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Instructions for use 

REF OSP-902H (OSP-902H-1T)

PRINCIPLE
Read the entire package insert carefully before using the test.
The PHRONESIA male fertility test is an easy-to-use, single-use self-test. It is intended for the qualitative detection of the acrosomal protein SP-10 found 
on spermatozoa. This test allows to estimate the concentration of spermatozoa present in human semen above or below the threshold of 15 million/mL, 
a threshold internationally recognised as the minimum threshold of spermatozoa necessary for normal fertility. A low sperm count indicates a lower chance of 
conception. This measurement can be used as a diagnostic aid to assess the effect of treatments for male infertility and thus provide advice for planning 
reproduction in the couple.

Sperm concentration is one of the main factors used by healthcare professionals to diagnose male infertility. There are many reasons why a man may be infertile 
and therefore unable to fertilise the female egg during reproduction. One of the main and most common reasons is abnormally low production of viable sperm. 
Excessive production of inactive, weak or deformed sperm, high levels of other cells in the semen that interfere with fertilisation, or other physiological factors, 
can also lead to infertility. Physical illnesses or disabilities can also interfere with normal sperm production, including high stress levels, recent high fever or 
illness that occurred within two months of the test, and sudden changes in diet. Performing this initial screening self-test will indicate the level of sperm present 
in the semen.

Up to 15% of couples face infertility, defined as the impossibility of a woman to become pregnant after one year of unprotected and planned sexual intercourse at 
the time of ovulation. For 40% of couples facing fertility problems, male infertility is the main cause. Since low sperm count is one of the main causes of this 
infertility, an important first step in determining the cause of infertility is to test the sperm count present in the semen.

PRECAUTIONS FOR USE
Read all the information in this leaflet before performing the test.

• Do not use it after the expiry date printed on the outer package.
• Store in a dry place away from areas of excessive humidity and at a temperature between 2 and 30°C.
• Do not freeze.
• Use at room temperature between 15 and 30°C.
• Do not use it if the packaging pouch is torn or damaged.
• Single-use, do not reuse.
• Keep out of reach of children.
• For in vitro diagnostic use only.
• U se the test only with human semen as a sample and do not use it with samples of other bodily fluids.
• Check that collection containers are clean, dry, leak-proof and free of preservatives and detergents before use. 
• Do not open the package until you are ready to perform the test, and use the test as soon as possible after opening the package.
• Strictly observe the durations indicated for the execution of the test and the reading of the results.
•  Collect the sample within 3 to 7 days of the last ejaculation. A semen sample obtained less than 3 days or more than 7 days after the last ejaculation 

will affect the accuracy of the test.
• Use this test only as a preliminary test. Repeated abnormal results should be reviewed by a healthcare professional.
•  Sperm liquefaction is a process in which sperm rapidly changes from a gelatinous to a liquefied state. Collected fresh samples usually liquefy

 within an hour. If they do not liquefy at the end of 60 minutes, it means your result is abnormal.

MATERIAL
Material supplied

• Test Cassette     • Collection Cup      • Sperm Transfer Device      • Sample Dilution Buffer     •  Instructions for Use     •  Workstation

Material required but not supplied
• Watch or timer

WHEN TO CARRY OUT THE TEST?

The test can be performed at any time of the day, within 3 to 7 days following the last ejaculation.

HOW TO USE
Important :
Before carrying out the test, it is important to observe a period of sexual abstinence for a minimum of 3 days and a maximum 
 of 7 days. This helps ensure that sperm volume and quality are maximised and that the test will accurately determine the 
  sperm concentration in the semen.
Before proceeding with the test, carefully read all the instructions to the end.

Step 1
Take the test kit out of the foil pouch and lay it horizontally on a flat surface.
Proceed with masturbation to collect a semen sample directly into the liquefaction cup provided.
Ensure that the semen collected is not contaminated by contact with hands, tissues or any other material.
Evenly shake the semen in the semen collection cup and let it sit for 1 hour (60 minutes) at room temperature 
until it liquefies.
After liquefaction, do not use the sperm for more than 12 hours to perform the test.

Step 2
Collect 0.1 mL (see indication on the device) of the semen sample with the supplied semen transfer device.

Step 3

Step 4

Leave to rest 
for 60 min.

Collect 0.1ml

Mix well

Add the collected sperm sample to the sample dilution buffer bottle provided.

Mix the vial of the dilution buffer to which the collected sperm sample has been added by inverting the vial 5 to 
10 times.



Step 5

Step 6
Invert the vial and transfer 2 full drops of the diluted sample (approximately 80 µL) to the sample well
(S) of the test cassette, then start the timer. Avoid leaving air bubbles in the sample well (S). 

Step 7
Read the results 5 minutes after depositing the sample.
Do not read the results more than 10 minutes after depositing the sample.

READING THE RESULTS
NORMAL:   two coloured lines appear.A coloured line is visible at the C (Control) level and another coloured line is visible at the 
T (Test) level.

 

Important note:  
the intensity of the colour of the line at the T (Test) level varies according to the concentration of the SP-10 protein present in the sample.
Therefore, any shade of colour in the line at the T (Test) should be considered normal.

ABNORMAL: a coloured line appears at the C (Control) and no line appears at the T (Test).

Important notes:
 -  In the event of an abnormal result, it is possible to carry out a new test: it is advisable not to ejaculate for 6 days before carrying 

out the second test.
 

If the second test is still abnormal, the results should be reviewed by a healthcare professional.
 - In the event of an abnormal result, it is recommended to contact a healthcare professional who will consider performing other tests.

INVALID: the line at the C (Control) does not appear.

Important notes:
 -  Insufficient sample volume or poor follow-up of the test procedure are the most likely reasons for the non-appearance of a line at the level of C (Control). 

In this case, re-read the entire leaflet carefully and repeat the test with another kit.
 - If, for any reason, the results are considered doubtful or inaccurate, the test must be repeated with another kit.

RESTRICTIONS
 1.  This test is intended for the qualitative in vitro estimation of sperm concentration in human semen.
 2.  Sperm concentration is only one of the parameters to consider when measuring fertility. Other tests performed on sperm, such as sperm motility 

(amount of motile sperm), sperm morphology and normal ovulation in women are also important parameters to consider.

 3.  It  is recommended to use fresh samples. Any lubricants or lotions collected, as well as semen obtained from condoms, will affect the test results.

FURTHER INFORMATION
1. How does the PHRONESIA male fertility self-test work?

 
The SP-10 protein is specific to male germ cells and cannot be found in other cells. This test, which is highly specific to sperm, is now used to estimate sperm
concentration in semen to help determine the causes of infertility. The PHRONESIA male fertility self-test detects the SP-10 protein and gives a positive
result when the sperm concentration is greater than 15 million/ml in the semen, a level internationally recognised as the minimum sperm threshold
necessary for normal fertility.

 

2. When should the test be used?
The test can be used as a diagnostic aid and to assess the effect of treatments for male infertility, and thus provide advice for planning reproduction in
 the couple.

3. Can the abnormal results show that the subject does not have the capacity to have children?
Sperm concentration is one of many semen analysis tests. Other factors, including motility (amount of motile sperm), must be taken into account.
Therefore, it is strongly recommended that you seek the advice of a healthcare professional if you get an abnormal result.

4. What is the reason that can lead to erroneous test results?
Any mistakes made at any time, from collecting the sample to timing the test or not adhering to abstinence, can lead to erroneous test results.
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