ANALYTE TESTI NG METHOD AND SYSTEM Background [0001] d ucose nonitoring is a
fact of everyday |ife for diabetic individuals. The accuracy of such
nonitoring can significantly affect the health and ultinmately the quality

of life of the person with diabetes. Cenerally, a diabetic patient neasures
bl ood gl ucose Ilevels several tines a day to nonitor and control blood sugar
| evels. Failure to test blood glucose |evels accurately and on a regul ar
basis can result in serious diabetes-related conplications, including

cardi ovascul ar di sease, kidney di sease, nerve damage and blindness. There
are a nunber of electronic devices currently avail able which enable an
individual to test the glucose level in a snmall sanple of blood. One such
glucose neter is the ONARVEE(TESPING METHMODIANDSYSEEM , a product which
i s manufactured by Lifescan. [0002] In addition to glucose nonitoring,

di abetic individuals often have to maintain tight control over their
lifestyle, so that they are not adversely affected by, for exanple,
irregul ar food consunption or exercise. In addition, a physician dealing
with a particular diabetic individual requires detailed information on the
lifestyle of the Badigrodndl to provide effective treatnment or nodification
of treatnent for controlling diabetes. Currently, one of the ways of
nonitoring the lifestyle of an individual with diabetes has been for the
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the OneTouch® Profile ™ glucose meter, a product which is manufactured by Lifescan.

[0002] 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 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.

[0003] The aforementioned methods of recording lifestyle information are inherently
difficult, time consuming, and possibly inaccurate. Paper logbooks are not necessarily
always carried by an individual and may not be accurately completed when required.
Such paper logbooks are small and it is therefore difficult to enter detailed information
requiring detailed descriptors of lifestyle events. Furthermore, an individual may often
forget key facts about their lifestyle when questioned by a physician who has to manually

review and interpret information from a hand-written notebook. There is no analysis



there are no graphical reductions or sunmary of the information. Entry of
data into a secondary data storage system such as a database or other

el ectronic system requires a |aborious transcription of information,
including lifestyle data, into this secondary data storage. Difficulty of
data recordati on encourages retrospective entry of pertinent information
that results in inaccurate and i nconplete records. [0004] Moreover, a

di abetic individual often has to keep a plurality of devices on their
person for diagnosis and treatnent, for exanple both glucose |evel
nonitoring equi pment and nedi cation. Hence, having to carry paper records
of their lifestyle is an added unwanted burden and entry of data therein is
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devi ce havi ngo@plet frayalysis e Onk Bh& deddi®,is the Accu-Check™ Complete™ System from
Roche Diagnostics, which provides limited functionality for storing lifestyle data.
However, the Accu-Check™ Complete™ System only permits a limited selection of
lifestyle variables to be stored in a meter. 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.

Summary of the Disclosure

[0006] Applicants have recognized a need for an electronic device for logging and
analyzing lifestyle data, which does not increase the number of devices an individual has
to keep on their person. Such device must be also more intuitive and easier to use than
other devices, thereby encouraging an individual to record information related to their
lifestyle. Lifestyle data should be taken to mean any quantifiable information, which
might affect or represent an individual's physical condition. Examples of lifestyle data are
food consumption, physical exertion (e.g. exercise), medication intake and health checks

performed on the individual.
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processor, nmenory and user interface buttons. The nethod can be achi eved by
measuring an analyte with the anal yte neasurenent device; displaying a

val ue representative of the analyte; pronpting a user to select a flag to
associate the flag with the value; and pressing only one of the user
interface buttons once to store the flag wwth the value in the nenory of
the device. [0008] In an enbodi nent, the pronpting may include repetitively
flashing on the display an icon representative of the one of the user
interface buttons to pronpt a selection of such wuser interface button.
[0009] In an enbodi ment, the icon includes an icon selected froma group
consisting of a first triangle and a second triangle having a smaller area
t han t h@087]r st t rinanig ef tHeofot@pingrandnin eeroodiinaewith onk @spest, liade fsuprprided a
includes disabling.all of the user interface . butt.ons ex for of the
user interf aBg B@lgf %@?tlrﬁ)ﬁﬁﬁa&jﬁtﬁ H’fﬁ“ﬁ%%@idﬁﬁlﬁ{? tﬂaﬂgﬁla 9 ?asﬂ’%eégmﬁlg&%bns

i nclude an upoBULEO Mhenrf aNMuRH i t¥face BGon AT IR thEthod Wir BlachidRd By ndasw@ihg
enbodi ment, ‘user selectable flags include a before nmeal flag or an after
nmeal flag. 4m0mBjte ithahe erbyidinmesiremantatevise] displaping afvaliggeprasantpdive gh thef t er

| flag. [0014] | mbodi nent , t ting incl | Dt |
2 ser  whenctBh % PrABARNE FRFTat -t ad PBdB A TEi e JAE {Bos PR G BatRY 0

enbodi ment, e RE BMAE A& ihREfaEEBS IS GABE otora thiSRig WHE BRMRIuAinTRASYmbRY
step indicates'that an analyte value is outside a predeterm ned range.

[ 0016] | n anofahbdenipent, the pressing includes storing in nenory the date
and ting
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strip into a strip port provided by the neasurenent device; and depositing

a bl ood sanpher nerdacedsittong portion of the test strip wthout entering a
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[0010] In an embodiment, the method further includes disabling all of the user interface
buttons except for one of the user interface buttons.
[0011} In an embodiment, user interface buttons include an up button, a down button, and

an enter button.

[0012] In an embodiment, user selectable flags include a before meal flag or an after meal
flag.

[0013] In an embodiment, user selectable flags include an after meal flag.

[0014] In an embodiment, the prompting includes always prompting a user whenever a

measuring step has been completed.

[0015] In an embodiment, the prompting includes prompting a user whenever a measuring
step indicates that an analyte value is outside a predetermined range.

[0016] In an embodiment, the pressing includes storing in memory the date and time at the
completion of the measuring step along with the selected flag.

[0017] In an embodiment, the analyte measurement device includes a glucose meter.

[0018] In an embodiment, measuring includes inserting a test strip into a strip port
provided by the measurement device; and depositing a blood sample on a testing portion
of the test strip without entering a calibration parameter for the test strip.

[0019] In an embodiment, the measuring includes inserting a test strip into a strip port

provided by the measurement device; inputting a calibration parameter for the test strip via



3 the user interface buttons of the device; and depositing a blood sanple on
a testing portion of the test strip. [0020] In an enbodi nent, the inserting
i ncl udes turning on the nmeasurenent device when the stripis fully inserted
into the strip port. 10021] In an enbodi ment, one of a plurality of user
selectable flags is selected froma group consisting essentially of at

| east one of a comment title, a plurality of comments, comrent page nunber,
no comrent, not enough food, too nuch food, m|d exercise, strenuous

exerci se, nedication, stress, illness, hypoglycem c state, nenses, vacation,
and conbinations thereof. [0022] In an enbodinent, a plurality of nmenus is
di spl ayed. [00231 In an enbodi nent, one of a plurality of menus includes a
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[0024] In an embodiment, a plurality of menus includes a display of a prompt for all

results average, before meal average, after meal average.

[0025] In view of the foregoing and in accordance with another aspect, there is provided a
method of operating an analyte measurement device having a display, user interface,
processor, memory and user interface buttons. The method can be achieved by measuring
an analyte with the analyte measurement device; displaying a value representative of the
analyte; prompting a user to select a flag to associate the flag with the value whenever the
measuring is completed; ignoring activation of any of the user interface buttons except for
a selected button; and associating the value with the flag upon activation of the selected
button in the memory of the device.

[0026] In an embodiment, the prompting includes repetitively flashing on the display an
icon representative of the selected user interface buttons to prompt a selection of such user
interface button.

[0027] These and other embodiments, features and advantages will become apparent to
those skilled in the art when taken with reference to the following more detailed
description of the invention in conjunction with the accompanying drawings that are first

briefly described.
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briefly described. 4 Brief Description of the Figures [0028] The
acconpanyi ng drawi ngs, which are incorporated herein and constitute part of
this specification, illustrate presently preferred enbodi nents of the
invention, and, together with the general description given above and the
detail ed description given below, serve to explain features of the

i nvention (wherein |ike nunerals represent |like elenents), of which: [0029]
Figure 1 is an exenplary plan view of an anal yte neasurenent devi ce,
according to an enbodinent. [0030] Figure 2 is an exenplary bl ock di agram
illustrating the principal internal conponents of an anal yte neasurenent
devi ce, according to an enbodlnent . [0031] Figure 3 is an exenplary fl ow
chart |IIustrat|n3rkf'i’ { o Fagunes; an analyte neasur ement devi ce,
according to an enbodi nent. [0032] Figure 4 is an exenplary flow chart
illustrating a method of operating an anal yte neasurenent device when only
a singl goeser intepd a&%ntmhylaF dedwih e vaieH 3tk enoveRsatee ReRin ardisonstituiespadtaifi ve,
according to an enmbodi ment . [0033] Figure 5 is an exenplary flow chart
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[0031] Figure 3 is an exemplary flow chart illustrating a method of operating an analyte

measurement device, according to an embodiment .

[0032] Figure 4 is an exemplary flow chart illustrating a method of operating an analyte
measurement device when only a single user interface button on the analyte measurement
device is active, according to an embodiment .

[0033] Figure S is an exemplary flow chart illustrating a method of operating an analyte
measurement device where a user is prompted or queried when an analyte value is outside
a predetermined range, according to an embodiment.

[0034] Figure 6 is an exemplary flow chart illustrating a method of operating an analyte
measurement device where a flag, an analyte value, and the date and time of a
measurement are stored in the memory of the analyte measurement device, according to an
embodiment.

[0035] Figure 7 is an exemplary flow chart illustrating a method of operating an analyte
measurement device after inserting a test strip into a strip port in the analyte measurement
device, according to an embodiment.

[0036] Figure 8 is an exemplary flow chart illustrating a method of operating an analyte
measurement device after inserting a test strip into a strip port in the analyte measurement
device and either entering or confirming calibration parameters of the test strip, according

to an embodiment.



device and either entering or confirmng calibration paraneters of the test
strip, according to an enbodinent. 5 [0037] Figure 9 is an exenplary flow
chart illustrating a nethod of operating an anal yte neasurenent device
after inserting a test strip into a strip port in the anal yte measurenent
device thereby turning the anal yte neasurenent device on, according to an
enbodi nent. [0038] Figure 10 is an exenplary flow chart illustrating a

met hod of operating an anal yte nmeasurenent device where all but one user
interface buttons are ignored, according to an enbodinment. [0039] Figure 11
is an exenplary flow chart illustrating a nethod of operating an analyte
measur enent devi ce and actions taken %@the anal yte neasurenent device
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Detailed Description of the Figures

[0041] The following detailed description should be read with reference to the drawings,
in which like elements in different drawings are identically numbered. The drawings,
which are not necessarily to scale, depict selected embodiments and are not intended to
limit the scope of the invention. The detailed description illustrates by way of example,
not by way of limitation, the principles of the invention. This description will clearly
enable one skilled in the art to make and use the invention, and describes several
embodiments, adaptations, variations, alternatives and uses of the invention, including
what is presently believed to be the best mode of carrying out the invention.

[0042] Figure 1 illustrates an analyte measurement device 100, for testing glucose levels
in the blood of an individual. Analyte measurement device 100 may include user interface
buttons (106, 108, 110) for entry of data, navigation of menus, and execution of
commands. Data can include values representative of analyte concentration, and/or
information, which are related to the everyday lifestyle of an individual. Information,
which is related to the everyday lifestyle, can include food intake, medication use, the
occurrence of health check-ups and general health condition and exercise levels of an

individual. Analyte measurement device 100 also may include display 104. Display 104



occurrence of health check-ups and general health condition and exercise

| evel s of an individual. Analyte neasurenent device 100 al so may i ncl ude
di splay 104. Display 104 6 can be used to report neasured gl ucose |evels,
and to facilitate entry of lifestyle related information. [0043] Analyte
measur enent device 100 may include first user interface button 106, second
user interface button 108, and third user interface button 110. User
interface buttons 106, 108, and 110 facilitate entry and anal ysis of data
stored in the testing device, enabling a user to navigate through the user
interface displayed on display 104. User interface buttons 106, 108, and
110 include first marking 107, second narKi
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106, navigating to and selecting a meter off option from a main menu screen, or by not
pressing any buttons for a predetermined time. Display 104 can optionally include a
backlight.

[0045] Data port 113 accepts a suitable connector attached to a connecting lead, thereby
allowing analyte measurement device 100 to be linked to an external device such as a
personal computer. Data port 113 can be any port that allows for transmission of data
(serial or parallel) such as, for example, serial or parallel port in wired or wireless form. A
personal computer, running appropriate software, allows entry and modification of set-up
information (e.g. the current time, date, and language), and can perform analysis of data
collected by analyte measurement device 100. In addition, the personal computer may be
able to perform advanced analysis functions, and/or transmit data to other computers (i.e.
over the internet) for improved diagnosis and treatment. Connecting analyte measurement
device 100 with a local or remote computer facilitates improved treatment by health care
providers.

[0046] Referring to Fig. 2, an exemplary internal layout of analyte measurement device
100 is shown. Analyte measurement device 100 may include a processor 200, which in
some embodiments described and illustrated herein is a 32-bit RISC microcontroller. In

other embodiments described and illustrated herein, processor 200 is selected preferably



providers. [0046] Referring to Fig. 2, an exenplary internal |ayout of

anal yte neasurenent device 100 is shown. Anal yte neasurenent device 100 may
i ncl ude a processor 200, which in some enbodi nents described and
illustrated herein is a 32-bit RISC microcontroller. In other enbodi nents
described and illustrated herein, processor 200 is selected preferably 7
fromthe MSP 430 famly of ultra-low power mcro controll ers manufactured by
Texas Instrunments of Dallas, Texas. The processor can be bi-directionally
connected via I/O ports 214 to nenory 202, which in some enbodi nents
described and illustrated herein is an EEPROM Al so connected to processor
200 via I/ O ports 214 are the data port 113, the wuser interface buttons
106, 108, antomhit MRt fdindlylcdylter-lonepoveg gnicmgpatrglisrs mansfagtyreddy Teghnect ed

to processor, 200, thereby enabli transfer qf .data between r 2 and
an  ext er nal IN§EYPEYS Ogﬁé_ﬁasa e’éaspigg81}98?33%??'83}6@?%”6? Orna‘iﬂﬁtcgrr’?r%%g %%f/ ons
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controls display 104 via display driver 236. [00471 In enbodi nents
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vol tages can pass to and from ASIC 204 by way of anal og interface 205.

Anal og si gnaéxermalotaviasasus as atpsrspagleonpsiesalstrantesiaoe bytianstl§o, Hisyppdg] 10 are
signals by A/.D converter, 216. Pro sqQr 200 t her i ncl,ud r 8 Rl(]\/l
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the processof3g 200 is configured (or programmed) to disable all of the user
interface buttons except for a single button upon a display of an analyte
val ue bj00dfAE di splregmbodimestsdhscaibed find illxiatpd bereind analyfg neeasyungmepedaving 140t er
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illustrati ngstajpri@tihmdtedﬁntgig‘gmdrhgl?anf&mm yaltages can pass to and from ASIC 204 by
way of analog interface 205. Analog signals from analog interface 205 can be converted to
digital signals by A/D converter 216. Processor 200 further includes core 208, ROM 210
(containing computer code), RAM 212, and clock 218. In one embodiment, the processor
200 is configured (or programmed) to disable all of the user interface buttons except for a
single button upon a display of an analyte value by the display unit such as, for example,
during a time period after an analyte measurement. In an alternative embodiment, the
processor 200 is configured (or programmed) to ignore any input from all of the user
interface buttons except for a single button upon a display of an analyte value by the
display unit.

[0048] Figure 3 is an exemplary flow chart illustrating a method of operating an analyte

measurement device, according to an embodiment described and illustrated herein.
Method 300 includes steps 302, 304, 306, and 308. In step 302, an analyte measuring
device measures an analyte. In step 304, the analyte measuring device displays a value
representative of the analyte. In step 306, the analyte measuring device prompts the user to
select a flag to associate with the displayed value. In step 308, a single user interface
button is pressed once, causing the flag and the displayed value to be stored in the memory

of the analyte measurement device. In any embodiment described and illustrated herein,

the analyte measurement device may include a display, a user interface, a processor, a



measur enent devi ce, according to an enbodi nent described and illustrated
herein. Method 300 includes steps 302, 304, 306, and 308. In step 302, an
anal yte neasuring device neasures an analyte. In step 304, the anal yte
measuri ng device displays a value representative of the analyte. In step
306, the anal yte neasuring device pronpts the user to select a flag to
associate with the displayed value. In step 308, a single user interface
button is pressed once, causing the flag and the displayed value to be
stored in the nenory of the anal yte neasurenent device. In any enbodi nent
described and illustrated herein, the analyte neasurenent devi ce may
i nclude a display, a user |nterface a processor, (gland user
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interface buffsgpeon the anal yte neasurement device is active, according to
an enbodi ment described and illustrated herein. Method 400 includes steps
402, 40{0049Ds6, 4081gum1@|1s4a110exemrplasy dovadart idustating g methaseefiaperiginden |a@@lyte
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devi ce pronpys,itd@ ab'ﬁ@er a&ébrdﬁ?'t@% eRbbHiAR T QesBEERCAnAL BudMatdd Heliaanokwembamed
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interface button is pressed once, causing the flag and the displayed value to be stored in
the memory of the analyte measurement device. In any embodiment described and
illustrated herein, user interface buttons may include an “up” button, a “down” button, and
an “enter” or “OK” button. In any embodiment described and illustrated herein, user
selectable flags may include a before meal flag or an after meal flag. In any embodiment
described and illustrated herein, prompts may be used whenever a measuring step has been
completed.

[0050] Figure 5 is an exemplary flow chart illustrating a method of operating an analyte

measurement device where a user is prompted or queried when an analyte value is outside
a predetermined range, according to an embodiment described and illustrated herein.
Method 500 includes steps 502, 504, 506, and 508. In step 502, an analyte measuring
device measures an analyte. In step 504, the analyte measuring device displays a value
representative of the analyte. In step 506, the analyte measuring device prompts the user to
select a flag to associate with the displayed value when the displayed value is outside a
predetermined range. In step 508, a single user interface button is pressed once, causing
the flag and the displayed value to be stored in the memory of the analyte measurement

device.
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conpleted. [0050] Figure 5 is an exenplary flow chart illustrating a nethod
of operating an analyte neasurenent device where a user is pronpted or
gueri ed when an anal yte value is outside a predeterm ned range, according
to an enbodi nent described and illustrated herein. Method 500 incl udes
steps 502, 504, 506, and 508. In step 502, an anal yte neasuring device
nmeasures an analyte. In step 504, the anal yte neasuring device displays a
value representative of the analyte. In step 506, the anal yte neasuring
device pronpts the user to select a flag to associate with the displ ayed
val ue when the displayed value is outside a predeterm ned range. In step
508, a single user interface button is pressed once, causing the flag and
t he di s@iodayjed val Biguteos Bensixemethry flowhdarnilimtmytingd a tieehoaneloptmting as anaytent

device. 9 [0051] Figure 6 is an exenplary flow chart illustrating a nethod
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and the dat e and 'élﬁ t6red ERER o fMeEamy2E BladRehB1f JTBRE! cQhirghs
anal yte neasﬁ@engﬁ% ggg%éfdggggﬁglng fg éh gﬁéog?ne%t esc??be& agg o
illustrated trebelimentMestroskdeEMd illnttatdderen.ayisth60 800 Gyde68ps 6@H G036, | n
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val ue, and the date and _tine at the conpletion of the neasurenent to_ be
stored in théispiarwtyales [ sep 2A% 4 faglpiises dnterfass budleniis Rresseq ORFSs cavaiinfent

described a i e} e I i pnchude
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for an i nput stbiedan tisanhemdheofttke amalyteuerayiragentikyide Ninadnye neébodisg@it aysonidpedf a
nmessage and awajting for an input by the user. [0052kﬁgi%are 7 is an

exenpl ary f 1 &% Eystrated hergiay theranglytenpasuppg deyicomay Ml aguehsgaler As used
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illustrated hareying” mhithotle/Ofisplagihy dés nebegs add 2waifing forr@6nputds, thanskr.710.
'n step [070%%1 at elgi[gufc;[ 5 iispanltgieim%lary flow chart illustrating a method of operating an analyte
measurement device after inserting a test strip 10 into a strip port 113 in the analyte
measurement device, according to an embodiment described and illustrated herein.
Method 700 includes steps 702, 704, 706, 708, and 710. In step 702, a test strip 10 is
inserted into a strip port in an analyte measurement device. In step 704, blood is applied to
a test portion (the portion distal from the strip port 112) of the test strip 10 without
entering or confirming calibration parameters of the test strip 10. In step 706, the analyte
measuring device displays a value representative of the analyte. In step 708, the analyte
measuring device prompts the user to select a flag to associate with the displayed value. In
step 710, a single user interface button is pressed once, causing the flag and the displayed
value to be stored in the memory of the analyte measurement device. In any embodiment
described and illustrated herein, measuring may include: inserting a test strip 10 into a
strip port in the analyte measurement device, then depositing a sample of blood on a
testing portion of the test strip 10 without entering a calibration parameter for the test strip
10.
[0053] Figure 8 is an exemplary flow chart illustrating a method of operating an analyte

measurement device after inserting a test strip 10 into a strip port in the analyte

measurement device and either entering or confirming calibration parameters of the test

10



inserted into a strip port in an anal yte neasurenent device. In step 704,
blood is applied to a test portion (the portion distal fromthe strip port
112) of the test strip 10 without entering or confirmng calibration
paranmeters of the test strip 10. In step 706, the analyte measuring device
di spl ays a val ue representative of the analyte. In step 708, the analyte
measuri ng device pronpts the user to select a flag to associate with the

di spl ayed value. In step 710, a single user interface button is pressed
once, causing the flag and the displayed value to be stored in the nenory
of the anal yte neasurenent device. In any enbodi nent described and

illustrated herein, neasuring may include; inserting a test stri(g 10 into a
strip port istripHé, ansatdjngtorancenuastment dgesribed and Hantraep bsicin. Mdethod 8¢l e of
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measur ement device after inserting a test strip 10 into a strip port in the
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measurement device thereby turning the analyte measurement device on, according to an
embodiment described and illustrated herein. Method 900 includes steps 902, 904, 906,
908, and 910. In step 902, a test strip 10 is inserted into a strip port in an analyte
measurement device, thereby turning it on. In step 904, blood is applied to a test portion of
the test strip 10 without entering or confirming calibration parameters of the test strip 10.
In step 906, the analyte measuring device displays a value representative of the analyte. In
step 908, the analyte measuring device prompts the user to select a flag to associate with
the displayed value. In step 910, a single user interface button is pressed once, causing the
flag and the displayed value to be stored in the memory of the analyte measurement
device. In any embodiment described and illustrated herein, inserting may include turning
on the measurement device when the strip is fully inserted into the strip port. In any
embodiment described and illustrated herein, one of a plurality of user selectable flags
may be selected from a group consisting essentially of at least one of a comment title, a
plurality of comments, comment page number, no comment, not enough food, too much
food, mild exercise, strenuous exercise, medication, stress, illness, hypoglycemic state,
menses, vacation, and combinations thereof. In any embodiment described and illustrated

herein, a plurality of menus may be displayed. In any embodiment described and
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measur enent devi ce thereby turning the anal yte neasurenent device on
according to an enbodi nent described and illustrated herein. Method 900

i ncl udes steps 902, 904, 906, 908, and 910. In step 902, a test strip 10 is
inserted into a strip port in an analyte neasurenent device, thereby
turning it on. In step 904, blood is applied to a test portion of the test
strip 10 without entering or confirmng calibration paraneters of the test
strip 10. In step 906, the anal yte neasuring device di splays a val ue
representative of the analyte. In step 908, the anal yte measuring device
pronpts the user to select a flag to associate with the displayed value. In
step 910, a single user interface button is pressed once, causing the flag
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anal yt e neasygdched and 111ustrated herein, prompting may include repetitively flashing on the
display an icon representative of a single user interface button to prompt selection of the
single user interface button.

[0056] Figure 11 is an exemplary flow chart illustrating a method of operating an analyte

measurement device and actions taken by the analyte measurement device, according to an
embodiment described and illustrated herein. Method 1100 includes steps 1102, 1104,
1106, 1108,1110, 1112,1114, 1116, 1118, and 1120. In step 1102, a user inserts a test
strip 10 into a strip port in an analyte measurement device. In step 1104, the analyte
measuring device turns on. In step 1106, the analyte measuring device displays an LCD
check screen. In step 1108, the analyte measuring device displays a sample application
prompt. In step 1110, the user applies sample to the test strip 10. In step 1112, the analyte
measuring device displays a series of countdown screens. In step 1114, the analyte
measuring device displays a value representative of the analyte and prompts the user to
select an after meal flag to associate with the displayed value. In step 1116, the user
selects an after meal flag, causing the flag and the displayed value to be stored in the

memory of the analyte measurement device. In step 1118, the analyte measurement device
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device ignores activation of all but a single user interface button. In step
1010, the single non-ignored user interface button is pressed once, causing
the flag and the displayed value to be stored in the nenory of the anal yte
measur enent device. In any enbodi nent described and illustrated herein,
pronpting may include repetitively flashing on the display an icon
representative of a single user interface button to pronpt selection of the
single user interface button. [00561 Figure 11 is an exenplary fl ow chart
illustrating a method of operating an analyte neasurenent device and
actions taken by the anal yte nmeasurenent device, according to an enbodi nent
described and illustrated herein. Method 1100 includes steps 1102, 1104,
1106, 1108, displays angpfter meahflag eopfismatiqn gn stgp 4 120, 3ke analyte megsurggent dgvige e
inserts at ' [ : L Rt - anal, asurenment devi ce.
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t he di splayed value. In step 1116, the user selects an after neal flag,
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interaction fromthe user., 100571 Figure 12 illustrates a series _of user
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with the displayed value. Screens 1216 and 1218 are alternated, creating the impression of
blinking icons 1217 and 1219 next to the after meal prompt 1215. Blinking icons 1217 and
1219 draw attention to the after meal prompt 1215, and to a user interface button that
includes a similar icon. Screens 1216 and 1218 include meal flag confirmation window
1213, which is empty when a meal flag has not been selected. In screens 1220 and 1222,
the analyte measuring device displays a value representative of the analyte and indicates to
the user that an after meal flag will be associated with the displayed value. Screens 1220
and 1222 are alternated, creating the impression of blinking icons 1223 and 1225 next to
the after meal prompt 1215. Blinking icons 1223 and 1225 draw attention to the after meal
prompt 1215, and to a user interface button that includes a similar icon. Screens 1220 and
1222 may include meal flag confirmation icon 1221, and is displayed after a user selects
an after meal flag. If a user selects a user interface button that is correlated to blinking
icons 1217 and 1219 when screen 1216 or 1218 is displayed, then screen 1220 or 1222 is
displayed. If a user selects a user interface button that is correlated to blinking icons 1223
and 1225 when screen 1220 or 1222 is displayed, then screen 1216 or 1218 is displayed.

In this way, the user can toggle between activating an after meal flag (as in screens 1220

and 1222), and deactivating an after meal flag (as in screens 1216 and 1218).
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are alternated, creating the inpression of a blinking drop of blood. Once
sanple is applied to the test strip 10, screens 1206, 1208, 1210, 1212, and
1214 are displayed, in succession. Screens 1206 through 1214 provide a
countdown to result that is approximately 5 seconds in duration. In screens
1216 and 1218, the anal yte neasuring device displays a value representative
of the analyte and pronpts the user to select an after neal flag to
associate wth the displayed value. Screens 1216 and 1218 are alternated,
creating the inpression of blinking icons 1217 and 1219 next to the after
meal pronpt 1215. Blinking icons 1217 and 1219 draw attention to the after
meal pronpt 1215, and to_a user jnterface button that _includes a simlar
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record of an_ individual's blood glucose testing and |ifestyle. The various

embodi ment s & thelaet witlagengnizejthitahe prdaring obegriasysebstmaybomotidictaad teay such
"ecor di ng nof oSM G araa DR BRat VR OR e R n SO GHRCRAE
likely to af bege stps i bel fduRdimsd pRanest Sin aByard1RY 1 ResOVMGOSRsiBRD ad wWhiead yl e
performed sequentially as described above. Therefore, to the extent there are variations of
the invention, which are within the spirit of the disclosure or equivalent to the inventions

found in the claims, it is the intent that this patent will cover those variations as well.
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information in the manner described herein, the testing device and nethods
described and illustrated herein provide an effective record keeping
system [0059] While the invention has been described in terns of particular
variations and illustrative figures, those of ordinary skill in the art
wi ||l recognize that the invention is not limted to the variations or
figures described. In addition, where nethods and steps described above
indicate certain events occurring in certain order, those of ordinary skil
in the art will recognize that the ordering of certain steps may be nodified
and that such nodifications are in accordance with the variations of the
invention. Additionally, certain of the steps may be performed concurrently
in a parallel process when possible, as well as performed sequentially as
describ re, to the extent there are variations of the
inventigﬂ?ggﬁgg%fgﬁﬁﬁ§ﬁ$hin the spirit of the disclosure or equivalent to
the inventi OASmetfl@dlBﬂoﬂe@atiﬂgﬁhnc‘dnaifﬂ@meiisturdlﬁerﬁ devitahanhg b ARblalyhiser padrene, W | |
cover those variations as well. 14 WHAT IS CLAIMED IS: 1. A nethod of
oper at i P§CesaOTa MEMAr e and usan inipdane WEons dheyaoihad camarisipgay, user interface,
processor, nmenory. an 1 nterf C LSING7. .

suh? ag.aHg'lg{ebmq b%lo@%?l f?l#& PR ﬁ%ermﬁl e %H&lg‘ﬁ rﬁ%&éﬁ%ﬁ%ﬂggeevlce,

. m,
nmeasuri ng an 5 a eln I ol [o]s] uird of "a user w

nmeasur ement a@yhﬁ@ga\Qh&ph@&hm@na@wQMQﬁmmgmgesentative of the anal yte;
pronpting or querying a user to select a flag to associate the flag with the
val ue of t heproauingos quemitngpr wsssionglesht flageasspciath shauag with ther vadieeo 3R t ons
once to sﬁ re tthe flag with the value in the nenory of the device. 2. The

met hod %?i%F%ﬁW% 1, in which the pronpting conprises repetitively flashing on

the di spl aypassih€ailyoapbearnisat inkefadl biithms @Ree 0fstéoehdiSgy withtley fahgeinhhg t ons
to suggest a selection of such user interface button. 3. The nethod of

cl ai m 2memerypf thh deiee.i con conprises a first triangle. 4. The method of
claiml1, further conprising disabling all of the user interface buttons
except for the one of the user interface buttons. 5. The nethod of claim1,

in which theTHsgktiodlgiage, RUvhRASHEHIMPHEE campHieseibdt@ive] yalaARE on the
display an icon representative of the one of the user interface buttons to suggest a selection of
such user interface button.

3. The method of claim 2, in which the icon comprises a first triangle.

4, The method of claim 1, further comprising disabling all of the user interface buttons

except for the one of the user interface buttons.

5. The method of claim 1, in which the user interface buttons comprise an up button, a down

button and an enter button.

6. The method of claim 1, in which the user selectable flag comprises a flag selected from a

group consisting of a before meal flag or an after meal flag.
7. The method of claim 6, in which the user selectable flag comprises an after meal flag.

8. The method of claim 1, in which the prompting comprises always prompting a user

whenever a measuring step has been completed.
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button and an enter button. 6. The nmethod of claim1, in which the user

sel ectable flag conprises a flag selected froma group consisting of a
before neal flag or an after neal flag. 7. The nethod of claim®6, in which
the user selectable flag conprises an after neal flag. 8. The nethod of
claim1l1, in which the pronpting conprises always pronpting a user whenever
a neasuring step has been conpleted. 15 9. The nethod of claim1, in which
the pronpting conprises pronpting a user whenever a nmeasuring step

i ndi cates that an analyte value is outside a predeterm ned range. 10. The
met hod of claim 1, in which the pressing conprises storing in menmory the
date and tine at the conpletion of the nmeasuring step with theﬁéslected

flag. 1%. Théhemehwd odrlagmdi g which heypoppting SOMAHEFSHPEOTHBURL R BIFEAYICHRKFT e
conpr i S%%a&rngﬂ&gﬁﬁdlcﬁséﬁatta&%a ayw@alﬁsﬁmfémeé gleaemmea?an ich the

measuri ng co stri tri t provided by

t he nmeasurenent device; and dep05|t|ng a bIood sanple on a testing portion
of the test strip without enterin calibration paraneter for the test
strip. 18. Thbe msthed el staim| laimvhic |thf3 ISP ¢HRPTHEHSIQFING &) BEMoFY dedslatefgdr t i ng

a test ﬁtrlgﬂmq% ﬁ%ngkggﬁg%&upbgg gQgﬂgﬁegagngﬁgg%renent device; inputting

a calibra n-par Vi a ser interface buttons of
the device; and, depositing a bl ood sanple on a testing portion of the test
strip. 14. The nethod of claiml1, in which the inserting conprlses t urni ng
on the hbasulBeisthodgpdgiasm kﬂmwhtcﬁéh%@rraﬂsﬁe $agyIpnEnt 4’?§@Ft¢é@1ppﬁ%s’cﬁ gHesst rip
port 15e The nmethod of claim4, in which the user selectable flag is
selectealFron1a group consisting essentially of at |east one of a comment
title, a plurality of comrents, comment page nunber, no conment, not enough
food, too nuch food, mld exercise, strenuous exercise, nedlcatlon stress,
i || ness 12hypdhe pedndol staane , Inphicddhe paamuing SOMBREESconbi nat i ons t her eof . 16

The ot hod Ofnsehitl M shf HSE s EHTRH 566 BE0l MuRnRhHIGHIL dpT TENUS C0

depositing a blood sample on a testing portion of the test strip without entering a

calibration parameter for the test strip.

13.  The method of claim 1, in which the measuring comprises

inserting a test strip into a strip port provided by the measurement device;

inputting a calibration parameter for the test strip via the user interface buttons of the
device; and,

depositing a blood sample on a testing portion of the test strip.

14.  The method of claim 1, in which the inserting comprises turning on the measurement

device when the strip is fully inserted into the strip port.

15. The method of claim 4, in which the user selectable flag is selected from a group
consisting essentially of at least one of a comment title, a plurality of comments, comment page
number, no comment, not enough food, too much food, mild exercise, strenuous exercise,
medication, stress, illness, hypoglycemic state, menses, vacation, and combinations thereof.

16.  The method of claim 4, further comprising selecting a plurality of menus to be displayed.

17.  The method of claim 16, in which one of the plurality of menus comprises a prompt for
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17. The method of claim 16, in which one of the plurality of nmenus conprises
a pronpt for 16 last result, all results, result average, and set up. 18.
The nethod of claim 17, in which another of the plurality of nenus conprises
a display of a pronpt for all results average, before nmeal average, and
after neal average. 19. A nethod of operating an anal yte neasurenent device
havi ng a di splay, user interface, processor, nenory and user interface
buttons, the method conprising: measuring an analyte in a biological fluid
of the user with the anal yte nmeasurenent device; displaying a value
representative of the analyte; pronpting a user to select a flag to
associate the flag wwth the value of the analyte whenever the neasuring is
conpl etlest;resvinalt rasgltgeesultavemge aidaetyupof t he user interface buttons except
for a selected button; and associating the value with the flag upon
activation of the selected button in the nenory of the device. 20. The

Bt hod ol i . . _ . . C ST 1 ashifg
on the pg(cii sp?%{/%éﬁog ?gﬁl\ﬁ'ir}}ég?’e%gﬁlggl ve é&?) 9%?%35@%?1 ci&eﬁéﬁgtgp}dp %11? éesxr/af Jal%ﬁeﬁy of
but t onsa prongt ueditresuls everpe,drfwt neakiverageeand aftee nfeab@velbaget on. 17

19. A method of operating an analyte measurement device having a display, user interface,
processor, memory and user interface buttons, the method comprising:

measuring an analyte in a biological fluid of the user with the analyte measurement
device;

displaying a value representative of the analyte;

prompting a user to select a flag to associate the flag with the value of the analyte
whenever the measuring is completed,;

ignoring activation of any of the user interface buttons except for a selected button; and

associating the value with the flag upon activation of the selected button in the memory of

the device.
20. The method of claim 19, in which the prompting comprises repetitively flashing on the

display an icon representative of the selected user interface buttons to suggest a selection of such

user interface button.
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