3« Test Strips individually

Blood Glucose Test Strips with TrueMeasure Technology

HMPORTANT: Read these instructions for use and the User’s Guide supplied with
your meter hefore you monitor your biood glucose. Failure to follow instructions
will cause incorrect resuits,

What are my test strips for?

Optium Bload Glucose Test Strips are for use with Optium, Optium Xceed and TrueSense meters,
The test strips are designed to quantitatively measure glucose (sugar) in fresh capiflary whole
hlgod from a.) the fingertip, b.) the forearm, c.} the upper arm, or .} the base of the thumb,
The test strips are for use outside the body (in vitro dizgnostic use) and are for self-tasting or
heatthcare professional use.

What's in my test strip box?
+ 1 Instructions for use
wrapped in foil packets « TInformation card

+ 1 Calibrator

What else do | need that is not in my test strip box?

« Optium, Optium Xceed or - MediSense or Optium Cantrol Solutions
TrueSense meter « Lancing device and disposable lancets

« User's Guide

IMPORTANT FIRST STEP: CALIBRATION

Why must | calibrate my meter?

You must cafibrate your meter so it can recognize the test strip you are using. This esures that
your resufts are accurate. Failure to calibrate properly will cause incorrect results.

When should | calibrate my meter? Contact Bars 3723,
You must calibrate your meter each time you oper: and = o

use a new box of test strips. Use only the calibrator tha
comes with the new box of test strips. When the box is
empty, throw the cafibrator away.

How do | calibrate my meter?

1. Hold the calilator with the LOT number fading toward you. Insert the calibrator into the test strip
port. Push it in until it stops.

2. Check that the LOT number matches on alf these items: meter display window, test strip
calibirater, test strip Instructions for use, test strip foif packet.

l

How do1 check my system?
Use a MediSense ar Optium Control Selution to do a cantro seiution test when you question your
results and want to confirm that your meter and test strips are working properly.

For infarmation on how to obtain Control Solutions, please call Customer Service; Austialia 1800
807478, or New Zealand 0800 106 100. Other countries, centact your local Abbott Laborateries,
Abbott Diabetes Care office or distributor,
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Expected Results for Use with MediSense or Optium Control Solutions

Low: 25— 56 mg/l., Jedh e 341 mmol/l
@ Mid: 63— 119  mg/di, 3566 mmaolfl
High: 225~ 375 mg/dL, 12:5—20-8  mmolll

i

Controf results must be within the “Expected Resuits for Use with MediSense or Optium: Conttol
Solutions” printed on these instructions for use.

How do | obtain a blood drop?

« Before you sbtain  blood drop, make sure the sample site Is clean, dry, and warm. To warm the
sample site, wash it fn warm water, rub the skin vigorously for a few seconds, or apply a warm pad
toit.

« Hang your arm down before landng your finger or base of the thum, to help blood flow.

- Toobtain 2 blood drop from the arm, use a fleshy area away from bene. Avoid areas where there is
alotof hair.

+ Avoid squeezing the sample site.

« Apply the biood drop to the test strip immediately.

How do I monitor my hlood glucose?

1. Remove the test strip from its foil packet. The information card in your
b of test strips shows how to apen the fof packet.

2. Insert the contact bars at the end of the test stip into the test strip
port of the meter. Gently push the test strip i untit it stops. The meter
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furns on automatically, yw¢£{ v S
3. Obtain a blood drop. Follow <he insteuctions for use packaged with {;} g o

the landing device,
4, Touch the bload drap to the white target area at the end of the test
strip. The biood is drawn into the test stiip.

What if the countdown does not start? If the countdown does not start, you might ot have
applied enough blood to the test strip. Apply a second drop of blood to the test strip within
seconds of the first drop. If the countdown still does not start or if more than 5 seconds have
passed, discard the test strip, turmn off your meter, and repeat steps -4,

You can use the opened foil packet to remove and discard your used Blood giucose sest strip.
Discard the test strip properly.

What does my result mean?

The expected glucose range for a non-diabetic, nen-pregnant fasting adult is 4.1-5.9 mmol/L.
(74-106 mg/dL). One to two hours after meals, levels shouid be less than 8.9 mmol/L
{160 mg/dL); according to WHO Guidelines.

Consult your healthcare professional to determine the range that is appropriate for you.
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IMPORTANT - What if my result is unusually low or high?

High or iow Mood glucese results may have serious medical consequences. If your blood glucose
result is higher than 16.7 mmol/L. {300 mg/dL), lower than 2.8 mmoi/%. (5¢ mg/dL), or the result
does not reflect how you feel, check that your meter is calibrated correctly and repeat the test
with a new test strip. You may also use a MadiSense or Optium Contrai Solution to check the
performance of your system.

Foliow your healthcare professional’s advice before you make any changes to your
diabetes medication programme,

IMPORVANT - How do | take care of my test strips?

« Use the test strip immediately after opening its foil packet.

+ Your test strips should be stored at a temperature between 4° - 30°C (39 — 86°F), Starage outside
this range may cause incorrect results. Keep away from direct sunlight and heat,

+ Use each test strip once and then discard it. '

» Do not use out-of-date test stiips, Check the expiry date printed on the test sirip box and en
every test strip foil packet. If only the year and month are printed on the test strip, then the
expity date is the last day of the month. For example, "EXP 2009/03" means the test strip expires
on March 31, 2009.

- Do notuse a test strip that is wet, bent, scratched or damaged.

+ Do netusa the test strip if its foil packet has a puncture or tearin it.




What else do | need 1o know?

-The Optium, Oytiam Xcead or TrueSense systems can read bload glucose levels between 1.1 and
27.8 mmol/L. (20 and 500 ma/dL).

«Use Optiuns Bleod Glucose Test Strips at temperatures hetwaen 15° - 40°C (59" — 104°F) and 10%
and 90% relaive lramidity {the amount of moisture in the air} for best resglts,

+Clinical testing denonstrates that aititudes up to 2,195 metres (7,200 feet) above sea level do net
affect resuits,

IMPORTANT - If you choose to use a sample from the forearm, uppar arm, or

hase of the thumb:

» Consult your healthcare professional hefore you use any one of these sites to monitor your
bleod giucose,

- Contact Customer Service for further information; Austraiia 1800 80% 478, or New Zealand 0800
106 100. Other countries, contact your local Abbott Laboratories, Abbett Diabetes Care office o
distributor,

« Sampling from any one of these alternative sites may cause minar breising and may leave
marks that go away in a short time,

- There may be times wlen altemative she results ave different from: fingertip restlts. This
happens when glucose levels change rapidly (for example, after you eat a mead, take insulin, or
during ar after exercise).

- Use alterpative sites to monitor hefore, or more than two hours after, you cat a meal, take
insulin, ar exercise.

» Do not use bigod samples from alternative sites when:

1. You think your hlood sugar is fow,

2. Yau have been diagnosed with hypoglycaemic unawarenass,

3. The results from alternative sites do not match the way you feel, or
4, 1uis within two hours of eating a meal, taking insulin, or exerclsing.

Are there important messages that [ need to know about?

The foliowing messages may mean you have obtained a blocd ghucoss resalt that requires i mediate

attention or there may be a problen with the test strip:

» L& means your blood ghucosa may be lower than 1.1 mmolAL {20 mg/dL).

+ Hlmeans your blood glucose may be higher than 27.8 mmol/L (500 mg/dL).

- Test Error 2 {Optium meters} or E-3 (Optium Xceed and TraeSense meters) means there may be a
test error, .

+ Test Error 4 {Optiun: meters) or E-4 (Optium Xceed and TrueSense meters) means your bised
glicose may be too high to he read by the system,

I any of these messages shows, check that your meter is calibrated corsectly and repeat the test

with a new test strip. f the same message shows again or the resu does not reflect how you feel,

contact your heaithcare professional immediately. You may alse use a MediSense or Optium Control

Solugion to check the performance of your system. Foliow your healthcare professional's advice hefore

you make any changes to your diabetes medication pregramime,
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Important Information for Healthcare Professionals

Note: Capillary btood may be collected into heparin-containing or potassium EDTA-containing
capiffary tubes and used within 30 minutes, Do not use tubes containing fluoride or oxalate,

Limitations of Procedure

~ This test striyis not designed for use with arterial, venous, neonatal, serum or plasma samples,

« Haematacrit range fs 30%-60%.

« High levels of paracetamol, up 1o 662 pmol/L {10 maydL), will ot affect resuits,

« Test results may be erraneousty low if the patientIs severely delwydrated, or severely hypotensive, in shock or in
a hyperglycemic-hyperosmolar state {with or witheut ketosis). Similar observations have been eported in the
literature for other hload glucose monitering systems,

- Extremely high levels of the following substances at the following concenteations do not affect results: uric acid,
1.21mol/L (20 1ng/dL); ascorbic acd, 130.3 pmol/l. (2.3 mg/dL); unconjugated bilirubin, 684 pmol/L
(40 mgfdL; cholesterol, 13.0 mmol/L (SG0 mg/dL); and triglycerides, 11.3 mmolfL {1000 mg/ct),

- Do not use during xylose absorption testing.

Test Principle

When the blood sample is applied to the test strip, the glucese in the biood reacts with the chemicals on the test

strip, producing a small electrical currert, This current is measured and a result is then displayed by the meter, The

size of the current depends on the amount of glucose in the hiood sample.

Composition

Glucose Dehydrogenase {GOH-NAD) =003V
NAD-- {as sadium salt) =10pg
Phenanthroline quinane 200249
Nen-reactive ingredients =103y

Performance Characteristics
The performance of Optium Bleod Glucose Test Strips has been evatuated in hoth laboratory and clinical stadies,
Assay Range: 1.1-27.8 mmol/L {20500 mg/dL) Test Time: 5 seconds

Calibration Reference

The Optium Blood Glucose Test Strip is calibrated against the Y51 Glucose Anayser (YS! Inc.). The YS! whole blood
ghucose results are mitipfied by 1.12 to provide plasma-equivalent ghwcose values for the calibration of Optium
Blood Ghicose Test Strips.

Precision

Frecision testing shows that resuits typicafly vary by no more than 3.8%% to 5.29%, Please see Table 1.
Accuracy

Capitiary blood ghicose results obtained by lay users at 3 clinicai centers were compared with those obained
using the YSI Analyzer, a labovatory Instrument. Please see Table 2,

These studies show that the Optium, Optium Keeed and TrueSense systems compare well with the iaboratory
reference method.

Table T - Precision

Low Mid-Low Micl-High High
Mean mmol/L (mg/dl.) 2.4 {43.9) 5.6 (100.3} 80(144.4) 20.0{361.0)
SD mmol/L (ma/sdl) ¢.13(2.3) 0.22 (4.0 0.30(54) 0.94 (16.9)
CV o 5.2 4.0 3.8 a7
Table 2 - Accuracy
No. of samples 350
Slope 0.98
Intercept mmol/L {mg/dL) 0.3 (5.8}
r {corr. coef.) 0.97

Glucose range mmol/L {mg/dL) 2.7-27.7 (50499}
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