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Abstract

Background:

OneTouch® UltraVue™ is a new meter for self-monitoring of blood glucose that includes a color display, used-
strip ejector, and no-button interface. The system uses an electrochemical biosensor technology based on
glucose oxidase chemistry to detect glucose concentrations from 20 to 600 mg/dl (1.1 to 33.3 mmol/liter).

Methods:

Accuracy and reproducibility were evaluated over a wide range of glucose concentrations according to standard
criteria. Clinical accuracy was assessed by health care providers (HCPs) in two studies and by diabetes patients
in the second study. Reference glucose levels were determined by a YSI 2300 analyzer. Same-day reproducibility
and day-to-day reproducibility were also evaluated.

Results:

In the accuracy studies, 99.7% and 98.7% of tests by HCPs and 97.0% of tests by patients were within
115 mg/dl (0.8 mmol/liter) of the YSI reference for blood glucose <75 mg/dl (<4.2 mmol/liter), and
within +20% for blood glucose =75 mg/dl (=4.2 mmol/liter), respectively. Consensus error grid analysis
showed that 99.7% and 95.3% of tests by HCPs and 97.0% of tests by patients fell within zone A
(e, has no effect on clinical action); all other results were in zone B (i.e., altered clinical action, little or no effect
on clinical outcome). In the reproducibility studies, the standard deviation was <1.5 mg/dl (<0.1 mmol/liter)
for glucose concentrations <100 mg/dl (<5.6 mmol/liter), and the coefficient of variation was <2% for
concentrations =100 mg/dl (=5.6 mmol/liter).

Conclusions:

OneTouch UltraVue meets standard acceptability criteria for accuracy and reproducibility across a wide range
of glucose concentrations. Its simple interface and lack of contact with used strips make it a viable option for
older patients and their caregivers.
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Introduction

The worldwide prevalence of diabetes is expected
to rise from 2.8% in 2000 to 4.4% in 2030, with a
corresponding increase in the number of people
with this disorder from 171 million to 366 million.!
Developed and developing countries are expected to
have an even higher diabetes prevalence by 2030.
In Japan, for example, diabetes is expected to affect
8.9 million people by 2030, representing an increase in
prevalence of nearly 25% from 2000.!" Notably, the largest
increase in diabetes prevalence is expected among the
elderly. By 2030, it is estimated that there will be more
than 48 million diabetes patients in developed countries
and more than 82 million patients in developing countries
who are aged =65 years.!

Self-monitoring of blood glucose (SMBG) is a valuable
tool for helping patients to achieve and then maintain
target blood glucose levels to reduce risk of diabetes-
related complications.>®> Modern handheld blood glucose
meters are small, easy to handle, simple to use, and
require very little blood. In analytical and clinical studies,
these meters provide clinically acceptable accuracy at
rates =95%, thereby allowing patients and clinicians to
monitor glycemic control and then modify treatment as
needed.® However, elderly patients with diabetes may
have trouble holding or viewing some smaller devices,
and consequently require a device that is easier to handle
and use.

OneTouch® UltraVue™ is a new meter for SMBG designed
for the Japanese diabetes population, particularly elderly
patients with poor eyesight, a weak grip, or shaky hands.
The meter includes a color liquid crystal display capable
of displaying characters from Chinese and Japanese
languages, a no-contact used-strip ejector, and a no-
button interface (Figure 1). The system utilizes OneTouch
Ultra Test Strips that are compatible with all OneTouch
Ultra Meters.” These test strips use an electrochemical
biosensor technology based on glucose oxidase chemistry.
This highly specific enzyme, glucose oxidase, oxidizes
glucose to gluconic acid, thereby transferring electrons
from the glucose molecule to a chemical mediator
(ferricyanide) that in turn delivers the electrons to a
carbon-based electrode. The resulting electrochemical
current is converted into a plasma-equivalent glucose
concentration that is displayed on the meter. Each test
takes 5 s and requires a small drop of blood (a minimum
of 1 wl). The meter contains two working electrodes to
double-check each test result for accuracy, provides

visual confirmation for each appropriate end-filled blood
application, and automatically detects when the blood
application is insufficient. OneTouch UltraVue has
lower and upper limits for detecting glucose of 20 and
600 mg/dl (1.1 and 33.3 mmol/liter), respectively.

f ONETOUCH )

|, UltraVue J

Figure 1. The OneTouch UltraVue blood glucose meter.

The present studies were conducted to evaluate the
performance of the OneTouch UltraVue meter according
to criteria published by the International Organization
for Standardization (ISO).® Two studies evaluated the
accuracy of the blood glucose meter when used by
diabetes patients and/or health care providers (HCPs),
whereas the other two studies evaluated the same-day
and day-to-day reproducibility of the meter, respectively.

Methods

Accuracy Studies

Two accuracy studies were conducted at two study sites
in California using an open-label, nonrandomized study
design. The protocol and informed consent form were
approved by the local Institutional Review Board. In each
study, subjects were briefed on the study procedures
and requirements, and they were then provided with a
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written informed consent form to sign before any study
procedure was performed.

The accuracy of the OneTouch UltraVue system was
measured by HCPs in accuracy study 1. Subjects with
or without diabetes were evaluated for eligibility by
measuring their plasma glucose on a YSI 2300 STAT PLUS
Select Biochemistry Analyzer (YSI Inc, Yellow Springs,
OH) and hematocrit on a STAT-CRIT® instrument
(Inverness Medical Innovations, Inc, Waltham, MA).
The YSI 2300 uses enzyme-based biosensor technology
to measure glucose concentrations in a 25-ul sample
(plasma or whole blood) diluted with 600 ul of buffer.
Within-run and between-run coefficients of <3.5% have
been reported wusing protein-based quality control
solutions.” Subjects were enrolled to cover a series of
plasma glucose concentration ranges (i.e, <50, 50-80,
>80-120, >120-200, >200-300, >300-400, and >400 mg/d],
corresponding to <2.8, 2.8-44, >44-6.7, >6.7-11.1, >11.1-16.7,
>16.7-22.2, and >22.2 mmol/liter). Patients with glucose
values in a range that was already adequately covered
were excluded, as were those whose hematocrit fell
outside the OneTouch UltraVue specific range of 30% to
55%. For accuracy testing, the HCP performed a capillary
finger stick and then applied the blood directly to test
strips inserted into six different meters. Three different test
strip lots were used (two meters per lot). Blood from
the same finger puncture (or from another finger puncture,
if necessary) was then collected in a tube and analyzed
by the YSI reference method.

In accuracy study 2, the clinical accuracy of the OneTouch
UltraVue system was measured by diabetes patients
and HCPs. Each subject was trained by a HCP on the
use of the meter during a structured familiarization
period. During this period, the subject performed two
self-tests and recorded the test results as well as any
error messages and problems. For accuracy testing,
subjects performed three self-tests and HCPs performed
three additional tests on the subject using six OneTouch
UltraVue meters, which were rotated systematically from
subject to subject. Each subject tested three different
test strip lots that were randomized across subjects.
The subject performed a fingertip lancing for each of
the three pairs of tests (self-test and HCP test) using a
different finger for each lancing, and after each test, the
HCP recorded the glucose values on the case report
form. A separate blood sample was drawn by the HCP
immediately after the meter testing was completed.
This sample was used for duplicate measurements of
plasma glucose concentration on a YSI 2300 analyzer and
for hematocrit testing.

Blood glucose test results obtained using the OneTouch
UltraVue were compared with values obtained by the
YSI reference method. Bias plots were constructed
to determine the percentage of test results that met
acceptability criteria for system accuracy published by
the ISO and the Japanese Ministry of Health, Labour
and Welfare®® Both organizations state that 95%
of individual glucose test results should fall within
115 mg/dl (£0.8 mmol/liter) of the reference value at
glucose concentrations <75 mg/dl (<42 mmol/liter)
and within +20% at glucose concentrations >75 mg/dl
(4.2 mmol/liter)®® In addition, consensus type 1
error grids were constructed, which divided the plot
of UltraVue values versus YSI values into five zones
signifying the degree of clinical risk posed by an
incorrect measurement.!

Reproducibility Studies

Same-day and day-to-day reproducibility studies were
conducted at LifeScan Laboratories in Inverness, Scotland.
For the same-day reproducibility assessment, the glucose
concentration in blood from one donor was measured
on a calibrated YSI analyzer and was then adjusted to
seven different target levels (+4 mg/dl [+0.2 mmol/liter]):
25, 40, 100, 130, 200, 300, and 500 mg/dl, corresponding to
14, 2.2, 56, 72, 111, 167, and 278 mmol/liter, respectively.
Samples with high glucose concentrations were prepared
by adding aqueous glucose solution (09%) to the blood.
Samples with a low glucose concentration were prepared
by placing the blood specimen in a water bath until
the required blood glucose concentration was obtained.
Ten tests were performed on 10 meters using two lots of
tests per glucose level. The mean, standard deviation
(SD), and coefficient of variation (CV) were determined
for glucose measurements on each meter, as well as for
the 10 meters combined.

In the day-to-day reproducibility study, aqueous control
solutions at five different glucose concentrations (25, 40,
120, 350, and 550 mg/dl, corresponding to 14, 2.2, 6.7,
194, and 30.6 mmol/liter, respectively) were tested daily
over a 10-day period. On each day, each glucose control
solution was tested on 20 meters using two test strip lots
with 10 meters used per test strip lot. The mean, SD, and
CV were calculated at each glucose concentration for
each of the 10 meters across the 10-day testing period.
The results of both reproducibility studies were evaluated
based on acceptability criteria that the meter should have
a within-meter CV <5% at glucose levels >100 mg/dl
(>5.6 mmol/liter) and a SD <5 mg/dl (<0.3 mmol/liter)
at glucose levels <100 mg/dl (<5.6 mmol/liter).
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Results

Accuracy Studies

A total of 145 subjects were enrolled in accuracy study
1, but 23 subjects (16.0%) were withdrawn before meter
testing began because the initial YSI 2300 measurement
placed the subject into a glucose concentration bin that
was already filled. In addition, one subject (0.7%) was
excluded from the accuracy analysis because the hematocrit
reading was an out-of-range reading (<30%), and eight
subjects (5.5%) were excluded because their YSI 2300
results did not meet protocol-defined run-to-run criteria.
The remaining 113 subjects (77.9%) were included in
the accuracy analysis. The mean age of this cohort was
58.7 years. The majority of subjects were male (51.3%)
and white (79.6%), and most had either type 1 (23.0%) or
type 2 (69.0%) diabetes (Table 1). The reference plasma
glucose measured by the YSI analyzer ranged from
33.0 to 531.5 mg/dl (1.8 to 29.5 mmol/liter) and the
hematocrit ranged from 30.1% to 48.2%.

Using the OneTouch UltraVue, 6 subjects (5.3%) had
glucose concentrations <50 mg/dl (<2.8 mmol/liter),
18 (159%) had concentrations 50 to 80 mg/dl (2.8 to
44 mmol/liter), 25 (22.1%) had concentrations >80
to 120 mg/dl (>44 to 6.7 mmol/liter), 31 (274%) had
concentrations >120 to 200 mg/dl (>6.7 to 11.1 mmol/liter),
17 (15.0%) had concentrations >200 to 300 mg/dl
(>11.1 to 16.7 mmol/liter), 11 (9.7%) had concentrations
>300 to 400 mg/dl (>16.7 to 22.2 mmol/liter), and 5 (4.4%)
had concentrations >400 mg/dl (>22.2 mmol/liter).
The glucose concentrations measured using the OneTouch
UltraVue were strongly correlated with the plasma YSI
reference values over the wide range of concentrations
tested. For the 678 tests (each patient’s sample was tested
on six meters), the relationship was defined by UltraVue
= 0972*YSI +1.15 mg/dl (Sy,x = 138 mg/dl, r = 099
(Figure 2). Consensus error grids showed that 676 of
the 678 tests (99.7%) fell within zone A (has no effect
on clinical action). The other two test results (0.3%) fell
within zone B (altered clinical action has little or no
effect on outcome).

The bias analysis showed that the OneTouch UltraVue
measured glucose concentrations fell within acceptable
accuracy boundaries in 676 of the 678 tests (99.7%).
All 114 samples (100%) with glucose concentrations
<75 mg/dl (<4.2 mmol/liter) were within +15 mg/dl
(#0.8 mmol/liter) of the YSI reference value, and 562 of 564
samples (99.6%) with glucose concentrations =75 mg/dl
(=4.2 mmol/liter) were within +20% of the YSI reference

Table 1.

Demographics of Subjects in the System Accuracy
and Clinical Accuracy Studies

Accuracy Accuracy
study 1 study 2
(n = 113) (n =79)
Age, mean (range), y 58.7 (23-83) | 55.2 (18-84)
Gender, n (%)
Female 55 (48.7) 50 (63.3)
Male 58 (51.3) 29 (36.7)
Ethnicity, n (%)
White 90 (79.6) 54 (68.4)
Hispanic/Latino 8 (7.1) 9 (11.4)
Black/African American 5 4.4 7 (8.9
Asian/Pacific Islander 8 (7.1) 7 (8.9
American Indian/Native Alaskan 1(0.9) 1(1.3)
Other or unknown 1(0.9) 1(1.2)
Type of diabetes, n (%)
Type 1 26 (23.0) 29 (36.7)
Type 2 78 (69.0) 50 (63.3)
None 9 (8.0 0 (0)
YSI-measured plasma glucose
Median (range), mg/dl 131.3 169.5
(33.0-531.5) (66.8-356.3)
Hematocrit (%)
Median (range) 40.0 38.9
(80.1-48.2) (80.3-49.2)
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Figure 2. Regression plot with consensus error grid showing accuracy
of the OneTouch UltraVue compared with the YSI reference values
(r = 0.99). Of the 678 tests, 676 (99.7%) fell within zone A (no effect
on clinical action) and 2 (0.3%) fell within zone B (altered clinical action,
little or no effect on clinical outcome). None of the test results fell
within zone C (altered clinical action; likely to affect clinical outcome),
zone D (altered clinical action; could have significant medical risk), or
zone E (altered clinical action; could have dangerous consequences).
BGMS, blood glucose monitoring system.
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value (Figure 3). Three error messages were obtained
during accuracy testing, which indicated double
application of the blood sample to the test strip,
sample application before the meter was ready, and
insufficient blood sample, respectively. In each case,
the HCPs performed a successful test on the second
attempt using the same meter and test strip lot.

In accuracy study 2, 81 diabetes patients were enrolled,
and 79 (97.5%) were evaluable. Two subjects were excluded
because the timing between specific tests exceeded
protocol-defined limits. In addition, numerical results

>

Difference, BGMS - YSI (mg/dl)
o

T T T T T T T T
0 50 100 150 200 250 300 350 400 450 500

Reference YSI (mg/dl)

Differ from YSI, <15 mg/dl or 20%
Differ from YSI, >15 mg/dl or 20%

B Samples with glucose
concentrations <75 mg/dl concentrations =75 mg/dl
(n=114) (n =564)

100 - 97.4 1000 97.0 199.6L

Samples with glucose

8079 708

60 -

40 4

20 4

Meter results (%)

Within +5 Within 10
mg/dl mg/d|

Within £15  Within 5%  Within £10% Within +15%  Within +20%

Figure 3. Accuracy of the OneTouch UltraVue. Figure 3A shows the
bias plot with error tolerances for the OneTouch UltraVue compared
with the YSI reference method. Figure 3B shows the percentage of
samples falling within the indicated ranges relative to the YSI reference
method. BGMS, blood glucose monitoring system.

were not available for the second lancing in one subject.
Thus evaluable results were available for 236 test sets
(self-test and HCP test). The study cohort had a mean
age of 55.2 years, and the majority of subjects were
female (63.3%) and white (68.4%) (Table 1). Most had
type 2 diabetes rather than type 1 (63.3% versus 36.7%).
The study cohort had been performing SMBG for a
median of 11 years (0.3 to 31 years) and was testing at
a median frequency of three times per day (range 1 to 10).
Forty-five patients (57.0%) had difficulty reading without
wearing corrective lenses, and seven subjects (89%) had
difficulty handling small objects. Most patients (72.2%) were
using a OneTouch meter (Ultra, Ultra2, UltraSmart, or
UltraMini). Plasma glucose measured by the YSI analyzer
ranged from 66.8 to 356.3 mg/dl (3.7 to 19.8 mmol/liter),
and hematocrit ranged from 30.3% to 49.2%.

The glucose concentrations in the self-tests performed
by subjects and in the tests performed by HCPs using
the OneTouch UltraVue were strongly correlated with
the plasma glucose levels measured by the YSI reference
method (Figure 4). For the 236 self-tests (each subject
tested three samples except for one subject who tested
only two), the relationship was defined by UltraVue
— 0.994*YSI -186 mg/dl (S,, = 155 mg/dl, r = 0976).
For the 236 tests conducted by HCPs, the relationship
was defined by UltraVue = 0993*YSI -4.97 mg/dl
(S,+ = 148 mg/dl, r = 0977). The linear relationship
between OneTouch UltraVue test results and YSI reference
values was overlaid with consensus type 1 error grids to
estimate the degree of clinical risk posed by an incorrect
measurement (see Figure 4). Overall, 229 of the 236
self-tests performed by patients (97.0%) and 225 of the
236 tests performed by HCPs (95.3%) fell within zone A,
signifying that any error in measurement compared
with the reference value would have no effect on clinical
action (Table 2). All other tests, including 7 self-tests
(3.0%) and 11 HCP tests (4.7%) fell within zone B.

Bias plots were used to show the percentage of subject
self-tests and HCP tests that fell within the boundary
limits specified in ISO criteria (Figure 5). Overall, 229
of the 236 self-tests (97.0%) and 233 of the 236 HCP tests
(98.7%) fell within the accuracy boundaries specified in
ISO criteria. Error messages indicating sensor damage
or an incompletely filled confirmation window were
obtained in six self-tests. In five of the six cases, the
second attempt resulted in a successful measurement that
was included in the accuracy analysis. Error messages
for not enough blood were obtained in six HCP tests,
and again, in five cases, a successful test was obtained
on retesting.
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Figure 4. Regression plot with consensus error grid showing accuracy
of the OneTouch UltraVue test results compared with the YSI reference
values for 236 self-tests performed by subjects (Figure 4A) and by
HCPs (Figure 4B).

Table 2.
OneTouch UltraVue Test Results Falling within

Each Zone of the Consensus Type 1 Error Grid in
Clinical Accuracy Study 2

Zone? Subject self-test HCP test
O0S (n = 236) (n = 236)
A 229 (97.0%) 225 (95.3%)
B 7 (3.0%) 1 4.7)
C 0 0
D 0 0
E 0 0

@ Zone A, no effect on clinical action; zone B, altered clinical
action—little or no effect on clinical outcome; zone C, altered
clinical action—likely to affect clinical action; zone D, altered
clinical action—could have a significant medical risk; and zone E,

altered clinical action—could have dangerous consequences.

Figure 5. Bias plot with error to tolerances for the OneTouch UltraVue
test results compared with YSI reference values for 236 self-tests
performed by subjects (Figure 5A) and by HCPs (Figure 5B).

Reproducibility Studies

The performance criteria for same-day reproducibility
were met for all seven blood glucose concentrations tested
(i.e., 25, 40, 100, 130, 200, 300, and 500 mg/dl) (Table 3).
The two concentrations <100 mg/dl (<5.6 mmol/liter)
had pooled SDs <1.5 mg/dl (<0.1 mmol/liter) which
were well within the acceptability criteria of <5 mg/dl
(<0.3 mmol/liter). The five concentrations >100 mg/dl
(>5.6 mmol/liter) had CVs <2%, which were well within
the acceptability criteria of <5%. Similarly, the performance
criteria for day-to-day reproducibility were met for all 5
control glucose concentrations tested (Table 4). The two
concentrations <100 mg/dl (<5.6 mmol/liter) had SDs
<1.51 mg/dl (<0.1 mmol/liter), which were well within
the acceptability criteria of <5 mg/dl (<0.3 mmol/liter).
Three concentrations >100 mg/dl (>5.6 mmol/liter) had
CVs <2%, which were well within the acceptability
criteria of <5%.
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ab
Da 0 prod b
Test strip lot 12 Test strip lot 22
Sample Mean glucose (mg/dl) SD (mg/dl) cV (%)b Mean glucose (mg/dl) SD (mg/dl) cVv (%)"J
1 34.69 1.46 - 28.91 0.87 —
2 50.60 1.34 — 44.42 1.02 —
3 103.77 1.89 1.82 99.87 1.74 1.74
4 132.97 2.05 1.54 120.34 1.84 1.53
5 201.14 2.72 1.35 214.28 2.97 1.39
6 322.55 3.76 117 320.01 4.45 1.39
7 543.91 10.20 1.88 527.23 6.44 1.22
4 Test strip lots 1 and 2 were lot numbers 26458182 and 27091712, respectively.
b Griteria does not apply to concentrations <100 mg/dl.
ble 4
Da prod b
Test strip lot 12 Test strip lot 22
Sample Meaz;g/lglc):ose SD (mg/dl) CV (%)° Meaz;g/lglc)iose SD (mg/dl) CV (%)
1 28.60 1.07 — 23.89 0.99 —
2 47.42 1.30 — 41.91 1.51 —
3 120.93 2.25 1.86 114.65 212 1.85
4 348.02 4.57 1.31 336.80 6.37 1.89
5 535.59 10.55 1.97 515.28 9.66 1.88
@ Test strip lots 1 and 2 were lot numbers 26458182 and 27091712, respectively.
b Griteria does not apply to concentrations <100 mg/dl.

Discussion

These studies demonstrate that the OneTouch UltraVue
blood glucose system provides accurate and reproducible
results across a wide range of blood glucose concentrations.
The accuracy and reproducibility of the system meet the
performance criteria established by the ISO and Japanese
Ministry of Health, Labour and Welfare. The clinical
accuracy of the meter was assessed by HCPs in both
accuracy studies and by intended users (i.e, patients
with type 1 or type 2 diabetes) in accuracy study 2.
In both accuracy studies for both sets of users, the
blood glucose concentrations measured by the OneTouch
UltraVue meter were highly correlated with the values
obtained by the YSI reference method, with r values
exceeding 0.97. Error grid analyses showed that 97.0%
of the self-tests performed by subjects in accuracy study 2
and 99.7% and 95.3% of those performed by HCPs in
accuracy studies 1 and 2, respectively, fell within zone A,

signifying that any error in measurement compared with
the reference value would have had no effect on clinical
action. The remaining tests fell within zone B, signifying
that the error in test results may have altered the clinical
action but would have had little or no effect on clinical
outcome. None of the test values in either study—whether
measured by patients or HCPs—fell within zones C, D,
or E, signifying that the errors would not have affected
clinical outcome, placed the subject at significant medical
risk, or had dangerous consequences.

Bias analysis showed that the vast majority of test results
fell within the boundary for clinical accuracy established
by the ISO and Japanese Ministry of Health, Labour
and Welfare. Specifically, 99.7% of HCP test results
in accuracy study 1 and 97.0% of self-test results and
98.7% of HCP test results in accuracy study 2 fell within
115 mg/dl (£0.8 mmol/liter) of the YSI reference value
for samples with glucose concentrations <75 mg/dl
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(<4.2 mmol/liter) or within +20% of the YSI reference
value for samples with glucose concentrations =75 mg/dl
(4.2 mmol/liter).® Further analysis showed that
a vast majority of the tests fell within +10 mg/dl
(#0.6 mmol/liter) when glucose concentrations were
<75 mg/dl (<4.2 mmol/liter) and within +15% when
glucose concentrations were =75 mg/dl (4.2 mmol/liter).

The reproducibility studies showed that the OneTouch
UltraVue system provides reproducible same-day and day-
to-day test results. In the same-day tests, seven different
blood glucose concentrations were measured on 10
different OneTouch UltraVue meters using two different
test strip lots, whereas in the day-to-day tests, five
different glucose concentrations in solution were measured
by 20 different meters using two different test strip lots.
All seven glucose concentrations measured in the same-day
reproducibility study and all five glucose concentrations
measured in the day-to-day reproducibility study were
well within the criteria for reproducibility established
by the ISO and Japanese Ministry of Health, Labour
and Welfare. The SD was <1.5 mg/dl (<01 mmol/liter)
at glucose concentrations <100 mg/dl (<5.6 mmol/liter;
ISO criteria require an SD of <5 mg/dl [<0.3 mmol/liter]),
and the CV was <2% at concentrations >100 mg/dl
(>5.6 mmol/liter; ISO criteria require a CV <5%).%

The accuracy and reproducibility of the OneTouch UltraVue
system determined in these studies are consistent with
the performance of other blood glucose meters. In a
recent report, the system accuracy of the OneTouch
Vita and OneTouch Ultra2 blood glucose meters was
compared in two studies involving a total of 834 blood
samples from 139 subjects; consensus error grid analyses
showed that 98.4% and 98.2% of the test results were
in zone A, with all remaining values falling in zone B’
The CVs for OneTouch Vita and OneTouch Ultra2
were <31% and <4.7%, respectively, when same-day
reproducibility was assessed and <3.0% and <3.4%,
respectively, on day-to-day reproducibility. The accuracy
and reproducibility obtained with the Onelouch UltraVue
in the present studies compare favorably with those
obtained for these other OneTouch systems.

Conclusions

OneTouch UltraVue provides accurate and reproducible
blood glucose testing results across a wide range of blood
glucose concentrations. Its accuracy and reproducibility
meet established performance criteria—consistent with
the performance of other OneTouch meters. The simple
interface and lack of contact with used strips make the

OneTouch UltraVue a viable option for older patients
and their caregivers in monitoring glycemic control and
for using test results to make treatment modifications as
needed.

Funding:
This study was funded by LifeScan, Inc.

Acknowledgments:

Editorial assistance was provided by Health Learning Systems, part of
CommonHealth, Parsippany, New Jersey.

Disclosures:

Bryan Le, Perla Menchavez, and Lupe Miller are employees of LifeScan,
Inc.

References:

1. Wild S, Roglic G, Green A, Sicree R, King H. Global prevalence
of diabetes: estimates for the year 2000 and projections for 2030.
Diabetes Care. 2004;27(5):1047-53.

2. Rodbard HW, Blonde L, Braithwaite SS, Brett EM, Cobin RH,
Handelsman Y, Hellman R, Jellinger PS, Jovanovic LG, Levy P,
Mechanick JI, Zangeneh F, AACE Diabetes Mellitus Clinical
Practice Guidelines Task Force. American Association of Clinical
Endocrinologists medical guidelines for clinical practice for the
management of diabetes mellitus. Endocr Pract. 2007,13 Suppl 1:1-68.

3. American Diabetes Association. Standards of medical care in
diabetes—2008. Diabetes Care. 2008;31 Suppl 1:512-54.

4. Bergenstal RM, Gavin JR III, Global Consensus Conference on
Glucose Monitoring Panel. The role of self-monitoring of blood
glucose in the care of people with diabetes: report of a global
consensus conference. Am J Med. 2005;118(Suppl 9A):15-6S.

5. Kempf K, Neukirchen W, Martin S, Kolb H. Self-monitoring of
blood glucose in type 2 diabetes: a new look at published trials.
Diabetologia. 2008;51(4):686—8.

6. Arabadjief D, Nichols JH. Assessing glucose meter accuracy. Curr
Med Res Opin. 2006;22(11):2167-74.

7. Young JK, Ellison JM, Marshall R. Performance evaluation of a new
blood glucose monitor that requires no coding: the OneTouch®
Vita™ system. ] Diabetes Sci Technol. 2008;2(5):814-8.

8. International Organization for Standardization. In vitro diagnostic
test systems—requirements for blood-glucose monitoring systems
for self-testing in managing diabetes mellitus. ISO International
Standard 15197:2003.

9. Louie RF, Tang Z, Sutton, DV, Lee JH, Kost GJ. Point-of-care
glucose testing: effects of critical care variables, influence of
reference instruments, and a modular glucose meter design. Arch
Pathol Lab Med. 2000;124(2):257-66.

10. Pharmaceutical and Food Safety Bureau Notification No. 0302007.
Regulations on approval criteria for self-monitoring glucose meters.
Yakushokuhatso. 2007.

11. Parkes JL, Slatin SL, Pardo S, Ginsberg BH. A new consensus
error grid to evaluate the clinical significance of inaccuracies in the
measurement of blood glucose. Diabetes Care. 2000;23(8):1143-8.

J Diabetes Sci Technol Vol 3, Issue 5, September 2009

1165

www.journalofdst.org



