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GenUltimate!® Test Strips – Supplemental Materials

INTENDED USE
Genstrip® (and Genstrip50® and GenUltimate!®) Test Strips with calibration codes 4, 10, and 13 are for use with 
OneTouch® Ultra®, Ultra®2, and UltraMini® meters. They are used to quantitatively measure glucose in fresh 
capillary whole blood samples taken from the finger, forearm or palm. Testing is done outside the body (in vitro 
diagnostic use). They are indicated for use by people with diabetes in their home as an aid to monitor the 
effectiveness of diabetes control. The system is not intended for the diagnosis of or screening for diabetes mellitus 
and is not intended for use on neonates.

OBJECTIVE
To demonstrate that OneTouch® meters (Ultra®, Ultra®2 and UltraMini®) which were manufactured after July 2010 
are equivalent, in terms of their reported glucose responses, to meters which were manufactured before August 
2010.

RESULTS
The results from each sensor were placed in a spreadsheet. Analysis for equivalency was performed using MiniTab 
16. The descriptive results for each condition are displayed in the table “Detailed Results.”

STATISTICAL ANALYSIS
Student t-test using a 95% confidence value was used to evaluate each pair of meter type across different test 
solutions. Reported t values and P values are used to reject or accept the null hypothesis. See table “Detailed 
Statistical Analysis.”
SUMMARY
These studies were designed to determine if meters which were manufactured in the years following 2010 
performed equivalently to meters which were manufactured before August 2010. Meters were tested using 
GenStrip®, GenStrip50®, and GenUltimate!® sensors and four test fluids (control solution and 3 whole bloods [levels 
over a range of 60 to 400 mg/dL glucose concentrations]).   Statistical analysis for each meter pair with a specific 
test fluid was performed using a Student-t. Our results indicate that the P values for the 4 paired evaluations 
exceed the error tolerance of 0.05 and, therefore, meters are equivalent in terms of the reported glucose values 
without regard to the meter’s manufacturing date through December 2017.

Table: Meter Serial Numbers & Manufacturing Dates

MATERIALS
OneTouch® Control Solution (Low, Medium, High, or Normal)
Meters*: 
   •   2010 OneTouch® Ultra®                 •   2014 OneTouch® UltraMini®             •   2016 OneTouch® UltraMini®
        Pre-2010 UltraMini®                          2014 OneTouch® Ultra®2                       2016 OneTouch® Ultra2®
   •   2013 OneTouch® UltraMini®       •   2015 OneTouch® UltraMini®            •   2017 OneTouch® UltraMini®
        2013 OneTouch® Ultra®2                   2015 OneTouch® Ultra®2      2017 OneTouch® Ultra2®
GenStrip®, GenStrip50®, and GenUltimate!® sensors**
OneTouch® Ultra® sensors**

*see table “Meter Serial Numbers & Manufacturing Dates”
**see table “Sensor Lot Information”

PROTOCOL
a.   Locate meters where testing can be done efficiently (e.g. flat surfaces, sufficient space, controlled 
       temperature, stable humidity)
b.   Control Testing
           i.      Locate randomly all meters on the testing surface. 
          ii.      Identify a single vial of 50 sensors.
         iii.      Set meters to the CODE that is appropriate for the lot of sensors being tested. 
          iv.      Inoculate each sensor with OneTouch® control solution using transfer pipette
          v.       Record results.
         vi.      Repeat process using a single vial until 2 sets of replicates or 30 sensors are tested. Introduce a new vial 
                   of product from the same lot and repeat the process. This overall process should be repeated for a total 
                     equal to or exceeding 240 results for post 2010 meters and 120 results for pre-2010 meters.
c.   Whole Blood Testing
           i.      Repeat steps i through iii in section b.
          ii.      Acquire venous blood from a single blood donor using work instruction for Whole Blood Collection 
                   WI202. 
         iii.      Adjust glycolyzed blood to 40-42% HCT.
          iv.      Adjust glucose concentration to 90 mg/dL (80-100 mg/dL) or 60 mg/dL (45-70 mg/dL) using work 
                    instruction for Preparing and Assaying Whole Blood Samples WI203.
          v.       Within 20 minutes of accepting the blood spike, inoculate sensors in each meter to acquire as many 
                    replicates as is possible. Use the same strategy as in Part b with respect to changing vials.
         vi.       Repeat steps iv through v with blood adjusted to 200mg/dL (180-220 mg/dL). 
        vii.       Repeat steps iv through v with blood adjusted to 375mg/dL (360 – 410 mg/dL). 

Six large scientific studies completed by a third party in a laboratory environment demonstrate that the Ultra® 
Family of meters purchased prior to July 2010 and then at six different times through December 2017, show that 
Genstrip®50 test strips and the same test strip manufactured under the trade name GenUltimate!® test strips 
performed statistically the same during large samplings completed first in the Genstrip® clinical trials in June 
2010 and in large samplings completed in 2013, 2014, 2015, 2016 and 2017.  These studies have not been 
reviewed by the FDA.  You may review these studies at www.pharmatechdirect.com/studies.

The results of those studies are summarized below.
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Table: Sensor Lot Information

Table: Detailed Results

1One sensor exhibited an E-5 error.
2 For this experiment the results for meters BMFC0BBTT and BMFFC0BFTT were found to be statistically different from the results for 
other 3 meters. Two new meters (BMFC0C4TT and BMFC0BDTT) were introduced and their results were used for this level only.
Table: Detailed Statistical Analysis


