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Label and Symbols 

European Conformity 

 

Producer 

 

In vitro Diagnostic 

 



Serial Number = LFC202109 

 

Manufacturing Date = 2021-09 

 

Electronic Instruction for Use 

 

Caution / Safety  

 

Information 

 

 

Levy Health GmbH 

 

LEVY Health GmbH  

Torstraße 223  

10115 Berlin 

 

For support and technical advice, please contact the LEVY Care Team at care@levy.health. 

Please include a detailed description of any questions you have and your contact details. 

LEVY Fertility Code - System Requirements 



 

You need to be between the ages of 25-51 and speak English or German to be able to use the 

LEVY Fertility Code. You also need a personal email address and a device with internet access. 

Our application is compatible with versions of the following web browsers: 

Desktop 

• Chrome: Version 100 or later 

• Firefox: Version 99 or later 

• Edge: Version 100 or later 

• Safari: Version 15 or later 

The LEVY Fertility Code should be used on a desktop/notebook. 

Legal Notices 

 

No part of this publication may be reproduced or transmitted in any form or by any means, 

electronic or mechanical, including photocopying, recording or any information storage or 

retrieval system, without the written permission of Levy Health GmbH. 

Levy Health GmbH reserves the right to change its products and services at any time. These 

instructions for use may be changed without prior notice. Although the Instructions for Use have 

been prepared to ensure accurate application of the LEVY Fertility Code, Levy Health GmbH 

accepts no liability for errors or for any damage arising from the use of this information. 

Safety and Regulatory Compliance 

The LEVY Fertility Code has been extensively tested and meets all of the following applicable 

regulatory requirements: 

 



The CE mark indicates that the manufacturer ensures that the product complies with the essential 

requirements of the European Directive on in vitro diagnostic medical devices 98/79/EC. 

LEVY Fertility Code - System Warnings and 

Precautions 

 

• For use in in vitro diagnostics 

• Always make sure that the electronic device you are using is password protected to keep 

your data safe and that your password remains private and secure. 

• Make sure to fill out the Reproductive Health Assessment in an environment where you 

have no distractions. The answers you give determine which blood tests you are 

recommended in the next step, so incorrect answers can lead to recommendations and 

results that don’t apply to you. 

• There’s a small chance that software errors in the LEVY Fertility Code can lead to an 

incorrect result. All results are checked by our doctors and will be discussed with you.  

• Please follow all of the instructions we provide when preparing for the blood test, as this 

may affect the results. We have no control over how quickly your chosen laboratory 

evaluates your blood test results and sends them back to us, so there may be a slight delay 

in you receiving your results. In any case, we make every effort to avoid delays and are in 

close contact with our partner laboratories. 

IVDR (In Vitro Diagnostic Device) 

Product Name: LEVY Fertility Code 

Intended Use 

 

LEVY Fertility Code is a standalone clinical decision support software that uses input from in 

vitro diagnostic devices and patient medical history to aid physicians with the diagnosis of 

female sterility medical conditions. 



Contraindications 

 

The LFC should not be used if the user has been using hormonal contraception within the past 

three months, has started or stopped using hormonal contraception within the past three months, 

has had a miscarriage in the past eight weeks, or has given birth in the last eight weeks.  

Intended User 

The LEVY Fertility Code is intended for women with infertility conditions from 25 years to 51 

years of age. 

Device's Performance Characteristics (How 

to Use LEVY Fertility Code) 

 

Step 1 - Registration 

The first step is to create an account with a strong password (at least 8 characters) and personal 

email address. Make sure that no one else can access your login information. 

 



Step 2 - Login 

Use your email address and password to log in to your LEVY account. 

 

Step 3 - Reproductive Health Assessment 

After setting up your account, you’ll be invited to begin the medical questionnaire. 

• To begin the questionnaire, press the “Start” button. 

• To view the FAQ, press the “View” button. 

• To view the instructions for use, press the “View” button. 

 



While filling out the Reproductive Health Assessment, you will be asked to upload any relevant 

medical documents from blood tests, operations, etc. that can help us make a diagnosis. Your 

answers will be saved automatically and you can return to the questionnaire later if you need to. 

Step 4 - LEVY Care Team Call 

After finishing the questionnaire, you’ll be invited to schedule an optional call with someone 

from the LEVY Care Team. Available days and times are shown in blue, and the appointment 

you have chosen will be in dark blue. 

Please log into your LEVY account in time for the call. 

 



 

Step 5 - Lab Recommendation  

A LEVY Care Team member will explain the biomarkers that the LEVY Fertility Code 

recommends for you. He/she will help you choose a laboratory and the right time for a blood 

draw (usually this is on cycle day 2-5). 

Additional information on the biomarkers recommended for testing can be found by clicking on 

the drop-down arrows in the lab panels. 

 

Step 6 - Choosing a Lab 

Now you can pick a lab for your blood test. We have identified several laboratories which meet 

our requirements that you can choose for your blood draw. A member of the LEVY Care team 

will help you find the nearest laboratory during the call (see step 4). 

If you know of a laboratory that is even closer for you, you can go to that laboratory to have your 

blood sample taken and analyzed. The requirements for the lab are: 



• All biomarkers personally recommended for you in the LEVY Fertility Code can be 

analyzed. 

• You will receive the lab results in the form of an electronic PDF, with all results 

displayed with numbers, units and the associated normal ranges. 

Important: For most of the laboratories we recommend, it’s not necessary to make an 

appointment. 

 

Step 6.1 - Blood Sample - LEVY Partnerlab 

If you go to a LEVY partner lab, make sure to download your lab referral, print it out, and bring 

it with you on the day of your blood test. 

You’ll get an email informing you as soon as your results are available. 

 

Step 7 - LEVY Doctor’s Call 



Once your blood test results are available, you can schedule a doctor’s appointment. Click on the 

“Book appointment” button to select a date and time that works for you. 

 

You will see the screen when it’s time to join the call. Remember to be on time, otherwise your 

appointment will be cut short. If you can’t make the scheduled time, please let us know at least 

24 hours before the appointment is supposed to begin. You can reschedule your appointment free 

of charge up to 24 hours before your appointment. If you don’t show up or change the 

appointment within the 24 hour period, further charges will apply. You can find these under 

LEVY Services. 

 

Step 8 - Your Results 

After your doctor’s appointment, you will get to view your lab results. These are divided into 

two sections: 

Your results: 



• This shows your blood test results and whether the values are within or outside the 

normal range. 

Your recommendations: 

• Here you can see what further steps are recommended for you to continue your fertility 

journey. The recommendations are divided into three categories: 

o Recommendation to see a medical specialist 

o Further diagnostics 

o Online counseling 

 

Navigation Bars 

 

Home: Takes you to where you were last in the LEVY Fertility Code. 



My Health Profile 

When all the steps in the horizontal display have been completed, you can view your health 

profile here. You have access to the following: 

• Reproductive Health Assessment 

• My documents 

• My results 

Reproductive Health Assessment 

Here you can check your answers to the questionnaire and make changes if necessary. It’s only 

possible to change your answers before your call with the LEVY Care Team. 

My Documents 

Here you can view the documents you uploaded while answering the questionnaire. If you forgot 

to upload a document, you can do so here. 

Important note: All documents must be uploaded at least 24 hours before your doctor’s 

appointment. 

My Results 

You can see your test results by clicking on the menu item My Labwork and My 

Recommendations. These are first available for you to view when your doctor approved 

everything. 

LEVY Lounge 

LEVY Lounge includes additional services that LEVY Health GmbH offers you after completing 

the LEVY Fertility Code. These include fertility coaching, nutritional counseling, preparation for 

artificial insemination and other doctor’s appointments. 

Please note that these services are not included in the LEVY Fertility Code and are charged 

separately. 

LEVY Learn 

Here you can find further information and definitions of terms that appear in the LEVY Fertility 

Code. It’s divided into three sections: 

• Biomarkers 

• Diagnoses & Diseases 



• Therapy 

 

Complaints and Feedback 

 

If you’d like to share any feedback, suggestions, or complaints about your experience with the 

LEVY Fertility Code, we’re all ears! Feel free to reach out to us by clicking the “Contact” 

button. 

 

Effective Date: 2023-02-20 


