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Mission® Ultra Hemoglobin Testing System

Hemoglobin is the main component of red blood cells whose main function is
to transport oxygen. The determination of hemoglobin concentration in whole
blood is useful in the clinical diagnosis of diseases such as anemia and
polycythemia.

Welcome and thank you for choosing ACON’'s Mission® Ultra
Hemoglobin Testing System.

Intended Use

The Mission® Ultra Hemoglobin Testing System is designed for the
quantitative measurement of Hemoglobin level in fresh whole blood. Since
Hematocrit level is generally proportion to Hemoglobin concentration but
varies with individuals, Hematocrit is also tested and auxiliary for Hemoglobin
test. Venous blood should be collected with a designated anticoagulant.
Fingertip capillary blood should be collected with a lancet and can be tested
directly. It is intended for in vitro diagnostic use and suitable for polycythemia
and anemia management. The system is designed both for self-testing and
professional use and can be used for the intended purpose for adults and
children (=2 years), but can’t be used for any tests for newborns.

To ensure accurate results

e Read instructions in the User's Manual and conduct any necessary
training before use.

e Use the code chip that accompanies each box of test strips.

e Use only Mission® Ultra Hemoglobin Test Strips with the Mission® Ultra
Hemoglobin Meter.

e Test with fresh whole blood specimens. Do not use serum or plasma
specimen.

e When testing with venous blood, collect the specimen with the
recommended anticoagulant listed in the strips package insert.

o Verify the test results using clinical laboratory methods before making
any adjustments to your medication, diet or activity routines.

e Keep out of reach of children.
Important Safety Instructions

e Users should adhere to Standard Precautions when handling or using
this device.

e All parts of the Hemoglobin Testing System should be considered
potentially infectious and are capable of transmitting blood-borne
pathogens between patients and healthcare professionals. For more



information, refer to “Guideline for Isolation Precautions: Preventing
Trans Mission of Infectious Agents in Healthcare Settings 2007”.

http://www.cdc.gov/hicpac/2007ip/2007isolationprecautions.html .

e Use the equipment only for the purpose described in the instructions
for use.

¢ Do not use accessories which are not supplied or recommended by the
manufacturer.

e Do not use the equipment if it is not working properly or if it has
suffered any damage.

e Do not let the equipment or its flexible cord come into contact with
surfaces which are too hot to touch.

e Do not use the equipment outdoors.

e If the equipment is used in a manner not specified by the manufacturer,
the warranty provided for this equipment will be void.

¢ Do not drop or put anything into any opening in the equipment, or into
any hose or coupling.

e Keep in mind the instructions mentioned.

Note: Throughout this user's manual, meter parts or functions will appear
in bold. Items appearing on displays are identified in bold italics.
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Getting Started

Inspect the kit box, meter, and accessories for any visible damage. Remove
the meter and other packaging contents from the kit box. The following items
are needed to perform a test:

—

Ultra Hb

e
Mission ultra
Hemogiobin Test 1P,

Hb Meter

o~

Sterile Lancet

%

Lancing Device Carrying Case

Code Chip




Component Descriptions

Hemoglobin Meter: Conduct the hemoglobin test with whole blood and
display the test results on screen.
Carrying Case: Provides portability for Hemoglobin testing wherever you go.

User's Manual: Provides detailed instructions on how to use your
Hemoglobin Testing System.

Quick Reference Guide: A short set of instructions to get you started testing
with your new Hemoglobin Testing System.

Warranty Card: Should be completed and returned to the distributor to
qualify for the 2-year meter warranty.

Hemoglobin Test Strips: Chemical reagent system strips used with the
meter to measure the Hemoglobin concentration in blood.

Code Chip: Automatically calibrates the meter when inserted into the meter.

Lancing Device: Use with sterile lancets to prick the fingertip for blood
specimen collection. The packaged lancing device has multiple depth
settings which allow users to adjust the depth of the puncture and minimize
discomfort. It can also eject the used lancets.

Sterile Lancets: Use with the lancing device to draw a blood specimen. New
sterile lancets should be inserted into the lancing device for each test and
discarded after use.

Optional Components:

Mission® Ultra Hemoglobin Control Solution: Three levels of known
hemoglobin concentrations: Level 0 Low, Level 1 Middle and Level 2 High
are control solutions that can be purchased separately from the starter kit.
They are intended for use as a quality control check for the Mission® Ultra
Hemoglobin Testing System. Only perform quality control checks when
necessary. Hemoglobin controls are not included in the starter kit. Contact
your local distributor.



Mission® Ultra Hemoglobin Meter

The Mission® Ultra Hemoglobin Meter conducts the hemoglobin test with
whole blood and displays the test results on screen. Use the diagram below

to become familiar with all parts of your meter.
= — Strip Port

Mission®
Code Chip— 8883 7 Strip Ejector

CODE HCTREH %

M Button S Button

Code Chip Slot

Sehfgraben41
30175 Hannover, Germany.

Battery Cover

—2cramany | |

Battery Cover: Remove battery cover to install two CR2032 coin cell
batteries.
Code Chip: Automatically calibrates the meter when inserted into the meter.
Code Chip Slot: Holds the code chip.
Data Port: Sends information to a computer via an optional data transfer
cable to view, analyze and print stored data in the meter. The data transfer
cable is available as an optional accessory.
Liquid Crystal Display (LCD): Displays test results and guides the testing
process.
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<M> Button: Recalls previous test results from the meter memory.

<S> Button: Selects meter settings.

Strip Port: Test strips are inserted into this area to perform a test.

Strip Ejector: Slide the ejector upward to discard the test strip.

Note: All meter parts and all objects coming in contact with the blood
specimen are deemed as infectious matters. Follow proper precautions and
obey the local regulations when discarding these infectious matters.

Meter Display

During testing, the Mission® Ultra Hemoglobin Meter’s LCD screen will
display icons showing the status, options available, and prompts for testing:

Month and Date Hour Minutes

SE-28 BR:-BOW .
Test Audio/Control/
Number No. 8838 N\ =a3 ) Finger Symbol

e (W, (W ¢ Blood/Strip
Result . ‘ . ‘ . ‘ Symbol
S ] m

¢ N NO N

————— Unit

Memory — MEM g/dL mmol/L
Battery Symbol __| CODE HCT BB R %+ HCT Result

Code

Test number: Indicates the number of test.
Audio symbol: Indicates audio is turned on.

Control Solution Symbol: Indicates a control test is being performed or a
control result.

Finger symbol: Indicates the specimen in the test is a finger blood. If the
finger symbol is not displayed, it indicates the specimen in the test is a
venous blood.

Result Area: Displays the Code Number, Blood test result or Control test
result, Error No.

Blood Drop/Strip Symbol: Indicates the strip is inserted into the meter
correctly and it is ready to add specimen to the tip of the strip to start the test.

Memory: Indicates a test result being recalled from memory.
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Measurement Units: Indicates the units for the test result. The measurement
units can be changed by the user.

Battery Symbol: Appears when the batteries need to be replaced.

Code: Indicates the digits displayed in the result area are the code number of
the test strips.

HCT Result: Indicates the hematocrit test result.

Meter Use and Precautions

Do not get water or other liquids inside the meter.

Do not drop the meter. If you drop the meter or get it wet, check the
meter by running a quality control test. Refer to “Performing a Quality
Control Test” for instructions.

Do not take the meter apart. Taking the meter apart will void the
warranty.

Keep the Strip Port area clean.

Keep the meter dry and avoid exposure to extreme temperatures or
humidity, such as in a car.

Refer to” Maintenance” for details on how to clean the meter.

Keep the meter and all associated parts out of the reach of children.
The meter is pre-set to display blood hemoglobin concentration in
either millimoles per liter (mmol/L) or grams per deciliter (g/dL) or
grams per liter (g/L) depending on which unit of measure is standard
in your country.

Note: Follow proper precautions and all local regulations when disposing of
the meter and used batteries.

EMC Warnings

1.

This device is tested for immunity to electrostatic discharge as specified
in IEC 61000-4-2. However, use of this instrument in a dry environment,
especially if synthetic materials are present (synthetic clothing, carpets,
etc.), may cause damaging static discharges resulting in erroneous
results.

This instrument complies with the emission and immunity requirements
described in EN61326-1 and EN61326-2-6. Do not use this instrument in
close proximity to sources of strong electromagnetic radiation, as this
may interfere with proper operation of the meter.

For professional use, the electromagnetic environment should be
evaluated prior to operation of this device.



Mission® Ultra Hemoglobin Test Strips

The Mission® Ultra Hemoglobin Test Strips are thin strips with a chemical
reagent which works with the Mission® Ultra Hemoglobin Meter to measure
the hemoglobin concentration in fingertip capillary whole blood and venous
blood. Each test strip appears as shown below.

Specimen Tip: Apply blood or control solution here.

L IIIIIIIII

Check Window: Check to confirm thata  Contact Bars: Insert this end of the
sufficient sample has been applied. test strip into the meter until it stops.

Code Number

Each package of test strips has a printed code number (CODE), lot number
(LOT), unopened expiration date ( = ).

Mission® Ultra

ACON Laboratories, Inc.

Hemoglobin Test Strips 10128 Mesa e
c131-eo11
G 390001 002
b & 2020-01 & 10

oo (5§ c€o1237

Test Strips Storage and Handling
Please review the following storage and handling instructions:

. Store test strips in a cool, dry place at 2-30°C temperature range. Store
test strips away from heat or direct sunlight.

. Do not freeze or refrigerate.
. Do not store or use test strips in a high humidity location.

. Do not store the meter, test strips or control solution near bleach or
cleaners that contain bleach.

. Replace the cap on the test strip canister immediately after removal of a
test strip.

. The test strip should be used immediately after removal from canister.
6



Do not use your test strips past the unopened expiration date printed on
the label. Using test strips past the unopened expiration date may
produce incorrect test results.

After inserting the test strip in the strip port, the meter will automatically
turn off in 4 minutes of inactivity.

Note: The expiration date is printed in Year-Month format. 2078-07 means
January 2018.

Special Instructions for Test Strips in the Canister

Do not store test strips outside their protective canister. Test strips must
be stored in the original canister with the cap tightly closed to ensure
proper working conditions.

Do not transfer test strips to a new canister or any other container.
Replace the cap on the test strip canister immediately after removal of a
test strip.

A new canister of test strips can be used for 3 months after initial
opening. Write the opened expiration date on the canister label after
opening. Discard the canister in 3 months after your initial opening,
because usage after this period may result in inaccurate readings.

Test Strips Precautions

For in vitro diagnostic use. Test strips are to be only used outside the
body for testing purposes.

For self-testing and professional use.

Do not use test strips that are torn, bent, or damaged in any way.
Do not reuse test strips.

Use mild disinfectants such as alcohol solutions to clean the skin before
collected blood. Do not use oxidative disinfectants such as iodine
solutions. The remaining oxidative substances on the skin may cause
incorrect results.

Before running a hemoglobin test, make sure the code number on the
meter display matches the number shown on the test strip canister.
Keep the test strip canister away from children and animals.

For self-testers, consult your physician or healthcare professional
before making any changes in your treatment plan based on your blood
hemoglobin test results.

See the test strip insert for more details.



Mission® Ultra Hemoglobin Control Solution

This control solution is used to confirm that your Mission® Ultra Hemoglobin
Testing System is working properly. The control solution also checks that you
are performing the test correctly. It is important to run a quality control test
regularly to make sure you are getting correct results.

You should run a quality control test:

. Before your first use of the meter, familiarize yourself with its operation.

. When you suspect that the meter or test strip is not working properly.

. When you suspect that your test results are inaccurate, or if they are
inconsistent with how you feel.

. When you suspect your meter is damaged.

Refer to “Performing a Quality Control Test” for instructions on how to run a
quality control test.

Storage and Handling
Please review the following storage and handling instructions.

. Store the control solution at temperature 2-30°C. Avoid freezing.

. If the control solution is cold such as stored in a refrigerator, do not use
until it has been warmed to the same temperature as the meter and the
strips.

. Use before the unopened expiration date shown on the vial.

Note: The expiration date is printed in Year-Month format. 20718-07 means
January 2018.

Precautions

. For in vitro diagnostic use. The control solution is only for testing
outside the body. Do not swallow or inject.

. Shake gently without making bubbles before use.

. Control tests are specified to be accurate only when tested between
10-40°C (50-104°F).

. The control ranges shown on the control solution bottle are not

recommended ranges for your blood Hemoglobin level. Your personal
blood Hemoglobin target ranges should be determined by your
healthcare professional.

. Use only the same brand of control solution that was provided with
your Kit.

See the control solution insert for more details.



Installing the Batteries

When you first receive the meter, batteries may not be preinstalled in the
meter. Two CR2032 coin cell batteries (3V) are required. The batteries can
be found in your carrying case. Install the batteries according to the following
steps:

1. Turn over the meter to locate the battery cover. Press in the direction of
the arrow on the battery cover and lift the cover to open it.

2. Insert two CR2032 coin cell batteries into the battery case, and note
the direction of battery.

3. Close the battery cover and make sure that it snaps shut.

Note: Batteries should be taken out when equipment is not used for an
extended period.

@ @ 0/&-0
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Turn on Meter

The meter will display the date and time setup screen. Refer to “Setting up
the Meter before Testing” for details. After the date and time have been set,
the meter will automatically turn off.

Open the test strip vial and remove one strip from the vial. Close the vial
immediately to protect the remaining strips from moisture damage. Insert a
test strip into the strip port with the contact bars end first and facing up. Insert
the strip in as far as it will go without extra force. This will turn on the meter
and display all the display segments. If the audio option is on, the meter will
beep to signal that the meter is turned on.

Note: Insertion of a new test strip at any time, except during the data
transfer mode (Refer to “Using the Memory”) will cause the meter to



automatically enter the test mode.
If a strip is inserted into the meter but the meter doesn’t turn on, following the
steps below:

Check if the strip is facing up, same as the meter. If not, remove the
strip and reinsert the strip into the port with the correct side facing up.

Check if the strip is inserted into the port completely. If not, insert the
strip into the port completely.
Check if the strip is damaged. If yes, discard the strip.

If the strip is not damaged and is correctly inserted into the port but the
meter still doesn’t turn on, remove the strip and replace with another
strip.

If the meter still doesn’t turn on, remove the battery cover, check if two
batteries are in the meter. If not, place two batteries in the meter. If yes,
replace with two new batteries.

If you follow all of the steps mentioned above and the meter still doesn’t turn
on, contact your distributor for help.

Insert strip to turn on the meter. The screen will briefly display all of the LCD
symbols. Observe the LCD at this time to ensure all segments and display
elements are turned on, and there are no missing icons or elements. After
startup, observe whether there are any permanently turned on segments or
icons. After the power-on diagnostic check, the initial screen will be displayed
and the meter will automatically turn off after 4 minutes of inactivity.



Setting up the Meter before Testing

Before using your meter for the first time, you will need to adjust the settings
that are listed in detail below.

Step 1 - Adjusting Meter Settings

1. The meter will automatically enter the setup mode when turned on for
the first time by battery installation. Otherwise, press the <S> Button for
2 seconds to enter the meter setup mode.

2. Clock: Set the clock to either 12 or 24 hour mode. Press the <M>
Button to switch between the two settings. Press the <S> Button to
save the setting.

Note: The clock needs to be reset after every battery replacement.

or

3. Date format: Set the date format to either US or Euro mode. Press the
<M> Button to switch between the two settings. Press the <S> Button
to save the setting.

or

4. Month, Day and Year (US mode): The Month will appear at the top of
the display. Press the <M> Button until the correct Month is displayed
and press the <S> Button to save the setting and proceed to the Day.

Press the <M> Button until the correct Day is displayed, then press the
<S> Button to save the setting and proceed to the Year.
1



Press the <M> Button until the correct Year is displayed, then press the
<8> Button to save the setting.

o R EH o106 20 15

Day, month and Year (Euro mode): The Day will appear at the top of the
display. Press the <M> Button until the correct Day is displayed and
press the <S§> Button to save the setting and proceed to the Month.

Press the <M> Button until the correct Month is displayed, then press
the <S> Button to save the setting and proceed to the Year.

Press the <M> Button until the correct Year is displayed, then press the
<S> Button to save the setting.

oh- 0&-07 De-07 20 1S

Time: Once the day is set, the hour will appear at the top of the display.
Press the <M> Button until the correct hour is displayed. Press the <§>
Button to save the selection and proceed to set the minutes.

Press the <M> Button to set the minutes. Press the <S> Button to
save the setting and proceed to Audio.

mLn M- I'I‘I-I'IS ﬂ‘l-ﬂl_‘
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HCT: HCT result is turned on as the initial default. The meter will display
the HCT result when it is turned on. Press the <M> Button to switch
between turning the beep function “On” or “Off’. Press the <S> Button
to save the setting.

HCT HCT

Unit Set: The meter is pre-set to display blood hemoglobin
concentration in either millimoles per liter (mmol/L) or grams per
deciliter (g/dL) or grams per liter (g/L) depending on which unit is
suitable for you. If you don’t know which unit is suitable, contact your
distributor for help. The initial default unit is g/dL. Press the <M> Button
to switch between g/dL or g/L or mmol/L. Press the <S> Button to
save the setting.

g/dL g L mmol/L

Blood Specimen: The meter allows the user to select between finger
blood or venous blood. The initial default blood specimen is finger blood
specimen. Press the <M> Button to switch between displaying the
Finger symbol (finger blood) or off (venous blood). Press the <S>
Button to save the setting.
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Note: The added blood specimen must be the same as the selected
blood type. If venous blood is selected, the meter will allow the user to
select between EDTA K2 and K3. The initial default is K2. Press the
<M> Button to switch between displaying P2 (EDTA K2) or P3 (EDTA
K3). Press the <S> Button to save the setting.

EdER EdER

Audio: Audio is turned on as the initial default. The meter will give one
short beep when it is turned on, turned off, ready for the addition of
specimen, after specimen detection, and when the result is ready. The
meter will sound three short beeps to sound a warning when an error
has occurred. Press the <M> Button to switch between turning the
beeping function “On” or “Off’. Press the <§> Button to save the
setting.




Step 2 - Coding the Meter

Every time a new box of test strips is opened, the code chip used with the
meter must be replaced with the new code chip from the test strip box.

1.

Take the code chip out of the test strip box to compare the code
number on the code chip with the code number printed on the test
strip canister label. Results may be inaccurate if the two numbers are
not identical. If the code number on the code chip does not match the
number on the test strip canister with which it was packaged, please
contact your local distributor immediately. You will need a new
package of test strips to perform a test.

CODE| 002

B - ®
Mission® Ultra
Hemoglobin Test Strips

[REF] C131-6011

ACON Laborataries, nc.
Ml oz
SanDiego, CAG2121, USA

390001 002
g3 202001 ¥/ 10
.4 C€oms

With the meter turned off, insert the new code chip into the code chip
slot of the meter. It should easily snap into place. The code chip
should remain in the meter. Do not take it out until you change to a new

box of test strips.

s

T

Turn the meter on by inserting a test strip. The code number will
appear on the initial screen after startup. If the code number on the
test strip canister label does not match the number displayed on the
screen, please contact your local distributor immediately.



Mission®

Mission Ultra
Hemoglobin Test Strips

""" [REF]| C131-6011

Acol
101251
San Diego, CAG2121, USA

390001 002 ’ ‘ ' ‘ '.
g3 202001 ¥/ 10 amy " e
o [ : C€os |

CODE

Note: If a test strip is inserted without a code chip already inserted into the
meter, the display will flash “---”"and “CODE”. If the code chip is incorrect for

the current meter or changed during measurement, the meter will display
“E07".

80 (08I
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Performing a Quality Control Test

Perform as if a normal hemoglobin test is being run. Refer to “Step 2 -
Testing for Hemoglobin” in “Performing a Hemoglobin Test” and follow
the operation steps: Insert a test strip, check the display, observe the
meter self-check, wait for the meter to display correct code number.

Press the <M> Button to mark the measurement as a control test.

Note: If the <M> Button is not pressed before running a control test,
the meter countdown starts and then an “E “ is shown on the display
indicating that the specimen type is incorrect. Redo the control test and
make sure to press the <M> Button before adding control solution to
the strip.

Gently shake the control vial, squeeze out a small drop and hold so that
the drop is suspended on the tip of the bottle. Touch the test strip to the
control solution drop until the solution is absorbed and the meter makes
a beeping sound.

Note: If not enough sample is applied, replace with another strip and

redo the test. DO NOT apply sample twice to the same strip. Applying
the same twice to the same strip may cause incorrect results.

Note: If the control solution is applied, but the count down does not start,
insert a new test strip and retest.

4.

Refer to “Performing a Hemoglobin Test: Step 2 - Testing for
Hemoglobin” and follow the “Adding Specimens” step to wait for the
meter to count down to 1. When the count down reaches 1, the meter
will display the control result. The control result should be compared to
the control range printed on the control solution bottle label. If the
control result is within the control range printed on the control solution
bottle label, the Hemoglobin Testing System is working properly and the
procedure is being performed correctly.

17



The display should show a control symbol indicating this test was a
control test. The control symbol will also be displayed when reviewing
results stored in the memory. If the result falls outside the indicated
control range, the Hemoglobin Testing System is not working properly.

Slide the strip ejector to eject the test strip.

Note: The control range is the expected range for the control results. It is not
a recommended range for your blood hemoglobin level.

Checklist of Possible Reasons for an Out-of-Range Control Result

Confirm the expected correct range. Three levels of control results
should be matched to the respective Control 0, Control 1 or Control 2
range printed on the control solution bottle label. Check the expiration
date of the test strip and control solution. Discard any test strips or
control that has expired.

Confirm the testing temperature is between 10-40°C.
Make sure that the strip canister and control vial are tightly capped.

Make sure the code number on the strip canister label matches the code
number that appears on the meter display.

Confirm the same brand of control is used as your kit brand.

Make sure the test procedure is followed correctly. After checking all of
the conditions listed above, repeat the quality control test with a new test
strip. If results still fall outside the control range shown on the control
solution bottle label, the meter may be defective. Contact your local
distributor for assistance.

Three levels of control are available, Level 1 control solution is sufficient
for most self-testing needs. If you think your meter or strips may not be
working correctly, you may also want to perform a level 2 or level O test.

18



For results confirmation, all control solution 0, control solution 1 and
control solution 2 should fall within the respective range. If the control test
results do not fall within the respective ranges, DO NOT use the system
to test blood specimen, as the system may not be working properly. If
you cannot resolve the problem, contact your distributor for help.

Please contact your distributor for information on ordering the Mission®
Ultra Hemoglobin Control Solutions, which contains control solution 0,
control solution 1 and control solution 2.



Performing a Hemoglobin Test

The following instructions describe the use of the meter, test strips, lancing
device and sterile lancets together to measure the blood hemoglobin
concentration.

Do not perform a hemoglobin testing in an area with wind as this could affect
the accuracy of the test results.

Step 1 — Collecting Blood Specimen

All blood specimens should be handled as a potential transmitting
blood-borne pathogens. Users should wash hand thoroughly with soap and
water after handling the meter and strips.

Note: A new pair of gloves should be worn for every patient’s testing.

Please follow proper precautions and obey all local regulations while drawing
and handling blood.

Biosafety in Microbiological and Biomedical Laboratories (BMBL) found at
http://www.cdc.qov/biosafety/publications/bmbl5/

“Protection of Laboratory Workers From Occupationally Acquired Infections;
Approved Guideline-Third Edition” Clinical and Laboratory Standards Institute
(CLSI) M29-A3.

For Venous Blood Specimen

Venous blood should only be collected by professionals. Collect the venous
blood in a closed container with EDTA-K2 or K3 anticoagulants. Mix the
specimen well, then collect at least 4 yL into a plastic syringe or pipette.
Apply it to the strip.

Venous Blood Storage and Handling

. Only whole blood can be used for testing. Do not use serum or plasma
specimen for testing.

. EDTA-K2 or K3 anticoagulants can be used to collect venous blood
specimen.

. Venous specimen with EDTA-K2 or K3 anticoagulants can be stored in
a cool, dry place at 2-30°C (35.6-86°F) for 24 hours. Store them away
from heat and direct sunlight.

. Do not freeze. Frozen blood is severely lysed and may cause incorrect
results.

. Some venous blood specimens are easily lysed. A red color present in
the serum is a clear indication of blood lysis. If the red color is present.

20



do not use the specimen for testing. Collect new specimen and conduct
the test immediately or in a shorter time.

. Gently mix the venous blood for at least 15 minutes before testing. Do
not stir the specimen excessively or mix the specimen too long to avoid
blood lysis.

Note: Refer to NCCLS Documents H3-A6, Collection of Diagnostic Blood

Specimens by Venipuncture.

For Fingertip Blood Specimen

The Mission® Ultra Hemoglobin Testing System requires a very small drop of
blood which may be obtained from the fingertip. Before testing, choose a
clean, dry surface area. Familiarize yourself with the procedure and make
sure you have all the items needed.

IMPORTANT: Prior to testing, wipe the test site with an alcohol swab or
soapy water. Use warm water to increase blood flow if necessary. Then dry
hands and test site thoroughly. Make sure there is no cream or lotion on the
test site.

Blood specimens are obtained by using the included lancing device. Refer to
the instructions below for details.
Cocking Barrel Lancet Holder

Sterile Lancet

— ~
Ejection Button Safety -Irab —‘l
Release Button Puncture Depth Lancing Device
Settings Cover

21



Using the Lancing Device and Lancets
For fingertip sampling, adjust the depth penetration to reduce discomfort.

1. Unscrew the lancing device cover from the lancing device Body. Insert a
sterile lancet into the lancet until it comes to a complete stop in the
lancing holder.

2. Hold the lancet firmly in the lancing device and twist the safety tab of the
lancet until it loosens, then pull the safety tab off the lancet. Save the
safety tab for lancet disposal.

3. Carefully screw the cover back onto the lancing device. Avoid contact
with the exposed needle. Make sure the cover is fully sealed on the
lancing device.

4.  Adjust the puncture depth by rotating the lancing device cover. There
are 6 puncture depth settings. To reduce discomfort, use the lowest
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setting that still produces an adequate drop of blood. Use settings 1 and
2 for delicate skin, 3 and 4 for normal skin, 5 and 6 for calloused or thick

) |

Note: Greater pressure of the lancing device against the finger will
also increase the puncture depth.

5. Pull the cocking barrel back to set the lancing device. A click may be
heard. The device is now loaded and ready to obtain a drop of blood.

%\\

6. Prior to testing, make sure the patient's hand is warm and relaxed
before collecting the capillary blood specimen. Use warm water to
increase blood flow if necessary. Massage the hand from the wrist up to
the fingertip a few times to encourage blood flow.

%
7.  Clean the testing site with an alcohol swab and then dry the testing site

thoroughly.

8.  Hold the lancing device against the side of the finger to be lanced with
the cover resting on the finger. Push the release button to prick the
23




fingertip. You should hear a click as the lancing device activates.
Gently massage from the base of the finger to the tip of the finger to
obtain the first drop of blood.

é
I

Wipe away the first drop of blood. Apply light pressure to obtain a
second drop of blood. Touch the second drop of blood onto the
Specimen Tip of the inserted test strip. The blood is then automatically
absorbed into the reaction cell where the reaction takes place. Avoid
smearing the blood drop. For the greatest reduction in pain, lance on
the sides of the fingertips. Rotation of sites is recommended.

Repeated punctures in the same spot can make your fingers sore and
callused.

Discarding the Lancet

1.

2.

Unscrew the lancing device cover. Place the safety tab of the lancet on a
hard surface and carefully insert the lancet needle into the safety tab.
Press the release button to make sure that the lancet is in the extended
position. Slide the ejection button forward to discard the used lancet.
Place the lancing device cover back on the lancing device.

)
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Lancet Precautions

® Do not use the lancet if the safety tab is missing or loose when you
take the lancet out of the bag.

® Do not use the lancet if the needle is bent.
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® Use caution whenever the lancet needle is exposed.

® |n order to reduce the risk of infection from prior use of the instrument,
always use a new, sterile lancet. Do not reuse lancets.

® Avoid getting the lancing device or lancets dirty with hand lotion, oils,
dirt or debris.

Specimen collection and preparation
A small drop of fresh capillary whole blood is needed to perform the blood

hemoglobin test. Do not use serum or plasma specimen. Do not use neonatal
blood specimen.

® Always test the blood specimen as close as possible to the time the
specimen is collected.

® When fresh finger whole blood in a test tube is used, care should be
taken to uniformly distribute red cells throughout the tube several times
by several tube inversions. (Please note: Do not mix the blood
specimen in the tube excessively.)

Step 2 - Testing for Hemoglobin

Note: Insertion of a new test strip at any time, except during the data transfer
mode (Refer to “Using the Memory”) will cause the meter to automatically
enter the test mode.

Insert the test strip into the meter

Open the vial and remove one strip from the vial. Close the vial immediately
to protect the remaining strips from moisture damage. Insert a test strip into
the strip port with contact bars end first and facing up. Insert the strip in as far
as it will go without extra force. This will turn on the meter and display all the
display segments. If the audio option is on, the meter will beep to signal that
the meter is turned on.

If a strip is inserted into the meter but the meter doesn’t turn on, follow the
steps below:

® Check if the strip is facing up, same as the meter. If not, remove the
strip and reinsert the strip into the port with the correct side facing up.

® Check if the strip is inserted into the port completely. If not, insert the
strip into the port completely.

® Check if the strip is damaged. If yes, discard the strip.
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® |f the strip is not damaged and is correctly inserted into the port but the
meter is not turning on, remove the strip and replace with a new strip.

® [f the meter still don’t turn on, remove the battery cover, check if two
batteries are in the meter. If not, place two batteries in the meter. If yes,
change to two new batteries.

® |f you do the above steps but the meter doesn’t turn on, contact your
distributor for help.

Check the display to confirm that all the display segments turn on (see
display illustration above).

B8-88 88:885
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MEM g/dL mmol/L
CODE HCTHEE %

Following the display check, the meter will continue to do self-check (see the
picture below).

When the CODE flag and CODE number is shown on the LCD, the blood
drop symbol will start to blink. Compare the code number that appears on the
display matches the code number (CODE) on the test strip canister. Refer to
“Setting up the Meter before Testing”. The blinking blood drop icon indicates
that the test strip is inserted correctly and a drop of blood specimen is ready
to be added.

Note: If the test strip has been inserted incorrectly, the meter will not turn on.
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Adding specimens

Before adding specimens, make sure the specimens you added is same as
the specimen type shown on the display. The hand symbol shown on the
display indicates fingertip blood specimen; otherwise, if the hands symbol is
not shown on the display, it indicates venous blood specimen.

Prepare enough specimen sample (24uL or one drop) before adding the
sample to the strip. Keep the strip tip in contact with the sample. Let the
sample continuously be absorbed into the Check Window until the meter
makes a beeping sound.

N “\)

Correct Incorrect

® Apply specimen only to the tip of the test strip. Do not apply blood to
the top surface of the test strip.

® Press your finger against the test strip.

® |f the strip is in contact with the sample but the sample is not being
absorbed into the Check Window, replace with a new strip and redo the
test. If the issue remains, do not continue the test and contact your
distributor for assistance.

If the specimen is not enough to fill the Check Window or any other reasons
alike, after a few seconds, an “E05" message is displayed indicating
inadequate specimen and/or repeated sampling. Press the <S> Button to
turn off the meter. Discard the used strip and prepare enough specimen to
retest with a new test strip.

D@

Correct Incorrect
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® |f not enough specimen is applied, replace with a new strip and redo
the test. DO NOT apply the specimen to same strip twice. Reapplying
the specimen to the same strip might lead to incorrect results.

® [f the Check Window is completely filled with specimen but the count
down does not begin, replace with a new strip and redo the test. If the
issue repeats, do not continue the test and as your distributer for
assistance.

Once a sufficient specimen has been applied, the meter display will count
down to 1 and then the result will be displayed.

Completing the test
Slide the strip ejector to discard the test strip.

All blood specimens and all objects that came in contact with the blood
specimens are deemed as infectious matters. Follow proper precautions and
obey all local regulations when discarding these infectious matters.

Reading the test result

Hemoglobin and hematocrit are measured concurrently to provide the
physician with a more complete diagnostic profile. Our Mission Ultra
Hemoglobin Testing System directly measures hemoglobin and hematocrit.

The hemoglobin result is shown with big bold numbers in the middle of the

display and the hematocrit result is shown with small bold numbers in the
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bottom of the display following “HCT”. You may choose to have the "HCT"
result display or not display on the result screen by switching the option on or
off during the meter set up process. Please refer to the "Adjusting the Meter
Settings" for more information.

o003 OE0E0ES e
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g/dL
HCT 358 %

Test results are displayed in mmol/L, g/L or g/dL depending on the units you
choose during the meter set up. If you need to change the units, please refer
to the "Adjusting Meter Settings" section and follow the needed steps.
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The test result should be within the target range recommended by your
healthcare professional. If your hemoglobin and hematocrit test results are
not within the range, ask your healthcare professional for advice. Always
consult your healthcare professional before making any changes to your
treatment plan.

If you were not provided with a target range by your healthcare professional,
you can compare your results with the recommended range from Dacie and
Lewis Practical Hematology listed in Mission® Ultra Hemoglobin test strips
package insert.

"HI" Messages

The meter can accurately measure blood hemoglobin concentrations
between 0 - 26.0 g/dL(0 -16.1 mmol/L or 0 - 260 g/L). “HI” messages indicate
results outside of this range.

If “HI” appears on the display, the measured concentration value is above
26.0 g/dL (16.1 mmol/L or 260 g/L). The test should be retaken to ensure that
no mistake was made in the procedure. If you are certain the meter is
functioning correctly, and your blood hemoglobin is still consistently
measured as “HI’, it indicates severe hyperlipidemia (high blood hemoglobin).
You should contact your healthcare professional immediately.

29



Precautions and Limitations

Mission® Ultra Hemoglobin Meters, test strips and other components of the
Mission® Ultra Hemoglobin Testing System have been designed, tested and
proven to work together effectively to provide accurate blood Hemoglobin
measurements. Do not use components from other brands.

The system is designed to accurately read the measurement of Hemoglobin
in whole blood within the range of 0-26.0 g/dL (0 -16.1 mmol/L or 0-260 g/L).
If your hemoglobin and hematocrit test results are not within this range, ask
your healthcare professional for advice. Always consult your healthcare
professional before making any changes to your treatment plan.

If you do not have the target range recommended by your healthcare
professional, you can check the results with the recommended range from
Dacie and Lewis Practical Hematology listed in Mission® Ultra Hemoglobin
Test Strips insert.
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Using the Memory

The meter automatically stores up to 500 test records. Each record includes
the test result, time and date. If there are already 500 records in the memory,
the oldest record will be erased to make room for a new one.

Viewing Stored Records
To view stored records:

Press the <M> Button one time to turn the meter on and a second time to
enter memory mode. The most recent value and the word “MEM” will appear
on the display. Press the <M> Button to recall the second to oldest record to
be displayed. Press the <S> Button to recall the later record to be displayed.
If the current record being displayed is the only record, then this is the latest
record being displayed.
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If you are using the meter for the very first time, the meter display will show

“«

three dashed lines (“---"), the word “MEM” and the unit of measure. This
shows that no data has been stored in memory.

MEM g/dL

The meter will automatically turn off after 4 minutes with no operation, or after
the <S> Button has been pressed and held for more than 2 seconds.
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Clearing the Memory

When the meter is off and the <M> Button is pressed and held for 2 seconds,
the “MEM” symbol is displayed and “dEL”is displayed on the large display.

All the records in the log can be erased by pressing and holding <M> and
<S> buttons together for 2 seconds.

The meter will display the words “MEM” and “- - -”to indicate that the memory
has been cleared.

The meter will automatically turn off after 4 minutes with no operation, or after
the <S> Button has been pressed.

Transferring Records

Plug the Audio cable into the Audio port located on the bottom of the meter
and connect the other end of the Audio cable to a suitable PC.
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Note: The PC must have suitable software installed to receive and process
the data being transmitted from the meter.

Press <S> and <M> buttons together and the meter will enter PC
communication mode.

Press <M> button again and the meter will show the PC symbol on the
display and start to transfer the data to the PC. During the transfer, “to” will
also appear on the display.

to

After the data transfer is completed, the meter will display “End” on the upper
left corner and “PC” on the screen will display for 4 minutes.

£ nd

The meter will automatically turn off after 4 minutes with no operation, or after
the <8> button has been pressed and held for more than 2 seconds.

Note: Up to 500 test records are automatically stored in memory. After 500
test records are stored, the oldest test record will be replaced by a new
record. For example, if 500 records are stored in memory, the next test result
(501) will replace the first result stored in memory.
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Maintenance

Proper maintenance is recommended for best results.

Replacing Batteries

When the battery icon () is displayed, it means the battery is running low
and it should be replaced as soon as possible. An “E00” error message will
appear if the battery is too low to perform any more blood hemoglobin tests.
The meter will not function until the batteries are replaced.
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Instructions:
1. Make sure the meter is off before removing the battery.

2. Turn over the meter to locate the battery cover. Press the battery cover
tab on the top and lift the cover to open the battery cover.

3. Remove and properly discard the old batteries. Insert two new CR2032
coin cell batteries on top of the plastic tape. Make sure it is aligned with
the plus (+) side facing up in the battery carrier.

4.  Close the battery cover and make sure it snaps shut.

5.  Recheck and reset the date and time settings as necessary after battery
replacement to ensure that the date and time are correctly set. To set
the meter date and time, refer to “Setting up the Meter before Testing”.
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Cleaning Hemoglobin Meter

For best results, the meter should be cleaned after each test. A cotton cloth can
be used to clean the surface of the meter. Use a damp cotton cloth only if
necessary. A dry, soft cloth may be used to clean the LCD and the strip port
area. It is recommended that the meter be stored in the carrying case after each
use. Take care to avoid getting liquids, residue, or control solutions in the meter
through the Strip Port, Code Chip Slot or Audio Port.

Note: Do not use organic solvents, such as gasoline or paint thinner. This will
cause damage to the meter.

Lancing Device

Use mild soap and warm water to clean with a soft cloth as required.
Carefully dry the device thoroughly. Do not immerse the lancing device.
Please refer to the lancing device insert for more details.
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Suggested Target Goals

The reference hemoglobin and hematocrit values are listed in the following
table:

Unit Hemoglobin Hematocrit

g/dL g/L mmol/L
Men 13.0-17.0 | 130-170 | 8.1-10.5 40%-50%
Women 12.0-15.0 | 120-150 | 7.4-9.3 36%-46%
Children (22 years) | 11.0-14.0 | 110-140 | 6.8-8.7 32%-42%

The data in the above table are from Dacie and Lewis Practical Hematology.
Reference ranges may vary between laboratories. Every laboratory should
establish its own reference range as needed.

1. Dacie and Lewis Practical Hematologh, 10%ed., 2006
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Comparing Meter and Laboratory
Results

The Mission® Ultra Hemoglobin Testing System results report fingertip blood
hemoglobin concentrations converted to plasma concentrations, while
laboratories can report both serum and plasma hemoglobin concentrations.
However, the results may differ somewhat due to normal variation. To ensure
a reasonable comparison, follow these guidelines.

Before lab testing:

. Bring your meter, test strip and control solution with you.

. Make sure your meter is clean.

. Perform a quality control test to make sure the meter is working
properly.

At the lab:

. Wash your hands before obtaining a blood specimen.

. Obtain blood specimens for the laboratory test and for your meter within
10 minutes of each other. This will ensure an accurate comparison of
results.
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Troubleshooting Guide

Display Causes Solution
Meter fails | Datery —may be

damaged or not be Replace battery.
to turn on

charged

H o

Temperature is too
high (>40°C)

Move to a cooler environment and wait at
least 30 minutes before repeating the test.

r.-

(]
Y

r.

Temperature is too
low (<10°C)

Move to a warmer environment and wait at
least 30 minutes before repeating the test.

Battery Voltage Low,
it could only do more
20 tests

Test results will still be accurate for 20 tests,
but batteries need to be replaced as soon as
possible.

No Code chip

Insert the code chip that accompanied the box
of test strips.

rar i
EI.! [ ] S::;Z is out of Replace the batteries and repeat the test.
If a cell phone, radio frequency source or a
high On/Off electrical source is nearby, place
EB = System failure more distance between the meter and any of

these sources then retest. If the problem
persists, contact your local distributor.

P
£
at

Test strip was
removed during the
testing

Repeat the test and ensure test strip remains
in place.

X
£
L

Specimen was applied
to the test strip too
soon

Repeat test and apply specimen after blood
drop/test strip icon appears.
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Display

Causes

Solution

=

Test strip is
contaminated or used
before

Repeat test with a new test strip.

=S

Insufficient specimen
volume or specimen
application error due
to late specimen
re-dosing

Repeat the test and apply enough specimen
to fill the test strip check window.

£0b6

Memory error

Remove battery for 90 seconds, put the
battery back in and turn on the meter again. If
problem persists, contact your local dealer.

X

Measure result is too
high (>26.0 g/dL or
16.1 mmol/L or 260
glL)

Repeat test again and if problem persists,
please consult with your doctor.

X
£
ad

Code Chip Error

Make sure the Code Chip is Mission® Ultra
Hemoglobin Code Chip and then repeat test
again.

If the code is damaged, use a new code chip
with the correct code number and run the test.
If the code chip is removed during a test,
confirm that the code chip matches the test
strip code and repeat the test.

Data transfer Error

Obtain a new data transfer line and try again,
if problem persists, please contact your local
dealer.

c09

Test failure

Make sure the test mode and the sample are
right. Retest, if the problem persists, contact
your local distributor.
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Specification

Feature

Specification

Measurement Range

0-26.0 g/dL (0-16.1 mmol/L or 0-260 g/L).

Result Calibration

Plasma-equivalent

Minimum Specimen Size

4 yL

Test Time <12 seconds
On/Off Source Two CR2032 coin cell batteries (3V)
Battery Life Minimum of 1,000 measurements

Hemoglobin Units of Measure

Millimoles per liter (mmol/L) or grams per
deciliter (g/dL) or grams per liter (g/L)

Memory

500 results with date/time

Automatic shutoff

4 minutes after the last action

Meter Size 58 mm x 90 mm x 20 mm
Display Size 36 mm x 41 mm
Weight 649

Meter Storage Conditions

0-50°C (32-122 °F); 10%~90% RH

Operating Temperature 10°C - 40°C
Operating Relative Humidity 10%~90%
Data Port Audio Port
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Warranty

Please complete the warranty card included in the packaging. Mail it to your local
distributor to register your purchase within 30 days of purchase.

For your records, write the purchase date of your starter kit here:

Note: This warranty applies only to the meter in the original purchase. It does not apply to
the other materials included with the meter.

ACON Laboratories, Inc. warrants to the original purchaser that this meter will be free
from defects in materials and workmanship for a period of two years (24 months). The
two years starts from the later of the date of original purchase or installation (except as
noted below). During the stated two years period, ACON shall replace the meter under
warranty with a reconditioned meter or, at its option, repair at no charge a meter that is
found to be defective. ACON shall not be responsible for shipping charges incurred in the
repair of a meter.

This Warranty is subject to the following exceptions and limitations:

This warranty is limited to repair or replacement due to defects in parts or workmanship.
Parts required which were not defective shall be replaced at additional cost. ACON shall
not be required to make any repairs or replace any parts that are necessitated by abuse,
accidents, alteration, misuse, neglect, failure to operate the meter in accordance with the
user’'s manual, or maintenance by anyone other than ACON. Furthermore, ACON
assumes no liability from malfunction or damage to meters caused by the use of devices
other than devices manufactured by ACON. ACON reserves the right to make changes in
the design of this meter without obligation to incorporate such changes into previously
manufactured meters.

Disclaimer of Warranties

This warranty is expressly made in lieu of any and all other warranties express or implied
(either in fact or by operation of law) including the warranties of merchantability and
fitness for use, which are expressly excluded, and is the only warranty given by ACON.
Limitations of Liability

In no event shall ACON be liable for indirect, special or consequential damages, even if
ACON has been advised of the possibility of such damages.

For warranty service, please contact your local distributor.
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Index of Symbols

Consult instructions For In vitro
for use diagnostic use
only
Catalog # SN Serial number
Authorized
“ Manufacturer [ Ec [ REP]
representative
LOT Lot number Use by

<

Contains sufficient for
<n> tests

Store between
2-30°C

[STERILE|[R|

Sterilized using
irradiation

Code number

Do not discard along

care

E z with household waste — This side up
L “l‘d
Fragile, handle with
Keep dry

/,

\
)/:/ v

Keep away from
sunlight and heat

Control range

®

Do not reuse

Model number
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