
EasyTouch@ 
Hemoglobin Test Strips 

For in vitro diagnostic use onty. 


Important 
Please read this information and the EasyTouch® Series 
Hemoglobin Monitoring System User's Manual before using 
EasyTouch(ol) Hemoglobin Test Strips. 
If you have any questions andlor need assistance, please 
contact cu r authorized distributors In your country. 

Intended Use 
EasyTouch® Hemoglobin Test Strips are designed for in Vitro 
diagnostic use with the EasyTouch® Series Hemoglobin 
Meter for self-testing hemoglobin level in fresh capillary whole 
blood. It is suitable for anemia managemenl at home or 
professional use. 

Summary 
The EasyTouch® Series Hemoglobin Monitoring System is 
designed fo r quan tilative measurement of 11emoglobin level 
In fresh cap illilry whole blood. This meaSlJrement is based on 
determination of the current changes caused by the reaction 
of hemoglobin with the reagent on the electrode of the strip . 
When the blOOd sample gently touches the sample target 
area of the strip, the blood is automatica ll y drawn into the 
reaction zone of the strip. The test result w, 1I be displayed on 
the screen aller 6 seconds. 

Measurement Range 
The measurement range of the EasyTouch® Series 
Hemoglobin Monitoring System is from 7 to 26 g/dL (4,3 
mmoliL to 16 1 mmoIlL). 

Reagent 
Each EasyTouch® Hemoglobin Test Stnl' contains the 
following regent: 

Hemoglobin calalyst ~O . 1 mg 


Non-reactive ingredients I ~O . 3 mg 


Storage and Han~ling 
• StOrE! the test strips Il t temperature between 4 ' C to 30'C 

(40' F to 86'F). 
. 0 0 not freeze. 
.Keep Away from dlrec:' sunlight and heat. 
.00 nol use the tesl strips arter tl10 expiration date. 
. Mark Ihe firs t opolling date on tl1 e vi al. The test strips should 

be Lised within 2 months after r,rst opening . 
• Tlghtly seal the vial cap immed,ately after removing a test 

strip , 
. 00 not handle tho tesl strips Wi th wet or dirty hands. 

Warning and Precautions 
• 00 not cut, bent, scratch, or alter the test strip in any way. 

.Oiscard each test strip after single use. 

.00 not use the test strips after the expiration date. 

.The test strips should be used within 2 months after first 


opening . 
• Code (calibrate) the EasyTouch® Series Hemoglobin MeIer 

to match the code number pllnted on the EasyTouch® 
Hemoglobin Test Strips Vial. 

.If your blood hemoglobin lest results are not consistent wilh 
your expected resu lts and you have followed all instructions 
described in the EasyTouch",l Series Monitoring System 
User's Manual, call your heallhcare professional. 

.Never make significant chang~s to your anemia control 
program or 'gnore phYSical symptoms Without consulting 
With your healthcare profess iona l. 

. Be sure to follow your local regulalion for proper disposal of 
used test strips and lancets. 

. Keep the test strips vial away from children . The cap or vial 
may contain drying agents that are harmful if inhaled or 
swallowed and may cause skl r or eye irritation. 

. 00 not use tincture of iodine to dlsinfect fingertip . 

Materials Needed to Test Your Hemoglobin 
. EasyTouch® Series Hemogl~bin Meter 
. EasyTouch.&l Hemoglobin Test Strips (IFfEfl SH-102-25) 
. Lancets (not included) 
.Puncturer (lancing device) 
. Alcohol swab (not included) 
• EasyTouch® Series Hemoglobin Monitoring System User's 

Manual 
. Log Book 

Sample.Collection and Preparation 
The EasyTouch® Senes HemOglobin Monitoring System is 
designed to determine hemoglobin level in fresh capi llary 
whole blood (I.e., from fingertiP!- To obtain a drop of blood . 
follow these steps 
Step 1 Wash your Ilands with soap and warm water, then dry 

thoroughly 
Step 2: Prepare puncturer according to the instructions 
Step 3: Using an alcohol swab '1nd making sure thai your 

finger is completely dry ~efore lancing your finger . 
Step 4 USing the puncturer to o~a ln a drop of blood AVOid 

excessive squeezing of le puncture site 

Code Strips rocedure 
Whfrn you use a new Vial of te~ 'stnps, th e EasyTollch® 
Series Hemoglobin Meter must be ca librated with the new 
code key packaged in the box IT obtaining an accurate 
hemoglobin test result. 
.Fmd the CODE number on til , vial of EasyTouch@ 

Hemoglobin Test Strips . 

.Insert the code key inlo the code key slot of the meter. Make 
sure the code number is facing up . 

.Insert a test strip into the test strip slot of the meier, it will 
automatically turn on and display the code number on the 
LCD screen. 

.It is important that the code number on the meter matches 
tile code number on the vial of test strips . 

Blood Hemoglobin Testing 
Wash and dry your hands thoroughly. Insert the lancet 
into the puncturer. Prepare the puncturer according to the 
instructions. To test your hemoglobin level, follow these steps: 
Step 1: Insert Test Strip. Remove a test strip from the vial 

and immediatly seal the vial cap. Insert the test strip 
into the test strip slut. and the meter will tUI n on 
automatically. Oode number will appear briefty. Then 
make sure the ~ode number on the screen matches 
the code numb~r on the test strip vial. If the code 
number does not match , code the meter correctly. 

Step 2: Apply sample, Obtain a drop of blood us ing the 
sample collectu", procedure described Above. When 
"!" symbol Is d,splayed, applying your blood sample 
to the sample ta rget area of the test stnp The blood 
is automatically drawn Into the reaction zone of test 
strips. The meti'r will begin measuring hemoglobin 
level. . 

Step 3: Read the result after 6 seconds. Your hemoglob", 
measurementlVili appear on 111" screen after 6 
seconds. The results will be automatically stored . 
Turn the meter off by remov ing the test strip. 

For detailed infom1atiolil on the procedure. please refer to the 
EasyTouch@ Series Hemoglobin Monitoring System User's 
Manual. 

Quality Control 
It is recommended to check the performance of EasyTouch'<ll 
Series Hemoglobin Monitoring System under the following 
conditions: 
.When your hemoglobll1 lest results are not consisten t with 

what you expected , 01 when you feel your results are nol 
accurate. 

. Whenever your suspect that Ihe meter or test strips are not 
working correctly. 

.When you drop the meter. 

. When you begin to use a new vial of test strips. 
To check the performance of the meter, test stnps and your 
tesl ing technique. run the control solution test by following 
Ihe inst rucllons detaited m EasyTouch® Series HemO{l lob in 
Monitonng System User's Manual. The EasyTouch® 
Hemoglobin Control Solulions are onty designed for uSing 
with EasyTollch@ Hemoglobin Test Strips. Other con trol 
solutions may provide Incorrect results. 



When EasyTouch® Hemoglobin Control Solution test results 
fall within the expected ranges pri nted on the test strip vial 
label , the system is performing properly. If your cont rol 
solution test results are not within the expected range, repeat 
the control solution test. DO NOT use Ihe system to lest your 
blood until you get a control solulion test result within the 
expected range . Results that fall outside the range may be 
caused by : 
.Error in performing the test. 
.Expired or contaminated control solution. 
.tmproper coding of the meter 
• Test strip deterioration 
.Meter malfunction 

Test Result~ 
The unit of hemogtobin test results disptayed on the 
screen is either g/dL or mmol/L, depending on which unit 
of measurement you ha ve setected . Th'~ g/dL and mmol/L 
results will always include a decimal pornt When you have 
any questions or inconsistent test results, check the following 
items, then repeat the test. 
1. Be sure the drop of blood completely filled the reaction 

zone of the test strrps . 
2. Check if the strips are within the exprration date. 
3. Check if the code number of the test strips matches the 

code number disptayed on the screen. 
4. Check meter performance with the check strip . 
5. Check meter and test strip performance with EasyTouch"" 

Control Solutions. 
When test results are still questionable or inconsistent. 
consul t YOl" healthcare professional before making any 
changes to your anemia medication program. 

Caution 
If your hemoglobin test results are abnormal , or YOll do not 
feel comfortable with your test results , repeat the test with () 
new test stri p If your test result is not consistent w ith your 
expectation, you should contact your haalthcare professiOnal 
and follow hiS or her treatment advice The EasyTouch® 
Serres Hemoglobin Monitorrng s yste1 hOUId not be used for 
tile diagnosis of anemia or for tha testT g of newborns 

Expected Val s 
The expected hemoglobin valup for a rmAI person IS as 

follOWing I 

Male 13 5 -16 5 O/dL (8 4 - 102 mmol/L) 

Female. 12.1 - t5. 1 g/dL (7.5 -9.4 mmol/L) 

The above range is just a l eference. and it's not sUitable for 

every person. 

Consult your physician for the range appropriate for you. 


Limitations 
EasyTouch® Hemoglobin Test Strrps are deSIgned only for 
use wi th Fresh Capillary Whole Blood Sample 

.00 NOT use serum or plasma samples. 

. 0 0 NOT use venous or arterial blood samples. 
• The system is designed to use at temperature between 

57 2-F to 1 04'F (14'C to 40-C). Outside this range, the 
system may yield false resul ts 

. Extremes in humidity may affect the results. A relative 
humidity greater than 85% may cause false resulls . 

. Do not reuse the test strips. 

. Dn not use sodium fluoride 01 iodoacetic acid as a 
preservative for blood samples. 

. Hematocrit : 
The test strip results are not significantly affected by 
homatocrits in the range of 20% to 70%. Hematocrit levels 
less than 20% may cause f~lse high readings while 
IIcmatocrillevelS greater thar 70% may cause false 10Vi 
read ings. If you do not know your hematocrit level , consult 
your healthcare professional. 

.Neonatal · 
EasyTouch® Hemoglobin Test Strips used for testing 
neonatal blood specimens are not validated . 

.Interferences: 
Blood specimens containinfl Ascorbic Acid (Vitamin C) 
greater than 150mgldL. L-Do'pa greater than 20 mg/dL, 
Oopamine greater than 20 fllJ/dL and Methyl-Dopa greater 
than 4 mgldL may give inaccurate hemoglobin results. 

. Patients undergone oxygen therapy may yield false results. 

. Upaemlc samples. Cholesterol up to 500 mg/dL or 
Iriglycendes up to 3000 mg/d~ do not SIgnIficantly affect Ih 
results. Grossly Irpaemlc patient samples have not been test 
and are not locommende,t (a testing with the EasyTouch® 
Series Hemoglobin Monl tDrr~ System 

• The system IS not recol nn,,,,.,ed (or use at the altitude of up 
to 8,000 (eol above sea levB~ 

• Test results may be false If tlje patient IS severely 
dehydmtecl o. severely liypow.nsive , ill shock or in 
hYPOg lycemlC-hyperosmol" r~ta te (with or without ketOSIS) 

• Critically ill patients should n be tested at home using the 
EasyTouchl!!> Series Hemog bin Monitorrng System. 

. Do not use tinClure of iodine 0 disinfect fingertip. 

Performance Characteristics 
Tho performance of the EasyTouch® Series Hemoglobin 
Monitoring System is evaluated both in laboratory anl.1 clinical 
16sts. This system use Celltae a analyzer as reference 
1. Accuracy: 

The specimens ranged fron: 8.1 g/dL to 21 .7 g/dL (5 02 
.. .. ..... ,, '- ......... ....... ,,", ......... 


Number of Samples 100 

Range (g/dL) 8.1 -217 

Slope 0.9761 

Intercept (g/dL) 0.5641 

r2 (corr. coef.) 0. 9667 

2. Precision 
The Precision data was obtained in a laboratory study 
using the EasyTouch~' Series Hemoglobin Monitoring 
Syslem to analyze fresh heparinized ven ous blood sample 
(n=100 per level) ' 

Average (g/dL) 7.7 I 13.2 I 19.0 1 24 .3 
S.D. (g/dL) 077 I 0.6 I 0.85 I 0.81 

CV(%) I 4 .5 L45 J :, 04 
-
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Labeling and Information 

(Produci number) 

® Do not rouse mJ Con sult I n~t/Uction for use 

~ In vllra diagnostic dev; w Ternpomture limitation 

ILOT I Balch code IREFI 
Cata log m~mber 

~ Used by IEcIREP /EU Ropre.orr lalive .. Manufacturer ICON TROLl COlllral 

Koop away 'rom7j.~ Kaep Ory sunlight f 
Bioptik Technology, Inc... Na. 18li. ,ihonghua Saulh Road. 
Jhunan TO'unshlp Miaall Counly, 

~. Tniwan 35057 
E-mail : sorvl~@bIOp(ik com .tw 

MT Promedl Cansulling GmbH 
i\l!enhafstmssu 80, 

66386 St IngborliHass&I, Germany 
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