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 FSH One Step Menopause Test Midstream

Package Insert

	Reagent Cat:
	FSH-103B
	 Instrument Cat:
	DFT101

	Specimen:
	Urine
	
	

	Version:
	Z
	Effective Date:
	2021-04-15


For Self-Testing.

【INTENDED USE】
The FSH One Step Menopause Test Midstream is a rapid lateral flow chromatographic immunoassay with DFT101 Digital Fertility Tracker for the qualitative detection of follicle stimulation hormone (FSH) in urine to evaluate the onset of menopause in women.
【SUMMARY】
Menopause is the permanent cessation of menstruation but is usually not scientifically diagnosed until one full year after a woman’s menstrual periods have stopped. The period leading up to menopause, and the 12 months following, is known as perimenopause. Many women experience symptoms during this time including hot flashes, irregular menstrual cycles, sleep disorders, vaginal dryness, hair loss, anxiety and mood swings, short-term memory loss and fatigue. The onset of perimenopause is caused by changes in the levels of hormones in the female body that regulate the menstrual cycle. As the body produces less and less estrogen, it increases its production of FSH, which normally regulates the development of a female’s eggs.1, 2, 3 Therefore, testing for FSH can help determine whether a woman is in the perimenopause stage. If a woman knows she is perimenopausal, she can take the appropriate steps to keep her body healthy and avoid the health risks associated with menopause, which include osteoporosis, increased blood pressure and cholesterol, and increased risk of heart disease.4,5

The FSH One Step Menopause Test Midstream is a rapid test that qualitatively detects the FSH level in urine specimen at the sensitivity of 25 mIU/mL. The test utilizes a combination of antibodies including a monoclonal anti-FSH antibody to selectively detect elevated levels of FSH. At the level of claimed sensitivity, The FSH One Step Menopause Test Midstream shows no cross-reactivity interference from the structurally related glycoprotein hormones hCG, hLH and hTSH at high physiological levels.

【PRINCIPLE】

The FSH One Step Menopause Test Midstream is a qualitative, lateral flow immunoassay for the qualitative detection of human Follicle-Stimulating Hormone in urine to evaluate the onset of menopause in women. The test utilizes a combination of antibodies including a monoclonal anti-FSH antibody to selectively detect elevated levels of FSH. The product is used for the qualitative detection of ollile stimulation hormone in human urine.  The assay is conducted by adding a urine specimen to the specimen well of the test device，The specimen migrates via capillary action along the membrane to react with the colored conjugate. Positive specimens react with the specific antibody-FSH-colored conjugate to form a colored line at the test line region of the membrane. Under the same light intensity, the light intensity reflected by the T line of the test strip is collected by the photosensitive sensor to determine the concentration of hormone (FSH) in the urine. The darker the color of the T line, the higher the concentration, the lower the value collected.

【REAGENTS】
The test contains anti-FSH particles and anti-FSH coated on the membrane.

【PRECAUTIONS】
For Self-Testing. Do not use after the expiration date.

The test should remain in the sealed pouch until use.

Do not use test if pouch is damaged.

All specimens should be considered potentially hazardous and handled in the same manner as an infectious agent.

The used test should be discarded according to local regulations.

Do not swallow, keep away from children

【STORAGE AND STABILITY】
Store as packaged in the sealed pouch either at room temperature or refrigerated (2-30°C). The test is stable through the expiration date printed on the sealed pouch. The test must remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the expiration date.

【SPECIMEN COLLECTION AND PREPARATION】
The urine specimen must be collected in a clean and dry container. A first morning urine specimen is preferred since it generally contains the highest concentration of FSH; however, urine specimens collected at any time of the day may be used. Urine specimens exhibiting visible precipitates should be centrifuged, filtered, or allowed to settle to obtain a clear specimen for testing. Ensure that a sufficient quantity of the specimen is collected to allow submerging the dipping area of the device.

【KIT CONTENTS】
	Test Midstream(s)
	Package insert
	Desiccant


【ATERIALS REQUIRED BUT NOT PROVIDED】

	Specimen collection container (for specimens collection use)

	Timer (for timing use)


【WHEN TO TEST】
If the subject is still having monthly periods, then the first test should be taken during the first week of her menstrual cycle (Days 2-7, with Day 1 being the first day of menstruation). Repeat with the second test 1 week later.

If the subject is no longer having regular periods, the first test should be taken at any time during the month and the second test should be taken 1 week later.
【HOW TO USE】

Step 1: Remove the battery cover. Install the button cell in the direction as indicated. When you hear a beep, it indicates that the battery has been inserted successfully. 
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Step 2: Collect your urine in the cup included in the package. You can choose the urine from any of the three different time of the day - morning, afternoon and evening.
Step 3:  Remove the lid of the main body. When you hear a beep or All lights are on (The indicator light goes out after 2S), it indicates that DFT101 is on. Remove the test midstream cover and insert the test midstream into the device. (Please make sure that the test midstream is inserted all the way to the bottom and the whole arrow has disappeared.) In the left indicator area, the indicator light will flash alternately.
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Step 4: Collect urine in user prepared containers. Dip the top of the test midstream into the Urine or if you don’twant to collect urine，please downward directly into your urine stream for at least 10-15 seconds.

and hold it until you hear a “beep” (In the left and right indication area, the indicator light will flash left and right circularly). Then pull it out and put the test midstream lid back on.
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Note: But don’t drink too much liquid before testing.
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Step 5: Place the product on a flat surface. In the left and right indication area, the indicator light will flash left and right circularly during the testing. Wait for about 6-10 minutes till you hear three beeps which indicate that the test is completed. The test result will be out the test strip or putting back & pulling out the main body lid again will enable the last test result to show again.
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【TEST RESULT】
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The measurement result will be displayed for 30 seconds.

Symbol “-"

Indicates a negative result with a low probability of conception. 

For FSH,"-" means your ovaries are functioning normally.

Symbol"+"
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For Follicle Stimulating Hormone (FSH),"+" indicates the possibility 

of premature ovarian failure, one more test is recommended, and 

please be sure to follow your doctor's instructions if "+”is displayed again.

Symbol  red  "[image: image3.png]
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"  is displayed, it means that the instrument has an error;

Errors in detection may be due to:

·The the test midstream is not placed in a downward position, or the dipstick is not placed horizontally after urination.

·use too much or too little urine.

You should use a new dipstick to retest and follow the instructions.

If the red"[image: image5.png]


"continues to flash, replace the battery.

【QUALITY CONTROL】

It is recommended that a positive FSH control (containing 25-250 mIU/mL FSH) and a negative FSH control (containing 0 mIU/mL FSH) be evaluated to verify proper test performance when a new shipment of tests is received.
【LIMITATIONS】
Oral contraceptives may affect the test and produce inaccurate results.

The test may not be used to determine fertility. It cannot be used to determine the ability to become pregnant. Do not make contraception decisions based on the results of this test. Please contact a doctor for your contraceptive needs.
【PERFORMANCE CHARACTERISTICS】
Accuracy

Laboratory studies show that the sensitivity of the FSH One Step Menopause Test Midstream is 25mIU/mL, the accuracy is 99.5%.
Sensitivity and Specificity

The FSH One Step Menopause Test Device can detect FSH at concentrations of 25 mIU/mL or greater. The addition of LH (200 mIU/mL), hCG (1000 mIU/mL), and TSH (200µIU/mL) to negative (0 mIU/mL FSH) and positive (25mIU/mL FSH) specimens showed no cross-reactivity.

Interfering Substances

The following potentially interfering substances were added to FSH negative and positive specimens.

	Acetaminophen
	20 mg/dL
	Caffeine
	20 mg/dL

	Acetylsalicylic Acid
	20 mg/dL
	Gentisic Acid
	20 mg/dL

	Ascorbic Acid
	20 mg/dL
	Glucose
	2 g/dL

	Acetoacetic Acid
	20m g/dL
	Hemoglobin
	10 mg/dL

	Bilirubin
	2 mg/dL
	
	


None of the substances at the concentrations tested interfered in the assay. 
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	Meet the requirements of 98/97/EC Directive
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