WO 2006/065702 A1 || 000000 0 000 O A

(12) INTERNATIONAL APPLICATION PUBLISHED UNDER THE PATENT COOPERATION TREATY (PCT)

. . AT
(19) World Intellectual Property Organization S d | [I

) |0 00 OO OO

International Bureau

(43) International Publication Date
22 June 2006 (22.06.2006)

(10) International Publication Number

WO 2006/065702 Al

(51) International Patent Classification:
GOIN 33/487 (2006.01) AG61B 5/00 (2006.01)

(21) International Application Number:
PCT/US2005/044802

(22) International Filing Date:
12 December 2005 (12.12.2005)

English
English

(25) Filing Language:
(26) Publication Language:

(30) Priority Data:
60/635,574 13 December 2004 (13.12.2004) US

(71) Applicant (for all designated States except US): BAYER
HEALTHCARE LLC [US/US]; 1884 Miles Avenue, P.O.
Box 40, Elkhart, Indiana 46514-0040 (US).

(72) Inventors; and

(75) Inventors/Applicants (for US only): LOK, Hoi-wah,
Derek [CA/US]; 51998 South Lake Drive, Granger, Indi-
ana 46530 (US). TRZYBINSKI, Robert [US/US]; 50516
Glenshire Court, Granger, Indiana 46530 (US). KHEIRI,

(74)

(81)

(84)

Mohammad, A. [US/US]; 52092 Winding Waters South,
Elkhart, Indiana 46514 (US).

Agents: GATZ, John, C. et al.; Jenkens & Gilchrist, a
Professional Corporation, 225 W. Washington Street, Suite
2600, Chicago, Illinois 60606-3418 (US).

Designated States (unless otherwise indicated, for every
kind of national protection available): AE, AG, AL, AM,
AT, AU, AZ, BA, BB, BG, BR, BW, BY, BZ, CA, CH, CN,
CO, CR, CU, CZ, DE, DK, DM, DZ, EC, EE, EG, ES, FI,
GB, GD, GE, GH, GM, HR, HU, ID, IL, IN, IS, JP, KE,
KG, KM, KN, KP, KR, KZ, LC, LK, LR, LS, LT, LU, LV,
LY, MA, MD, MG, MK, MN, MW, MX, MZ, NA, NG, NI,
NO, NZ, OM, PG, PH, PL, PT, RO, RU, SC, SD, SE, SG,
SK, SL, SM, SY, TJ, TM, TN, TR, TT, TZ, UA, UG, US,
UZ,VC, VN, YU, ZA, ZM, ZW.

Designated States (unless otherwise indicated, for every
kind of regional protection available): ARIPO (BW, GH,
GM, KE, LS, MW, MZ, NA, SD, SL, SZ, TZ, UG, 7ZM,
7ZW), Eurasian (AM, AZ, BY, KG, KZ, MD, RU, TJ, TM),
European (AT, BE, BG, CH, CY, CZ, DE, DK, EE, ES, FI,

[Continued on next page]

(54) Title: MARKER FOR READINGS TAKEN FROM ALTERNATIVE SITE TESTS

(57) Abstract: A meter for determining
the concentration of an analyte in a fluid
sample comprises a memory device,
electrical circuitry and a detection
device for distinguishing between an
alternative site test and a standard site
test. The memory device is adapted
to store information. The electrical
circuitry is adapted to determine the
analyte concentration of the fluid sample
located on a test sensor. The electrical
circuitry is in electronic communication
with the memory device. The electrical
circuitry communicates the determined
analyte concentration to the memory
device for storage.



WO 2006/065702 A1 II}H10 Y A0VOH0 T 00 0100 A

FR, GB, GR, HU, IE, IS, IT, LT, LU, LV, MC, NL, PL, PT,  Published:

RO, SE, SI, SK, TR), OAPI (BE, BJ, CE, CG, CI, CM, GA, —  with international search report
GN, GQ, GW, ML, MR, NE, SN, TD, TG). —  before the expiration of the time limit for amending the
claims and to be republished in the event of receipt of
amendments
Declaration under Rule 4.17: For two-letter codes and other abbreviations, refer to the "Guid-

— s to applicant’s entitlement to apply for and be granted a  ance Notes on Codes and Abbreviations" appearing at the begin-
patent (Rule 4.17(ii)) ning of each regular issue of the PCT Gazette.



WO 2006/065702 PCT/US2005/044802

MARKER FOR READINGS TAKEN FROM ALTERNATIVE SITE TESTS

FIELD OF THE INVENTION

[0001] The present invention relates generally to fluid sample testing and, more
particularly, to a system and method for distinguishing test results obtained from alternative-

test-site fluid samples from standard-test-site fluid samples.

BACKGROUND OF THE INVENTION

[0602] The quantitative determination of analytes in body fluids is of great importance in
the diagnoses and maintenance of certain physiological abnormalities. For example, lactate,
cholesterol, and bilirubin should be monitored in certain individuals. In particular,
determining glucose in body fluids is important to diabetic individuals who must frequently |
check the glucose level in their body fluids to regulate the glucose intake in their diets.

[0003] Those who have irregular blood glucose concentration levels are medically
requfred to regularly self-monitor their blood glucose concentration level. The purpose of
monitoring theé blood glucose concentration level is to determine the blood glucose
concentration level and then to take corrective action, based upon whether the level is too
high or too low, to bring the level back within a normal range. The failure to take corrective
action can have serious implications. When blood glucose levels drop too low—a condition
known as hypoglycemia—a person can become nervous, shaky, and confused. That person’s
judgment may become impaired and they may eventually faint. A person can also become
very i1l if their blood glucose level becomes too high—a condition known as hyperglycemia.
Both conditions, hypoglycemia and hyperglycemia, are potentially life-threatening
emergencies. .

[0004] One method of monitoring a test subject’s blood glucose level is with a portable,
hand-held blood glucose testing device. In order to check the blood glucose level with the
testing device, a drop of blood is obtained from the fingertip using a lancing device. A
typical lancing device contains a needle lancet to puncture the skin of a finger. This
monitoring procedure often is repeated several times a day. Because this procedure can be
painful, instruments have been developed to obtain blood from alternate sites other than a

. fingertip such as arms, legs and palm of the hand. Although obtaining a blood sample from
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an alternate site is less painful, Alternative Site Testing (AST) results in intrinsic testing
problems that have not previously been addressed.

[0005] Typically, the test subject uses the hand-held blood testing device to determine the
glucose concentration in the blood sample. The test subject then writes the determined
concentration into a log book along with other information, such as the date and timel. This
log book is then provided to a physician or other health care professional who analyzes tlﬁe
provided data to determine the proper course of action for the test subject. Thus, if the data in
the log book is flawed, the diagnosis and course of action generally will be flawed as well.
[0006] Utilizing AST increases the potential for improper glucose concentrations to be
obtained. For example, to help ensure a proper determination of the glucose concentration,
AST should not be used for approximately two hours after a meal, insulin injection, or
exercise. Though test subjects are geheral]y informed of these precautions by their health
care professional(sL test subjects have been known to disregard or forget these precautions.
Thus, even if the test subject properly utilizes the blood testing device and accurately records
the data into their log book, the data may still be flawed. _ -
[0007] Therefore, there exists a need for a system that distinguishes an alternative-site

test result from a standard-site test result.

SUMMARY OF THE INVENTION

[0008] A meter for determining the concentration of an analyte in-a fluid sample is
disclosed, according to one embodiment of the preéent invention. The meter includes a
memory device adapted to store information and an electrical circuitry adapted to determine
the analyte concentration of the fluid sample located on a test sensor. The electrical circuitry
is in electronic communication with the memory device and communicates the determined
analyte concentration to the memory device for storage. The meter further includes a means
for distinguishing an alternative site test from a standard site test. ' '

[0009] According to another embodiment of the present invention, a meter for
determining the concentration of an analyte in a fluid sample is disclosed. The meter
includes a memory device adapted to store information and an electrical circuitry adapted to
determine the analyte concentration of the fluid sample located on a test sensor. The
electrical circuitry is in electronic communication with the memory device and communicates

the determined analyte concentration to the memory device for storage. The meter further
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includes a detection device adapted to detect when the meter is being used for an alternative
site test. The detection device is in electronic communication with the memory device and
electrical circuitry. The determined analyte concentration is stored in the memory device
along with a marker indicating whether the fluid sample was obtained from an alternative test
site. _
[00010] According to yet another embodiment of the present invention, an integrated
meter for determining the concentration of an analyte in a fluid sample is disc]os;ed. The
integrated meter includes a lancing mechanism incorporated into the above disclosed meter.
The lancing mechanism is adapted to assist in the collection of the fluid sample. The lancing
mechanism includes an endcap and a removably attachable lance dfsposed at least partially
therein.
[00011]  According to one embodiment of the present invention a mqthod f(;r determining
an analyte concentration in a fluid sample is disclosed. The method includes the act of
providing a meter adapted to determine the analyte concentration in the fluid sample after the
fluid sample has been applied to a test sensor. The meter has a memory device.adapted to
store information. The method further includes the act of providing a lancing mechanism
including at least one removeably attachéble endcap. The method further includes the acts of
attaching the at least one endcap to the lancing mechanism and collecting the fluid sample by
lancing the skin of a test subject with a lance removably attached to the lancing mechanism.
The method further includes the acts of detecting whether an alternative test site is being
lanced by the lancing mechanism and applying the collected fluid sample to the test sensor.
The method further includes the acts of determining the analyte concentration in the applied
fluid sample, storing the determined analyte concentration in the memory device, and
" marking the determined analyte concentration as being collected from the alternative test site.
The marker being linked to the determined analyte concentration.
[00012] According to another embodiment of the present invention, a method for
determining an analyte concentration in a fluid sample is disclosed. The method includes the
-act of providing a meter having (i) a memory device adapted to store information, (ii) an
electrical circuitry adapted to determine the analyte concentration of the fluid sample located
on a test sensor, and (iii) means for distinguishing an alternative site test from a standard site
test. The electrical circuitry of the meter is 1n e]ecfronic communication with the memory

device and communicates the determined analyte concentration to the memory device for
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storage. The method further includes the act of marking the determined analyte concentration
with a marker. The marker being linked.to the determined analyte concentration. The
marker distinguishing the determined analyte concentration as being from the fluid sample
collected from either an alternative test site or a standard test site.

[00013] The above summary of the present invention 1s not intended to represent each
embodiment, or every aspect, of the present invention. Addiﬁonal features and benefits of the

present invention are apparent from the detailed description and figures set forth below.

BRIEF DESCRIPTION OF THE DRAWINGS

[00014] FIG. 1 is a top view of an integrated meter, according to one embodiment of the
present invention. |

[00015] FIG. 2 is a flowchart illustrating a method of marking an analyte concentration as
being collected from an alternative test site, according to one embodiment of the present
invention. |

[00016] . FIG. 3 is a top view of a meter and a lancing mechanism, according to another
~ embodiment of the present invention. | |

[00017] FIG. 4 is a top view of a meter having an AST button, according to yet another
emBodiment of the present invention. |

[00018] FIG. 5 is a top view of a meter having a plurality of endcap docking stations,

according to one embodiment of the present invention.

DESCRIPTION OF ILLUSTRATED EMBODIMENTS

[00019] The present invention is directed to a system and method for distinguishing
between an analyte concentration obtained via an Alteﬁative-Site Test (AST) and an analyte
concentration obtained via a Standard-Site Test (SST). The analyte concentrations may then
be marked with at least one marker to distinguish the AST results from the SST results.
Analyte concentrations that may be marked using the present invention include, fér example,
glucose, lipid profiles (e.g., cholesterol, triglycerides, LDL and HDL), microalbumin,
hemoglobin Al(;, fructose, lactate, bilirubin, or prothrombin. The present invention is not
limited, however, to these specific analytes and it i1s contemplated that other analyte

concentrations may be marked. The analytes may be in, for example, a whole blood sample,
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a blood serum sample, -a blood plasma sample, other body fluids like ISF (interstitial fluid)
and urine, or other non-body fluid samples.

[00020] Turning now to the drawings and initially to FIG. 1, an integrated meter 10 is
illustrated that may be used in combination with the present invention. The integraped meter
10 comprises a housing 12, a lancing mechanism 14, a testing mechanism 16, a display 18,
and a button set 20. An external portion 22 of the lancing méchanism 14 is located on a
testing end 24 of the housing 12. The lancing mechanism 14 is partially enclosed within the
housing 12 with a lancing endcap 26 removably attached to the external portion 22 of the
lancing mechanism 14 opposite the housing 12. A siider 28 1s located on the exterior of the
housing 12 and is operatively connected to the lancing mechanism 14 so as to cock the
lancing mechanism 14.

[00021] The lancing mechanism 14 is used to lance the skin of a test subject- with a
removably attached lance 30 (e.g., a lancet). The lancing endcap 26 has a central aperture
‘and protects the test subject from inadvertently contacting the lance 30 located therein. The
lance 30 is adapted to obtain a fluid sarﬁple from the test subject. In use, the slider 28 is
utilized to cock the lancing mechanism 14—moving the lance 30 further into the houéihg 12.
A firing button 32 is provided on the exterior of the housing 12 that, when depressed, fires.
the cocked lancing device 14. A face 34 of the endcap 26 can be touched to the skin of the
test subject. The lanhcing device 14 can then be fired (by depressing the firing button 32)
causing the lance 30 to extend from the endcap 26 and pierce the skin of the tést subject. The
lancing mechanism 14 is adjacent to the testing mechanism 16 for convenient side-by-side
lanbing and testing that reduces the required level of component manipulation by the user.
As illustrated in FIG. 1, the testing mechanism 16 is angularly aligned oh the meter 10 to
facilitate an AST. However, the location and interactién of the components of the integrated
meter 10 may vary and a more detailed description of the various configurations is not
necessary to understand the present invention.

[00022]  The testing mechanism 16 includes a test-sensor opening 36 formed in the testing
end 24 of the housing 12. The test-sensor opening 36 is adapted to seat a test sensor 38
therein. The test sensor 38 contains at least one reagent located thereon that is adapted to
react with an analyte of interest within a fluid sample. The test sensor 38 may be seated in
the test-sensor opening 36 by the test subject, or may be dispensed and seated in the test-

sensor opening 36 from within the integrated meter 10. Once seated, the test sensor 38 1s

-
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connected to electrical circuitry (not shown) within the integrated meter 10 that is adapted to
perform an electrochemical determination of the concentration of an analyte in a fluid
sample. An ejection mechanism 40 is provided to allow the test subject to remove the test
sensor 38 from the integrated meter 10 once the fluid sample analysis has been performed.
[00023] The display 18 is used to display the determined concentration and provide other
information to the test subject. As will be discussed below, the display may also be used to
indicéte to a user that an AST or a SST 1s being or hés been performed. The test subject may
interact with the integrated meter 10 by utilizing the button set 20.
[00024] As discussed above, the integrated meter 10 includes electrical circuitry (not
shown). The electrical circuitry includes various electronics and electrical components used
to operate the integrated meter 10. The electrical circuitry is connected to the display 18 as
well as the testing mechanism 16. Further, the electrical circuitry is communicatively
coupled to a memory device (not shown). The mefnory device is adapted to store information
such as determined analyte concentrations, whether the fluid sample was collected from an
alternative test site, date and time information, etc. The memory device is typically a
nonvolatile memory, such as, for example, EPROM (erasable programmable read-only
memory) or EEPROM (electrically erasable programmable read-only n]elnofy). A battery
(not shown) is used to power the electrical circuitry and display 18 within the integrated
meter 10.
[00025] The electrical circuitry can include a communications interface 42 adapted to
allow the integrated meter 10 to communicate with an external device (e.g., computer, laptop,
personal digital assistant, remote server, a network-connected device, etc.). The
 communications interface 42 allows the external device to access at least the analyte
concentrations. stored in the memory device. The communication interface 42 can be any
number of devices that allow the integrated meter 10 to communicate with an external device,
such as, for example, a standard serial port, an infra-red emitter/detector port, la telephone
jack, a radio frequency transmitter/receiver port, modem, etc. The electrical circuitry may
also include ROM chips for carrying out programs.
[00026] © The lancing mechanism 14 of the integrated meter 10 is adapted to utilize a
plurality of lancing endcaps 26. For example, a test squect can attach a SST endcap when
the test subject prefers to collect a sample from their fingertip. Alternatively, an AST endcap

can be attached to the lancing mechanism 14 when an AST is desired. Typically, an AST

#
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endcap 1s transparent to allow the test subject to look through the endcap to determine the
volume of blood that is collected after lancing the skin. The AST endcap may also have a
wider opening to allow more skin to insert therein, thus allowing for a deeper lancing of the
skin.

[00027] The lancing mechanism 14 includes a detection device (not shown)— that may
have one or more type of sensor incorporated therein—to detect when an AST endcap (or in
other embodiments a SST endcap) has been attached. For example, according to one
embodiment the detection device of the lancing mechanism 14 contains at least one sensor to
detect electrical contacts on an AST endcap. In this embodiment, the AST endcap contains at
least one electricél contact thereon. The contact can then be detected by the sensor to
determine that an AST endcap is being used. The SST endcap (adapted to éllow standard
fingertip lancing) may contain contacts arranged in a di‘fferent configuration or may be |
contact free. Alternatively, at least one contact may be located on an AST lance that can be
detected by the sensor to determine that an AST is being performed.

[00028] In another embodiment, the meter includes at least two lancing mechanisms. The
first lancing mechanism is designed to-allow a test subject to lance a fingertip, while the
second lancing mechanism is designed to allow a test subject to lance an alternative-test site.
In this embodiment one or both of the lancing mechanisms may contain a pressure sensor that
is adapted to detect when an endcap 26 or lance 30 is attached to the lancing mechanism.
Thus, if an endcap 26 or lance 30 is attached to the alternative-test site lancing mechanism,
the detection device determines that an AST is being performed.

[00029] In yet another embodiment, the detection device of the lancing mechanism 14
contains one or more optical sensor. In this embodiment, the AST endcaﬁ and the SST
endcap may be made of different materials. For example, the AST endcap may be made of a
r_no.re optically clear material than the SST endcap, such that when the SST endcap is
attached, the ‘optical sensor detects the presence of the endcap and the detection device
determines that an AST is not being performed. Alternatively, the optical sensor may be used
to detect that an AST lance or an SST lance has been removeably attached to the lancing
mechanism 14.

[00030] In aﬁother embodiment of the present invention, the detection device of the
lancing mechanism 14 includes a depth sensor (not shown) that is adapted to determine the

depth of puncture that the lance 30 will produce. In this embodiment, the depth sensor
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determines the distance that the lance 30 extends from the face 34 of the endcap 26. The
depth of puncture 1s typically mdlcatwe of whether an alternative test site on a test subject 1s
being lanced.  When the depth sensor detects that the lance 30 is extending further than 2
predetermined threshold, the detection device sends a communication to the electronic
circuitry and/or memory device to indicate that an AST is being performed. The lancing-
mechanism 14 may also allow the threshold to be customized to the test subject to suit the
individual needs of the test subject. |

{00031} - Referring also to FIG. 2, é method for marking an analyte concentration
determined from a fluid sample collected from an alternative test site is illustrated, according
to one embodiment of the present inventiori. Initially, an endcap 26 is removeably attached
to the lancing mechanism 14, at step 50. The endcap 26 may be an AST endcap, a SST
endcap, or another type of endcap. At decision box 52, a determination i1s made as to whether
the attached endcap is an AST endcap. This determination is made by the detection device
included in the lancing nléchénisnn. If the determination is made, at decision box 52, that an
AST endcap has been attached, an AST notification is sent to the electrical circuitry and/or
memory device of the meter, at step 54. The test subject then utilizes the lancing mechanism
to lance their skin, at step 56. Alternatively, if at step 52, the decision is made that an AST
endcap has not been attached—or a determination is not made at all—the test subject lances
their skin, at step 58. Once the test subject has lanced their skin at step 58, a determination is
made by the detection device, at decision box 60, whether the lance 30 extended further than
a predetermined (or customized) threshold. If the detection device determines that the lance
30 did extend past the predetermined threshold (indicating that an alternative test site was
lanced by the test subject), an AST notification i1s sent to the electrical circuitry and/or
memory device of the meter, at step 62. |

[00032] After the test subject has lanced their skin at step 56 or step 58, the collected fluid
sample is applied to a test sensor, at step 64. The meter then, at step 66, determines the
analyte concentration of the fluid sample that has been applied to the test sensor. The analyte
concentration determined at step 66 is stored to the memory device, at step 68. Additionally,
if an AST notification has been sent by the detection device at step 54 or step 62, the analyte
concentration stored into the memory device at step 68 is marked with an AST marker, at

step 70, that is linked to the analyte concentration.
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[00033] The marker may be’linked or coupled to the stored analyte concentration by ahy
means known in the art. Suffice it to say, that when an analyte concentration has been
marked with an AST marker, the AST marker will be made apparent to the test subject on the
display of the meter. Additionally or alternatively, the AST marker will appear with the
associated analyte concentration if the information contained on the memory device is
downloaded or otherwise communicated to an external device via the communication
interface 42. |
[00034] Turning now to FIG. 3, a meter .110 and separate lancing mechanism 114 are
illustrated according to another embodiment of the present invention. The meter 110 and
lancing mechanism 114 are operative iﬁ much the same way as the integrated meter 10
described above‘ with respect to FIG. 1. The meter 110 and lancing mechanism 114 are
adapted to assist in performing the method for distinguishing between an analyte
concentration determined from an AST fluid sample and from an SST fluid sample, as
described above with respect to FIG. 2. _
[00035] The illustratéd meter 110 comprises an optical read-head 116, a display 118, a
button set 120, a communications interface 142, and a detection device (not shown). The
optical read-head 116 is adapted to optically determine an analyte concentration of a fluid
sample. - Though, as is reédily apparent from the above discussion, the manner in which the
analyte concentration 1s determined is not of importaﬂce to the AST or SST marking of the
present invention. Thus, a meter or integrated meter utilizing any number of methods (e.g.,
optically, electrochemically, viscosimetrically, thermally, etc.) to determine the concentration
of analyte in a fluid sample may be incorporated into the present invention.
[00036] The lancing mechanism 114 comprises an endcap 126 with a removeably
attachable lance 130 partially disposes therein. The endcap 126 is attached to the housing
132 of the lancing mechanism 114 opposite an actuatér 134. The actuator 134 is adapted to
cause the lance 130 to extend from the face 134 of the endcap 126 and puncture the test
subjects skin. An adjustment mech.'anism 136 1s provided to adjust the depth that the lance
130 is able to extend from the face 134 of the endcap 126.
[00037] The lancing mechanism 114 also comprises an external detection device (not
shown) that is adapted to determine whether an alternative test site or a standard test site is to
be punctured on the test subject. The external detection device is located within the lancing

mechanism 114 and is separate from the meter 110. The external detection device is coupled
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to a communication interface 140 located on the lancing mechanism 114.  The
communication interface 140 may be one or more of a variety of types, such as an infra-red
emitter/detector port, a radio frequency transmitter/receiver port, a standard serial port, a
telephone jack, etc. The communication interface 140 is adapted to communicate with a
detection device (not shown) in the meter 110.

[.00038] The detection device of the meter 110 is adapted to receive the communication for
the external detection device of the lancing mechanism 114, and communicate the
communication to one or both of the electrical cifcuitry and memory device of the meter 110.
Thus, when the external detection device determines that an altermnative test site is being
lanced, the communication interface 140 provides this information to the meter 110 that can
then mark the analyte concentration, once determined, as being collected from an altemnative
test site or a standard test site.

[00039] The external detection device of the lancing mechanism 14 may be of the type
described above with respect to the detection device of the integrated meter 10, illustrated in
FIG. 1. Additionally or alternatively, the detection device may be adapted to monitor the
adjustment mechanism 136 to determine whether an AST or SST 1s beihg performed. For
example, the adjustment mechanism 136 may include an AST position that a test subject may
use to perform an AST. Typically, the AST position is designed to allow the lance 130 to
further extend from the face 134 of the endcap 126, thus piercing further into the skin of the |
test subject. By utilizing the adjustment mechanism 136, a single endcap 126 may be utilized
to perform both an AST and a SST. In these embodiments, the endcap 126 may be
removeably attachable to the housing 132 of the lancing mechanism 114 or may be
permanently fixed thereto.

[00040]  As illustrated in FIG. 3, the display 118 may includé a marker portion 144 that
indicates that the displayed analyte concentration is from an AST. In addition or as an
alternative to the above described marking method, the button. set 120 may be adapted to
allow a test subject to manually mark an analyte concentration as being from an AST. In
other embodiments, an additional button is added to the button set and is provided solely to
allow a user to manually mark an analyte concentration as being from an alternative test site,
as illustrated 1n FIG. 4. .

[00041]  FIG. 4 illustrates a meter 210 that includes an AST button 220d in a button set
220. The AST button 220d is adapted to allow a test subject to distinguish an AST from a
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SST. In this embodiment, the default test mode for the meter 210 is set as a-SST. Thus,
when the meter 210 is activated (e.g., turned on), the meter 210 will expect that a fluid
sample will be collected from a standard t‘est site. However, if a test subject plans to perform
an AST, the test subject depresses the AST button 220d to communicate fo the meter that this
fluid sample that will be analyzed is from an alternative test site. Depressing the AST button
220d a second time will toggle the meter 210 back into the default SST mode.

[00042] The meter 210 is similar to the meter 110 of FIG. 3 in design and includes a
| detection device (nbt shown) in some embodiments. In other embodiments, the AST button
220d is the sole means fo} distinguishing an AST from a SST. In yet other embodiments, the
AST button 220d is replaced with a SST button and the default test mode is set to AST.
[00043] Turning now to FIG. 5, a meter 310 is illustrated according to one embodiment of
the present invention. The meter 310 includes a plurality of endcap docking stations 350, 354
that are each adapted to seat an endcap. In one embodiment, the AST-endcap docking station
| 350 that seats the AST endcap is slighﬂy larger than the SST endcap docking station 354. In
other embodiments, where both the AST endcap and the SST gndcap are the same (or of
similar) size, as illustrated in FIG. 5, the endcap docking stations 350, 354 may be 'visually
distinguished with text, as illustrated in FIG. 5. In yet otheAr embodiments of the present
invention, a portion of the endcap—that is seated in they endcap docking stations 350, 3‘54—
1s uniquely ‘shaped to distinguish an AST endcap from a SST endcap. In these embodiments,
the endcap docking statiops 350, 354 are shaped so as to allow only an AST endcap to be
seated in the AST-endcap docking station 350 and only allow a SST endcap to be seated in
the SST-endcap docking station 354. The endcap docking stations 350, 354 may be
distinguishable in other ways, such as, by color, by texture, by location, etc.

[00044] The meter 310 includes at least one detection device (not shown) that detects
when an endcap is removed from one of the endcap docking stations 350, 354. For example,
if a test subject removes the AST endcap from the AST-endcap docking station 350, the
detection device detects the removal of the AST endcap and communicates the removal to the
electrical circuitry of the meter 310. Thus, the meter 310 determines that an AST is being
performed and .' can link the determined analyte concentration with an AST marker.
Alternatively, thé detection device may detect the removal of the SST endcap from the SST-
endcab docking station 354. In this embodiment, the meter 310 determines that a SST 1s

.being performed. The detection device may be any of the variety of detection devices

-
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described above with respect to the meter 10, illustrated in FIG. 1. In some embodiments, the
meter 310 is configured to prohibit testing if both the SST-endcap and the AST-endcap are
removed from the endcap docking stations 350, 354.

[00045] In other embodiments of the present invention, a single endcap docking station 1s
formed in the meter 310. In these embodiments, the detection device determines when the
endcap is removed from the endcap docking station and communicates the removal to the
electronic éircuitry. The meter 310 then determines whether an AST or SST is being
perfonned based on whether the endcap docking station is adapted to seat an AST endcap or
a SST endcap. The meter 310 then marks the determined analyte concentration with an
ap.pr_opriate marker (where necéssary) and links the marker to the determined analyte
concentration stored in the memory device.

[00046] It should be readily apparent from the above discussion, that a marker is linked to
a determined analyte concentration to distinguish a result from an AST from a result from a
SST. In some embodiments of the preseﬁt invention, an AST marker is used and linked to
analyte concentrations deteﬁnined from alternative-test-site fluid samples. While in other
embodiments, a SST marker is used and linked to analyte concentrations determined from
standard-test-site fluid samples. In yet other embodiments, either an AST marker.or a SST
marker is linked to each of the determined analyte concentrations depending on where the
fluid sample was collected from. As is apparent to one skilled in the art, the marking system
may be any of the above described systems, or obvious variations thereof, sufficient to
distinguish an AST analyte concentration from a SST analyte concentration. A
[00047]  The electrical circuitry of the above meters may also include a calendar device to
track the time and/or date that a measurement is taken. The calendar device may be, for
example, a real-time clock adapted to electronically communicate date and time information
to the memory device. The date and time information can be linked to (“time stamped”) the
determined analyte concentration. The date and time information may be used to flag suspect
analyte concentrations where an AST test would. not be appropriate.

[00048] For example, an AST is not recommended to be performed within two hours of
eating a meal due to fluctuations in the analyte concentrations during this interval. The meter
may be programmed to assume that when a test subject performs a fluid sample test between
the hours of 11:00 a.m.-12:30 p.m. that they are performing a pre-meal test. 1f a test subject

then performs a second test within two hours of the first test, and the second test is

P
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determined to be an AST, the meter would flag the determined analyte concentration as being
suspect. In addition to flagging the data, the meter may sound an alarm wamning the test
subject that an AST is not recommended at this time. By utilizing the time information, and
flagging the suspect determination thereafter, the meter assists the test subject in
remembering to follow the guidelines for an AST. Additionally, a heath care professional
could later view the flag and remind the test subject of the AST guidelines and could
reeducate the test subject accordingly.

[00049]  Alternative Embodiment A

A meter for determining the concentration of an analyte in a fluid sample, the meter
comprising:

a memory device adapted to store information;

an electrical circuitry adépted to determine the analyte concentration of the fluid
sample located on a test sensor, the electrical circuitry being in electronic communication
~ with the memory device, the electrical circuitry communicating the determined analyte
concentration to the memory device for storage; and

‘means for distinguishing an alternative site test from a s.tandard site test.

[00050] Alternative Embodiment B

The meter of Alternative Embodiment A wherein the determined analyte
concentration is marked with an AST marker when the fluid sample is obtained from an
alternative test site.

[00051] Alternative Embodiment C

"The meter of Alternative Embodiment A wherein the determined analyte
concentration is marked with a marker when the fluid sample is obtained from a standard test
site.

[00052]  Alternative Embodiment D

The meter of Alternative Embodiment A further comprising a button set adapted to
allow a test subject to distinguish an alternative site test from a standard site test.

[00053] Alternative Embodiment E

The meter of Alternative Embodiment D wherein the button set includes an individual
button adapted to allow the test subject to distinguish an alternative site test from a standard

site test.
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[00054]  Alternative Embodiment F _

| The meter of Alternative Embodiment A further comprising a communications
interface in communication with at least one of the electrical circuitry and the memory
device, the communications interface adapted to communicate information' provided by at
least one of the electrical circuitry and the memory device to an external device.

[00055] Alternative Embodiment G

The meter of Alternative Embodiment F wherein the communicated information
includes at least one determined analyte concentration.

[00056]  Alternative Embodiment H

The meter of Alternative Embodiment G wherein the communicated information
includes an AST marker linked to the at least one determined analyte concentration when the
at Ieast one determined analyte concentration was obtained from an alternative test site.

[00057] Alternative Embodiment I

The meter of Alternative Embodiment G wherein the communicated information
includes a date and time stamp linked to each of the at least one determined analyte
concentration.

‘[00058] * Alternative Embodiment J

The meter of Alternative Embodiment A wherein a detection device distinguishes an

alternative site test from a standard site test.

[00059]  Alternative Embodiment K

The meter of Alternative Embodiment J further comprising at least one endcap
docking station formed in the meter, the endcap docking station being adapted to seat at least
one endcap for storage therein.

[00060]  Alternative Embodiment L

The meter of Alternative Embodiment K wherein the detection device detects when
an AST endcap has been removed from the at least one endcap docking station.

[00061] Alternative Embodiment M

The meter of Alternative Embodiment L wherein the determined analyte
cornicentration is-marked with an AST marker when the detection device detects that the AST

endcap has been removed from the at least one endcap docking station.
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[00062] Alternative Embodiment N

The meter of Alternative Embodiment K wherein the detection device detects when a
SST endcap has been removed from the at least one endcap docking station.

[00063]  Alernative Embodiment O

The meter of Alternative Embodiment N wherein the determined analyte
concentration is marked with a marker when the detection device detects that the SST endcap
has been removed from the at least one endcaip docking station.

[00064] - Alternative Embodiment P

A meter for determining the concentration of an analyte in a fluid sample, the meter
comprising:

a memory device adapted to store information;

an electrical circuitry adapted to determine the analyte concentration of the fluid
sample located on a test sensor, the electrical circuitry being in electronic communication
with the memory device, the electrical circuitry communicating the determined analyte
concentration to the memory device for storage; and .

a detection device adapted to detect when the meter is being used fof an alternative
site test, the detection device being in electronic communication with the memory device and
electrical circuitry, o

wherein the determined analyte concen'tration is stored in the memory device along
with a marker indicating whether the fluid sample was obtained from an alternative test site.

[00065] Alternative Embodiment Q

The meter of Altemative Embodiment P wherein the electrical circuitry includes a
read-head for optiéally determining the concentration of the analyte.

[00066] Alternative Embodiment R

The meter of Alternative Embodiment P wherein the electrical circuitry
electrochemically determines the concentration of the analyte.

[00067] Alternative Embodiment S

The meter of Alternative Embodiment P wherein the detection device communicates
to one or more of the electrical circuitry and memory device when the alternative site test has

been detected.
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[00068]  Alternative Embodiment T

The meter of Alternative Embodiment P wherein the detection device communicates .
to one or more of the electrical circuitry and memory device when a standard site test has
been detected.

[00069] Alternative Embodiment U

The meter of Alternative Embodiment P wherein the meter is adapted to be used with
a lancing mechanism, the detection device detecting when an AST endcap has been
removably attached to the lancing mechanism. |

[00070] Alternative Embodiment V

The meter of Alternative Embodiment P wherein the meter is adapted to be.used with
a lancing mechanism, the detection device detecting the distance a lance extends from' the
Jancing mechanism to determine whether an alternative test site is being lanced.

[00071] Alternative Embodiment W

The meter of Alternative Embodiment P wherein the detection device of the meter is
_in communication with an external detection device, the external detection device being
located in a lancing mechanism, the external detection device being adapted to communicate
to the detection device of the meter when the lancing mechanism is being used to obtain a
fluid sample from an alternative test site. |

[00072] Alternative Embodiment X

The meter of Alternative Embodiment W wherein the detection device of the meter is
an infra-red detector and the external detection device includes an infra-red emitter.

[00073] Alternative Embodiment Y

The meter of Alternative Embodiment W wherein the detection device of the meter i1s
a radio frequency receiver and the external detection device includes a radio frequency

“transmitter.

[00074] Alternative Embodiment Z

The meter of Alternative Embodiment P wherein the electrical circuitry includes a
real-time clock adapted to electronically communicate date and time information to the
memory device, the date and time information being stored in the memory device along with

the determined analyte concentration.
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[00075]  Alternative Embodiment AA
The meter of Alternative Embodiment P further comprising a display ad‘apted to
display information provided by one or more of the electrical circuitry and memory device.

[00076] Alternative Embodiment AB

The meter of Alternative Embodiment P wherein the electrical circuitry includes a -
communication interface adapted to communicate information provided by one or more of
the electrical circuitry and memory device to an external device.

[00077]  Alternative Embodiment AC

‘The meter of Alternative Embodiment P wherein the meter is adapted to be used with
a lancing mechanism, the detection device detecting when an AST lance has been removably
attached to the lancing mechanism. .

[00078]  Alternative Embodiment AD

The meter of Alternative Embodiment P wherein the meter is adapted to be used with
a lancing mechanism, the detection device detecting when an SST lance has been removably
attached to the lancing mechanism. ' | »

[00079]  Alternative Embodiment AE

The meter of Alternative Embodiment P wherein the meter is adapted to be used with
‘a lancing mechanism adapted to removeably attach to a lance, the lancing mechanism
including an adjustment mechanism for adjusting the puncture depth of the lanpé, the
detection device detecting when an AST punéture depth has been selected.

[00080] Alternative Embodiment AF

An integrated meter for determining the concentration of an analyte in a fluid sample,
the integrated meter comprising:

a lancing mechanism adapted to assist in the collection of the fluid sample, the
lancing mechanism including an endcap and a removably attachable lance disposed at least
partially therein;.

a memory device adapted to store information,;

an electrical circuitry adapted to determine the analyte concentration of the fluid
sample located .on a test sensor, the electrical circuitry being in electronic communication
with the memory device, the electrical circuitry communicating the determined analyte

-concentration to the memory device for storage; and
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a detection device adapted to detect when the lancing device is being used to assist in
the collection of the fluid sample from an alternative test site, the detection device being in
electronic communication with the memory device and electrical circuitry, - |

wherein the determined analyte concentration is stored in the memory device along
with a marker indicating that the fluid sample was obtained from the alternative test site.

[00081] - Alternative Embodiment AG

The integrated meter of Alternative Embodiment AF wherein the endcap 1s removably
attachable to the lancing mechanism.

[00082] Alternative Embodiment AH

The integrated meter of Alternative Embodiment AG wherein the detection device
detects when an AST endcap has been removably attached to the lancing mechanism.

[00083] Alternative Embodiment Al

The integrated meter of Alternative Embodiment AG wheréin the detection device
detects when a SST endcap has been removably attached to the lancing mechanism.
[00084]  Alternative Embodiment AJ

The integrated meter of Alternative Embodiment Al wherein- the detection device

communicates to one or more of the electrical circuitry and memory device when a standard
site test has been detected.

[00085] Alternative Embodiment AK

The integrated meter of Alternative Embodiment AF wherein the detection device
detects thé. distance the lance extends from the lancing mechanism to détennine whether an
alternative test site is being lanced. ' V
[00086] Alternative Embodiment AL

The integrated meter of Alternative Embodiment AF wherein the electrical circuitry

includes a real-time clock adapted to electronically communicate date and time information
to the memory device, the date and time information being stored in the memory device along
with the determined analyte concentration.

[00087] Alternative Embodiment AM

The integrated meter of Alternative Embodiment AF wherein the electrical circuitry
includes a communication interface adapted to communicate information provided by one or

‘more of the electrical circuitry and memory device to an external device.
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[00088]  Alternative Embodiment AN

The integrated meter of Alternative Embodiment AF wherein the detection device
communicates to one or more of the electrical circuitry and memory device when the
alternative site test has been detected.

[00089] Alternative Process AO

A method for determining an analyte concentration in a fluid sample, the method
comprising the acts of:

providing a meter a&iapted to determine the analyte concentration in the fluid sample

. after the fluid sample has been applied to a test sensor, the meter having a memory device

adapted to store information; ,
| providing a 1ancing méchanism includingvat least one removeably attachable endcap;
attaching the at least one endcap to the lancing mechanism; |

collecting the fluid sainple by lancing the skin of a test subject with a lance removably
attached to the lancing mechanism; v

detecting whether an alternative test site is being lanced by the lancing mechanism;

applying the collected fluid sample to the test sensor;

determining the analyte concentration in the applied fluid sample;

storing the determined analyte concentration in the memory device; and

marking the determined analyte concentration as being collected from the alternative
test site, the marker being linked to the determined analyte concentration.

"[00090]  Alternative Process AP

The method of Alternative Process AO further comprising the act of downloading the
stored, determined analyte concentration to a separate device via a communication interface
provided with the meter.

[00091] Alternative Process AQ

The method of Alternative Process AO wherein the detecting of the lancing of the
alternative test site is performed by detecting whether an AST endcap has been removeably
attached to the lancing mechanism.

[00092] Alternative Process AR

The method of Alternative Process AQ wherein the detecting of the AST endcap .is

performed by detecting at least one electrical contact provided with the AST endcap.
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[00093] Alternative Process AS

The method of Alternative Process AQ wherein the detecting of the AST endcap is
performed by detecting when the AST endcap is applied to an alternative-site seat on the

lancing mechanism.

[00094] Alternative Process AT

The method of Alternative Process AO wherein the detecting of the lancing of the
alternative test site is performed by detecting the depth of lancing of the test subject’s skin.

~ [00095]  Alternative Process AU

The method of Alternative Process AO wherein the lancing mechanism is separate

from the meter.

[00096] Alternative Process AV

The method of Alternative Process AU further comprising communicating to the
meter via an external detection device of the lancing mechanism that the lancing is being
performed at the alternative test site.

[00097] Alternative Process AW

The method of Alternative Process AU further comprising communicating to the
meter via an external detection device of the lancing mechanism that the lancing is being
performed at a standard site.

[00098] Alternative Process AX

The method of Alternative Process AO wherein the determination of the a11a1y‘te
concentration in the applied fluid sample is performed optically.

[00099] Alternative Process AY

- The method of Alternative Process AO wherein the determination of the analyte
concentration in the applied fluid sample is performed electrochemically.

[000100] Alternative Process AZ

The method of Alternative Process AO further comprisiné:
providing a real-time clock adapted to electronically communicate date and time
information to the memory device, : ’
| storing the date and time information in the memory device, the date and time

information being linked to the determined analyte concentration.
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[000101] Alternative Process BA

- A method for determining an analyte cdncentration in a fluid sample, the method
comprising the acts of:

providing a meter having

(1) amemory device adapted to store information,

(1) an electrical circuifry adapted to determine the analyte concentration of the
fluid sample located on a test sensdr, the electrical circuitry being in electronic |
communication with the memory device, the electrical circuitry communicating the
determined analyte concentration to the memory device for storage, and |

(iii))  means for distinguishing an alternative site test from a standard site test;

marking the determined analyte concentration with a marker, the marker being linked
to the determined analyte concentration, the marker distinguishing the determined analyte
concentration as being from the fluid sample collected from either an alternative test site or a
standard test site.

[000102] Alternative Process BB

The method of Alternative Process BA wherein the marker is linked to the determined
analyte concentration when the fluid sample is collected from the alternative test site.

[000103] Alternative Process BC

The method of Alternative Process BB wherein the marker is an AST marker.

[000104] Alternative Process BD

The method of Alternative Process BC further comprising the act of flagging the
determined analyte concentration when the concentration is determined within a
predetermined time period from a prior test.

[000105] Alternative Process BE

The method of Alternative Process BA wherein the marker is linked to the determined
analyte concentration when the fluid sample is collected from the standard test site.

[000106] Alternative Process BF

The method of Alternative Process BA further comprising the act of communicating
at least one of the determined analyte concentrations stored in the memory device of the
meter to an external device via a communication interface in communication with at least one

of the electrical circuitry and the memory device of the meter.
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[000107] Alternative Process BG

The method of Alternative Process BF wherein the at least one of the determined
analyte concentrations is communicated along with a marker linked thereto.

[000108] Alternative Process BH

The method of Alternative Process BF wherein- the at least one of the determined
analyte concentrations is communicated along with a date and time stamp linked thereto.
’[000109] While the invention is susceptible to various modifications and alternative forms,
specific embodiments and methods thereof have been shown by way of example in the
dréwings and are described in detail her;:in. It should be understood, however, that it is not
intended to limit the invention to the particular forms or methods disc.loséd, but, to the
contrary, the intention is to cover all modifications, equivalents and alternatives falling within

the spirit and scope of the invention as defined by the appended claims.
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CLAIMS:

1. A meter for determining the concentration of an analyte in a fluid
sample, the meter comprising: |

a membry device adapted to store information;

an electrical circuitry adapted to determine the analyte concentration of the
fluid sample located on a test sensor, the electrical circuitry being in electronic
communication with the memory device, the electrical circuitry communicating the
determined analyte concentration to the memory device for storage; and

means for distinguishing an alternative site test from a stahdard site test.

2. . The meter of claim 1, wherein the determined .analyte concentration is
marked with an AST marker when the fluid sample is obtained from an alternative
test site. | o

3. The meter of claim 1, wherein the determined analyte concentration is
marked with a marker when the fluid sample is obtained from a standard test site.

4. The meter of claim 1, further comprising a button set adapted to allow
a test subject to distinguish an alternative site test from a standard site test.

5. The meter of claim 4, wherein the button set includes an individual
button adapted to allow the test subject to distinguish an alternative site test from a
standard site test. - ' A

6.  The meter of claim 1, further comprising a communications interface

in cominunication with at least one of the electrical circuitry and the memory device,

" the communications interface adapted to communicate information provided by at

least one of the electrical circuitry and the memory device to an external device.

7. The meter of claim 6, wherein the communicated information includes
at least one determined analyte concentration.

8. The meter of claim 7 wherein the communicated information includes
an AST marker linked to the at least one determined analyte concentration when the at
least one determined analyte concentration was obtained from an alternative test site.

9. The meter of claim 7, wherein the communicated information includes
a date and time stamp linked to each of the at least one determined analyte

concentration.
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10.  The meter of claim 1, wherein a detection device distinguishes an
alternative site test from a standard site test.

11.  The meter of claim 10, further comprising at least one endcap docking
station formed in the meter, the endcap docking station being adapted to seat at least
one endcap for storage therein.

12. The meter of claim 11, wherein the detection device detects when an
AST endcap has been removed from the at least one endcap docking‘station.

13. The meter of claim 12, wherein the determined analyte concentration is
marked with an AST marker when the detection device detects-that the AST endcap
has been remdved from the at least one‘ endcap docking station.

14. The meter of claim 11, wherein the detection device detects when a
SST endcap has been removed from the at least one endcap docking station.

15. The meter of claim 14, wherein the determined analyte concentration is
marked with a marker when the detection device detects that the SST endcap has been |
removed from the at least one endcap docking station. |

16. A meter for determining the concentration of an analyte in av fluid
sample, the meter comprising: |

a memory device adapted to store information;

an electrical circuitry adapted to determine the analyte concentration of the
fluid sample located on a test sensor, the electrical circuitry being in electronic
communication with the memory device, the electrical circuitry communicating the
determined analyte concentration to thevmemory devicé for storage; and

a detection device adapted to detect when the meter is being used for an
alternative site test, the detection device being in electronic communication with the
melﬁory device and electrical circuitry,

wherein the determined analyte concentration is stored in the memory device
along with a marker indicating whether the fluid sample was obtained from an
alternative test site. |

17.  The meter of claim 16, wherein the electrical circuitry includes a read-
head for optically determining the concentration of the analyte.

18. The meter of claim 16, wherein the electrical ciréuitry

electrochemically determines the concentration of the analyte.
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19. The met& of claim 16, wherein the detection device communicates to
one or more of the electrical circuitry and memory device when the alternative site
test has been detected.

20. The meter of claim 16, wherein the detection device communicates to -
one or more of the electrical circuitry and memory device.when a standard site test
has been detected. .

21.  The meter of claim 16, wherein the meter is adapted to be used with a
lancing mechanism, the detection device detecting when an AST endcap has been
removably attached to the lancing mechanism. ' |

22 The‘meter of claim 16, wherein the meter 1s adapted to be used with a
lancing mechanism, the detection device detecting the distance a lance extends from
the lancin g mechanism to determine whether an alternative test site is being lanced.

" 23.  The meter of claim 16, wherein the detection device of the meter is in
communication with an external detection device, the external detection device being
located in a lancing mechanism, the external detection deévice being adapted to

communicate to the detection device of the meter when the lancing mechanism is

- being used to obtain a fluid sample from an alternative test site.

24, The meter of claim 23, wherein the detection device of the meter is an
infra-red detector and the external detection device includes an infra-red emitter.

25.  The meter of claim 23, wherein the detection device of the meter is a
radio frequency receiver and the external detection device includes a radio frequency
transmitter. '

26. The meter of claim 16, wherein the electrical circuitry includes a real-

time clock adapted to electronically communicate date and time information to the

memory device, the date and time information being stored in the memory device
along with the determined analyte concentration.
27.  The meter of claim 16, further comprising a display adapted to display
information provided by one or more of the electrical circuitry and memory device.
28. The meter of claim 16, wherein the electrical circuitry includes a
communication interface adapted to comlﬁunicate information provided by one or

more of the electrical circuitry and memory device to an external device.
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29. The meter of claim 16, wherein the meter 1s adapted to be used with a
lancing mechanism, the detection device detecting when an AST lance has been
removably attached to the lanein g mechanism.

30.  The meter of claim 16, wherein the meter 1s adapted to be used with a
lancing mechanism, the detection device detecting when an SST lance has been
removably attached to the lancing mechanism.

31. The meter of claim 16, wherein the meter is adapted to be used with a
lancing mechanism adapted to 'removeably attach to é lance, the lancing mechanism

including an adjustment mechanism for adjusting the puncture depth of the lance, the

detection device detecting when an AST puncture depth has been selected.

32. An integrated meter for detenhining the concentration of an analyte in
a flud sample, the integrated meter comprising:

a lancing mechanism adapted to assist in the collection of the fluid sample, the
lancing mechanism including an endcap -and a removably attachable lance dieposed at
least partially therein; |

a memory device adapted to store information;

an electrical circuitry adapted to determine the analyte concentration of the
fluid sample located on a test sensor, the electrical circuitry being in electroﬁic
communication with the memory deviee, the electrical circuitry communicating the
determined analyte concentration to the memory device for storage; and ,

a detection device adapted to detect when the lancing device is being used to
assist in the collection of the fluid sainple from an alternative test site, the detection
device being in electronic communication with the melﬁory device and electrical
circuitry,

wherein the determined analyte concentration is stored in the memory device
along with a marker indicating that the fluid sample was obtained from the alternative
test site. ‘

33.  The integrated meter of claim 32, wherein the endcap is removably
attachable to the lancing mechanism. '

34. The integrated meter of claim 33, wherein the detection device detects

when an AST endcap has been removably attached to the lancing mechanism.
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35. The integrated meter of claim 33, wherein the detection device detects
when a SST endcap has been removably attached to the lancing mechanism.

36.  The integrated meter of claim 35, wherein the- detection device
communicates to one or more of the electrical circuitry and memory device when a
standard site test has been detected. |

37. The integrated meter of claim 32, wherein the detection device detecfs
the distance the lance extends from the lancing mechanism to determine whether an
alternative test site is being lanced.

38.  The integrated meter of claim 32, wherein the electrical circuitry
includes a real-time clock adépted to electronically communicate date and time
information to the memory device, the date and time information being stored in the
memory device along with the determined analyte concentration.

39. The integrated meter of claim 32, wherein the electrical circuitry
includes a communication interface adapted to communicate information provided by
one or more of the electrical circuitry and memory device to an external device.

40. The integrated meter of claim 32, wherein the detection device
communicates to one or more of the electrical circuitry and memory device when the
alternative site test has been detected. '

41. A method for determining an analyte concentration in a fluid sample,
the method comprising the acts of: |

providing a meter adapted to determine the analyte concentration in the flud
sample after the fluid sample has been applied to a test sensor, the meter having a
_rnémory device adapted to store information;

providing a lancing mechanism including at least one removeably attachable
endcap;
attaching the at least one endcap to the lancing mechanism;

collecting the fluid sample by lanéing the skin of a test subject with a lance
femovably attached to the lancing mechanism;

detecting whether an alternative test site is being lanced by the lancing
mechaniém;

applying the collected fluid sample to the test sensor;

determining the analyte concentration in the applied fluid sample;
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storing the determined analyte concentration in the memory device; and
marking the determined anal'yte concentration as being collected from the
alternative test site, the marker being linked to the determined analyte concentration.
"42.  The method of claim 41, further comprising the act of downloading the
stored, defermined analyte concentration to a separate device via a communication
interface provided with the meter.

83, The method of claim 41, wherein the detecting of thé lancing of the
alternative test site is performed by detecting whether an AST ehdcap has been
removeably attached to the lancing mechanism.

44.  The méthod of claim 43, wherein the detecting of the AST endcap is
performed by detecting at least one electrical contact provided with the AST endcap.
45.  -The method of claim 43, wherein the detecting of the AST endcap is

performed by detecting when the AST endcap is applied to an alternative-site seat on

~ the lancing mechanism.

46.  The method of claim 41, wherein the detecting of the lancing of the
alternative test site is performed by detecting the depth of lancing of the test subject’s
skin. ‘ '

47.  The method of claim 41, Whereih the Ialicihg mechanism is separate
from the meter. |

~ 48.  The method of claim 47, further comprising communicating to the
meter via an external detection device of the lancing mechanism that the lancing is
being performed at the alternative test site.

49. The method of claim 47, further comprising coﬁnmmicating to the

meter via an external detection device of the lancing mechanism that the lancing is

being performed at a standard site.

50. The method of claim 41, wherein the determination of the analyte
concentration in the applied fluid sample is performed optically.

51. The method of claim 41, wherein the determination of the analyte
concentration in the applied fluid sample 1s performéd electrochemically.

52. The method of claim 41, fuﬁher comprising:

providing a real-time clock adapted to electronically communicate date and

time information to the memory device,
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storing the date and time information in the memory device, the date and time
information being linked to the determined analyte concentration.

53. A method for determining an analyte concentration in a fluid sample,
the method corhprjsing the acts of:

providing a meter having

(1) a memory device adapted to store information,

(11) o electrical circuitry adapted to determine the analyte concentration of
the fluid sample located on a test sensor, the electrical circuitry being in electronic
communication with the memory devige, the electrical circui{r.y communicating the
determined analyte concentration to the memory device for storage, and

(1)  means for distinguishing én alternative site test from-a standard site
test; ‘

~marking the determined analyte concentration with a marker, the marker being
linked to the determined analyte concentration, the marker distinguishing the
determined analyte concentration as being from thé fluid sample collected from either
an alternative test site or a standard test site.

54. The method of claim | 53, wherein the marker is linked to the
detenﬁined analyte concentration when the fluid sample is collected from the
alternative test site.

55 The method of claim 54, wherein the marker is an AST marker.

56. The method of claim 55, further comprising the act of ﬂagging the
determined "analyte concentration when the concentration is determined within a
predetermined time period from a prior test.

57. The method of claim 53, wherein the marker is linked to the
determined analyte concentration when the fluid sample is collected from the standard
test site.

58.  The method of claim 53, furthér comprising the act of communicating
at least one of the determined analyte concentrations stored in the memory device of
the meter to an external device via a communicatidn interface in communication with
at least oﬁe of the electrical circuitry and the memory device of the meter.

59. The method of claim 58, wherein the at least one of the determined

analyte concentrations is communicated along with a marker linked thereto.

P
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60. The method of claim 58, wherein the at least one of the determined .
- analyte concentrations is communicated along with a date and time stamp linked

thereto.
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