&' £c8aRleyb1diRVAl whBrelFRERI Maulghtffohqnéaﬁag figthélevi ce;
and flagging said analyte [evel |n the ménory if said sanple of bodily fluid

was obt auademted tcnmdmateaﬂottbc mmrb@ddla}temtedmddm loatien, suklthat i pPirtpeti f i c
bodi |y Ioca on fl A n0d w@ors%ln 1345 FnlgeWnereln the step of
fl aggi ng §§1 Fltsng J?%lpgﬁﬁi ﬂ SO ﬁb 41d E g?orphg a pointer to
said alternate bodily Iocatlon W th sald analyte | eveling the nenory.
13. A testing device according to claim 12, further comprising a display screen,
wherein said navigation means comprises a cursor button and an OK button, such that
operation of the cursor button adapts the display screen to display one or more alternate
bodily location options corresponding to one or more alternate bodily locations and

operation of the OK button send said alternate bodily location to the memory.

14. A testing device according to claim 1, further comprising communication means

adapted to transfer data between said memory and an external device.

15. A testing device according to claim 1, wherein the testing device is a glucose

meter and one of the analytes being tested is glucose.

16. A method of storing analyte data in a testing device for testing an analyte in a
sample of bodily fluid, said method comprising the steps of:
obtaining a sample of bodily fluid from a bodily location ,said sample of bodily
fluid normally being obtained from a specific bodily location on an individual;
measuring an analyte level in the sample of bodily fluid;
storing said analyte level in memory in the testing device; and
flagging said analyte level in the memory if said sample of bodily fluid was

obtained from an alternate bodily location other than said specific bodily location.

17. A method according to claim 16, wherein the step of flagging said analyte level in
the memory comprises storing a pointer to said alternate bodily location with said analyte

leveling the memory.





