
EASYMAX®
Blood Glucose Test Strip
Instructions
IMPORTANT                                                                                                 

Please read these instructions and the user’s manual before using the test strips. If you have any questions, please contact: EASYMAX® customer Toll-Free: 1-866-994-3345 (Eastern Standard Time, Mon-Fri 8:00AM-6:00PM) 
INTENDED USE                                             

The EASYMAX® Glucose Test Strips are intended for the quantitative measurement of glucose in fresh capillary whole blood samples drawn from the fingertip, palm, or forearm. The test strips must be used with the EASYMAX® T1 Blood Glucose Meter (Affordable Care Meter). Testing is done outside the body (In Vitro diagnostic use). It is indicated for use at home (over the counter [OTC]) by a single patient with diabetes and should not be shared, as an aid to monitor the effectiveness of diabetes control. The system is not to be used on neonates, is not for the diagnosis of, or screening for diabetes mellitus. 

PRINCIPLE                                                

These systems use an electrochemical detection technique1 and glucose oxidase method. The techniques can measure blood glucose rapidly. Each test strip features an electrode with the enzyme glucose oxidase2 (Aspergillus niger). The blood sample is drawn into the reaction zone. During the reaction, a mediator transfers electrons to the electrode and generates a current.  The amount of current is proportional to the amount of glucose contained in the blood sample. The meter is to measure the glucose level. The test result will show on the screen after 5 seconds.
REAGENT COMPOSITION                                          

Each test strip contains the following reagent:

11.9 (w/w) %

Glucose oxidase (Aspergillus niger).
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35.6 (w/w) %

Potassium ferricyanide.

52.5 (w/w) %

Non-reactive ingredients.

STORAGE AND HANDLING                                  

1. Store the test strip package in a cool, dry place between 36-86°F (2-30℃).

2. Do not freeze. Keep out of direct sunlight and heat.
3. Use the test strips quickly after taking them from the foiled pack.
4. Handle the test strip only with dry and clean hands.
5. Properly dispose of your test strip in the wastebasket. Do not move them to any other bottle or container.
6. Use this system at temperatures between 50°F and 104°F (10°C and 40°C). Outside this range, the system may get incorrect results.
WARNINGS AND PRECAUTIONS                          

1. For in vitro diagnostic use only. Do not swallow.
2. Do not use the test strip after the expiration date.  

3. Do not re-use test strips. 

4. Do not cut, bend, scratch, or alter the test strip in any way.
5. Warning for potential biohazard3: This warning is for the healthcare professionals who use this system on multiple patients. They should know the product comes in contact with human blood. After cleaning, dispose of the product properly to avoid transmitting viral disease.
6. If the glucose test results are not consistent to your symptoms, check the user’s manual first. Make sure you have followed all instructions in the user’s manual, and then contact your healthcare professional.

7. Never make any changes to your diabetes control program without consulting your healthcare professional.
SUPPLIES FOR TESTING YOUR BLOOD GLUCOSE           

·  EASYMAX® T1 Blood Glucose Meter (Affordable Care Meter).
·  EASYMAX® Blood Glucose Test Strip.

·  Lancing device.

·  Lancet.

·  EASYMAX® T1 User’s Manual.

·  EASYMAX® Level 1 Control Solution. - Delete
·  EASYMAX® Level 2 Control Solution.
·  EASYMAX® Level 3 Control Solution.
SAMPLE COLLECTION AND PREPARATION                   

This system is for use in fresh capillary blood. The blood sample must be used immediately. The blood sample volume requires at least 0.6 micro-liters. To obtain a drop of blood, follow these steps:

Step 1: Wash and dry your hands thoroughly.

Step 2: Prepare lancing device according to the user’s manual. Is there LD manual?
Step 3: Use an alcohol swab. Make sure that your finger is entirely dry before lancing.

Step 4: Puncture and get a drop of blood. Avoid pressing too hard against the punctured site.
ALTERNATE SITE TESTING (AST)                           
1. Alternate site results may differ from fingertip results when glucose levels are changing rapidly (e.g., after a meal, after taking insulin, or during or after exercise).
2. Alternate site testing (AST) can only be used during steady-state blood glucose conditions. AST should only be performed under the following conditions:
♦ Testing before a meal.

♦ In a fasting state.

♦ Two hours or more after a meal.

♦ Two hours or more after insulin dosing.

♦ Two hours after physical activity.

Fingertip test only.
♦ If sick. – Could delete or say if your symptoms do not match your results? 
♦ If blood glucose is low.

♦ After exercising.

♦ Two hours or less after eating.

♦ If you often do not notice when your blood glucose is low.

♦ When basal insulin is most active.

♦ After injecting rapid-acting insulin (two hours or less).

3. Consult with your healthcare professional before you test palm or forearm.
TESTING YOUR BLOOD GLUCOSE LEVEL                   
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Please follow these steps to test: 
Step 1:SPLIT THE FOILED PACK / TAKE STRIP OUT OF VIAL
Split the foiled pack to the top of the circle and fold back the end of the packet to expose half of the test strip.

[NOTE] Do NOT touch the test strip with wet hands or hold it or for a long time in your palm. This may cause incorrect test results. Use the test strip as soon as you open the foiled pack. Leaving it exposed for a long time may cause incorrect results.

Step 2: INSERT THE TEST STRIP

Hold the test strip between the foil and insert it firmly into the meter slot as the arrow direction on the strip.

[NOTE] Make sure to insert the Test Strip fully, otherwise the meter will NOT turn on automatically. Keep the empty foiled pack in order to remove the used strip.

Step 3: APPLY BLOOD

Follow the sample collection procedures to get a drop of blood. While the    appears, bring your blood to the collection area. The test strip draws the blood sample into the reaction zone. The meter begins to run. Your result will appear on the screen after 5 seconds and be stored in the meter (only last reading will be stored).

[NOTE] Make sure to apply a drop of blood to the tip of the strip. If the strip is NOT filled with blood sufficiently, incorrect results may occur. Refer to the right figure how to perform a proper test by required volume.

For detailed information on the test procedure, please refer to the User’s Manual. 

QUALITY CONTROL                                      

It is recommended to run a control test whenever you:

1. Question your blood test results.

2. Want to check that the meter and test strips are working properly. 

3. Suspect the meter or test strips are working incorrectly.

4. Drop the meter.

5. Expose the test strips to temperatures outside the storage conditions.
(2°C to 30°C, 36°F to 86°F)

Use the control solution to check the performance of the meter and test strips. Please follow the instructions described in the section “Control Solution Test” of the User’s Manual. Use the EASYMAX® Control Solution to test the system. Do not use other control solutions. Other control solutions may provide incorrect results. 
When the results fall within the specified ranges printed on the strip box, the system is working properly. If your control solution test results are outside the range, repeat the control solution test. Results that fall outside the range may be caused by:
1. Expired or contaminated control solution.
2. Error in performing the test.
3. Meter malfunction.

4. Test strip deterioration.

Professional users are instructed to follow federal state and local guidelines concerning QC practices.
TEST RESULTS                                          
The unit of blood glucose in the system is milligrams per deciliter (mg/dL). Please always confirm that the measuring unit is mg/dL in the USA. The mg/dL results do not include a decimal point. If “LO” appears on the screen, your blood glucose level is lower than 20 mg/dL. If “HI” appears, your blood glucose level is higher than 600 mg/dL. Please refer to the user’s manual for instructions. If you have any questions regarding the test results, check the following items first. Then repeat the test. If the results are still questionable, consult your healthcare professional:

1. If the strips are within the expiration date.
2. Make sure the drop of blood is in the whole reaction zone. 

Being aware of the symptoms of high or low blood glucose can help you understand your test results and decide what to do if they seem unusual. 
Here are the most common symptoms: ♦ Greater than 240 mg/dL: High blood glucose (hyperglycemia): fatigue, increased appetite or thirst, frequent urination, blurred vision, headache, general aching, or vomiting. ♦ Below 60 mg/dL: Low blood glucose (hypoglycemia): sweating, trembling, blurred vision, rapid heartbeat, tingling, or numbness around mouth or fingertips.

Expected Results
The EASYMAX® blood glucose test strips are plasma referenced and calibrated for easier comparison to lab results.
Non-Diabetic4 

The American Diabetes Association recommends a post-meal glucose level of less than 140 mg/dL (7.8 mmol/L) and a pre-meal glucose of less than 100 mg/dL (5.6 mmol/L).
Non-Pregnant Adults5
The American Diabetes Association recommends a post-meal glucose level of less than 180 mg/dL (10.0 mmol/L) and a pre-meal glucose of 70–130 mg/dL (3.9-7.2 mmol/L).
CAUTION:                                                             
Any low or high blood glucose test results can indicate a potentially serious medical condition. If the test results do not reflect your symptoms, repeat the test with a new test strip.                                                  
Contact your healthcare professional when your test result is:                 
A. Not consistent with your symptoms.  B. Less than 60 mg/dL.  C. Higher than 240 mg/dL.                                                    
LIMITATIONS                                               

The test strips are used for fresh capillary whole blood samples.

1. DO NOT use neonate blood sample.

2. Extreme humidity may affect the results. A relative humidity greater than 90% may cause incorrect results.

3. The system should be used at temperatures between 10°C and 40°C (50°F and 104°F). Outside this range, the system may get incorrect results.

4. DO NOT reuse the test strips. The test strips are for single use only.

5. Hematocrit: The hematocrits between 30% and 55% will not significantly affect the results. Hematocrit below 30% may cause higher results. Hematocrit above 55% may cause lower results. If you do not know your hematocrit level, please consult with your healthcare professional. 

6. Altitude up to 10,000 feet above sea level has no effect on readings.

Healthcare Professionals – Please note these additional Limitations.
7. Patients undergoing oxygen therapy may have inaccurate results.

8. If the patient has the following conditions, the results may fail:

◆ severely dehydrated 
◆ severely hypotensive (low blood pressure) 
◆ in shock 
◆ in hyperglycemic-hyperosmolar state (with or without ketosis) 

9. Lipemic samples: Cholesterol level up to 500 mg/dL and triglycerides up to 3,000 mg/dL do not affect the results. Grossly lipemic patient samples have not been tested and are not recommended for testing with EASYMAX® T1 Blood Glucose Meter.
10. Critically ill patients should not be tested with home-use blood glucose meters. 

11. Interfering Substances depend on concentration. The below substances up to the test concentration will not affect the test results.
	Interfering ,
Substance
	Test Concentration mg/dL
	Bias 
at 50±5 
mg/dL
	% Bias at 250±5 mg/dL
	% Bias at 500±5 mg/dL

	Acetaminophen
	8
	10.2
	6.5
	3.8

	Ascorbic Acid
	2.5
	11.8
	-6.8
	5.3

	Dopamine
	2
	4.3
	12.9
	6.3

	Gentisic Acid
	6
	7.8
	2.8
	-4.3

	L-Dopa
	2
	3.8
	-1.2
	-1.8

	Methyldopa
	2
	5.2
	-2.3
	4.1

	Uric Acid
	13
	7.6
	3.9
	3.8


PERFORMANCE CHARACTERISTICS                        
The test range is between 20 to 600 mg/dL. The performance of the test strips is validated both in laboratory and in clinical tests.
PRECISION
	Range(mg/dL)
	N
	EASYMAX®

	
	
	Mean (mg/dL)
	SD (mg/dL)
	CV (%)

	20~50 mg/dL
	200
	41.7
	2.5
	5.9

	51~110 mg/dL
	200
	72.9
	2.7
	3.7

	111~150 mg/dL
	200
	114.3
	3.5
	3.1

	151~250 mg/dL
	200
	119.3
	5.1
	2.7

	251~400 mg/dL
	200
	292.9
	4.5
	1.5

	401~600 mg/dL
	200
	516.8
	8.5
	1.7


Within-run: 
For each test range, 10 Meters, 2 lots of test strips, 10 pcs of test strips each lot were used. (N=10 Meter x 2 lots x10 tests =200),
Total run: 
10 Meters, 2 lots of test strip, 3 control solutions of Level 1, Level 2 and Level 3 were prepared. Each control was tested twice a day, once in the morning and once in the afternoon for 10 days. 

(N=10 Meters x 2 Lots x 2 tests x10 days =400),
	Control
	N
	Mean (mg/dL)
	SD (mg/dL)
	CV (%)

	Level 1
	400
	38.2
	3.3
	8.6

	Level 2
	400
	112.2
	3.9
	3.4

	Level 3
	400
	362.7
	12.4
	3.4


This shows that EASYMAX® T1 system has good repeatability.
ACCURACY STUDY


A total of 199 diabetes patients performed a finger stick using the EASYMAX® T1 system at 3 sites.  A healthcare professional then performed the test on the EASYMAX® T1 and the YSI 2300 analyzer. The range of tested values for these samples was 21-600 mg/dL.  

	Capillary vs. YSI
	Number of samples
Slope
Intercept

Correlation coefficient
Range tested

	199

0.9704
+0.431 mg/dL
0.978
21-600 mg/dL

	Arm vs. Fingertip
	Number of samples
Slope
Intercept

Correlation coefficient
Range tested

	118

0.986
+5.684 mg/dL
0.991
34-600 mg/dL


	
	EASYMAX®

	For glucose results lower than 75 mg/dL, percent of results that match within 15 mg/dL of the lab value.
	100.0%

	For glucose results at 75 mg/dL or higher, percent of results that match within 20% of the lab value.
	98.9%

	

	Glucose level ≦75mg/dL
	 Sample Size
	%

	within±5mg/dL
	3
	21.4 

	within±10mg/dL
	11
	78.6 

	within±15mg/dL
	14
	100.0 

	within±20mg/dL
	14
	100.0 

	Over±20mg/dL
	0
	  0.0 

	Sum
	14
	　　

	

	Glucose level ＞75mg/dL
	 Sample Size
	% of Sample

	within±5%
	69 
	37.3 

	within±10%
	127 
	68.6 

	within±15%
	166 
	89.7 

	within±20%
	183 
	98.9 

	Over±20%
	2 
	 1.1 

	Sum
	185 
	　　


This shows that EASYMAX® glucose measurements compare well to laboratory measurements.
CONSUMER STUDY
Compare the accuracy of this system with the laboratory YSI 2300 analyzer. A total of 74 diabetes subjects were taken at clinic. The regression statistics are derived from a plot of the capillary data versus YSI plasma data and arm data versus fingerstick data. 

	Patient Capillary 
vs. YSI
	Slope

Intercept

R2

	1.0236

-0.27 mg/dL

0.957

	Professional Capillary vs. YSI
	Slope

Intercept

R2

	1.0350

0.63 mg/dL

0.981

	Patient Arm 

vs. Fingerstick
	Slope

Intercept

R2

	0.9604

5.31 mg/dL

0.961

	Professional Arm 
vs. Fingerstick
	Slope

Intercept

R2

	0.9795

3.10 mg/dL

0.979

	
	Number of samples

Range tested
	74

53-567 mg/dL
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Please read EASYMAX® T1 User’s Manual before operation. If you have any questions and/or need assistance, please contact us as follows:

˙Within the USA, call toll-free: 1-866-994-3345
  (Eastern Standard Time, Mon-Fri 8:00AM-6:00PM)
Manufacturer: EPS Bio Technology Corp. / Oak Tree Health
No.8, R&D RD III, Hsinchu Science Park, Hsinchu County, Taiwan 30076
9550 S. Eastern Ave. Suite 253, Las Vegas, NV 89123
P/N: 717000011_1185_01
IMPORTANT 


If the control solution test results are outside the range (are either higher or lower), your monitor and test strip may not be working as a system. Follow the correct procedures and repeat the control solution test. Make sure the control solution is clean without contamination. (e.g. Turbid.) Do not use the meter until test results fall within the appropriate range. If the problem continues, call Customer Service toll-free at 1-866-994-3345 for the assistance. (Eastern Standard Time, Mon-Fri 8:00 AM-6:00PM)









