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

Email: support@levy.health

Please include a detailed description of any problems encountered and your contact details.

®

To use the LEVY Fertility Code, you must be 20 to 51 years old and speak English or Spanish. You need a personal email address and a device with

internet access (computer, laptop, smartphone or tablet). Our application is compatible with versions of the following web browsers:

LEVY Fertility Code - System Requirements

Product Name: LEVY Fertility Code

Desktop

1. Google Chrome (latest version)

2. Microsoft Edge (latest two versions)

3. Firefox (latest version and Extended Support Release (ESR))

4. Safari (latest two versions)

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 is a non-Device clinical decision support software (CDSS), exempt from FDA approval under FDA-2017-D-6569.

LEVY Fertility Code - System Warnings and Precautions

A

. Always make sure that the electronic device you are using is password protected to keep your data safe and that your password cannot fall into
unauthorized hands.

- When answering the Medical Questionnaire, it is important that you are in an environment that does not distract you. The blood test you will be
recommended by a healthcare practitioner (HCP) in the next step will depend on the answers you give. Incorrect answers can therefore lead to
incorrect recommendations and thus to results that do not apply to you.

. Please also follow all instructions when preparing for the blood test, as this may affect the diagnostic results.

®

LFC is a standalone clinical decision support software intended for the purpose of displaying and analyzing medical and patient information to both

Intended Use

health care professionals (HCPs) and their patients. It aggregates a patient’s reported medical history to algorithmically present biomarkers to the
HCP that are relevant for a diagnosis. Once in vitro diagnostic results are provided to the software, the LFC displays patient data alongside guideline-
based reference information for consideration by HCPs.

LFC provides information derived from published clinical guidelines and reference data. The software does not provide a definitive diagnosis,
preventive action, or treatment directive. All outputs are intended solely as guideline-based considerations to support clinical decision-making. The
final interpretation of the data and any clinical decisions remain the full responsibility of the treating health care professional.

LFC cannot be used to acquire, process, or analyze a medical image or a signal from an in vitro diagnostic device or a pattern or signal from a signal
acquisition system.

Intended Users

The LEVY Fertility Code is intended for women aged 20 to 51 who are trying to conceive. Using the LFC medical questionnaire, they can invite their

female and male partners to the process.

The LEVY Fertility Code is intended for health care professionals with at least a basic education in women’s health and endocrinology to support

their decision finding.

Device's Performance Characteristics (How to Use LEVY Fertility Code)

®


https://www.fda.gov/regulatory-information/search-fda-guidance-documents/clinical-decision-support-software

Step 1- Log-in

Use your email address and password to log in.

LEVY

HEALTH

v

Sign in to LEVY Health

No account yet? You can create one here

Email

Password

©

Forgot Password?

Step 2 - Landing page

This page shows a summary of your tasks as well as which stage your patients are currently in.
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Step 3 - Patient profile

You can access all the patient data through clicking on “View Profile” in the previous step from “My Patients” on the sidebar. Here you can view all
the patient data and their history, Reproductive Health Assessment (RHA) answers, as well as uploaded documents and notes.



Step 4 - Lab Requisition

Once the patient completes the Reproductive Health Assessment, you will receive an e-mail informing you about the task of approving the

biomarkers that LEVY Fertility Code recommends for the patient. Make sure to review the logic and literature supporting this list of biomarkers.
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Treatment

@ rolicacid

@ Nutritional counseling
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Step 5 - De-select and Add Biomarkers

If you deem a suggested biomarker irrelevant, you are able to delete it. If you think a biomarker should be added, you are able to add it.
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Step 6 - Sign Lab Order

Once you have the final list of biomarkers to be tested, please click on sign lab requisition. A process of signature will be triggered. Once signed, the
patient receives the lab requisition in their dashboard and will be notified about this via e-mail.
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Step 7 - Approve Recommendations

After the lab results are received, the algorithm is automatically triggered. Once the recommendations are ready, you will receive a task of reviewing
and approving the recommendations. Often times, several choices are given for you to choose from, e.qg. intrauterine insemination vs in-vitro
fertilization. Add your choice by clicking “Add recommendation”.

Within the ‘My Patient’ view, under the ‘Recommendations’ tab, each recommendation contains a section titled ‘View the logic based on peer-
reviewed literature that supports this recommendation’. This section outlines the specific biomarker results and Reproductive Health Assessment
responses that informed the recommendation. In addition, an ‘Evidence & Sources’ icon provides direct access to the peer-reviewed literature
supporting the clinical rationale.

Important: The options/recommendations provided by the LFC algorithms are evidence-based and can not be deleted or changed. However, it is

your choice if you want to approve of them, choose a certain path over another, or disapprove. Once approved, recommendations will be released
for the patient.
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Options supported by evidence-based literature to consider

Diagnosis  Further diagnostics ~ Treatment Doctor’s Recommendation

‘ Suspected polycystic ovary syndrome (PCOS) v
’ Lack of varicella immunity (chickenpox) ~
. Suspected insulin resistance ~

Insulin is a hormone that plays an important role in the body's metabolism of sugar. When
insulin doesn't work properly, it's called insulin resistance, which can lead to type 2 diabetes.

v View the logic based on peer-reviewed literature that supports this recommendation
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Are you sure you want to approve this?

“This will be displayed on Jane Doe's dashboard. If you click on Approve, you won't be

‘able to go back and add notes.

If you have any concerns with the generated recommendations, you can use the ‘Report issue’ option at the top of the screen. This will notify our
support team, who will contact you to discuss further.

What seems to be the problem?

Enter your issue here.

Your issue has been noted!

team may reach out to you if we need more information.




LEVY Learn
Here we have compiled articles that explain terms that appear in the LEVY Fertility Code. It is divided into three sections:

. Biomarkers
. Diagnoses & Diseases

Therapy

Diagnoses &
Biomarker Lexicon

Diagnosis Diagnosis Biomarker
Adrenal insufficiency Amenorrhea (not geting your period) Androstenedione
Adrenal insufficiency happens when and fertility Androstenedione is a sex hormone
the adrenal glands don't produce. Not getting your period is a condition that has “masculinising” (androgenic)
enough steroid hormones. One. called amenorrhea, It's important for effects. It belongs to.

fertility...
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Diagnosis Biomarker

Anorexia Anti-Mallerian hormone (AMH)
Anorexia is a type of eating disorder The anti-Milllerian hormone (AMH) is
where you severely limit what you.. produced by the growing eggs in the

ovaries...
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Complaints and Feedback

In case you have any complaint, suggestion or other feedback regarding LEVY Fertility Code, please feel free to let us know. You can find our
contact details by clicking on the "Contact" button.

LEVY Contact us

HEALTH

We'd love to hear from you!

Phone. o b .
@ 159693373 foedback or compliments? Yes, we'd ke to hear them too ) Then
do not hesitate in reaching out to us. The LEVY Care Team is
Email !
& awaiting you!
suppori@levy.healh
Name
@ m Timing
Monday - Friday | 9AM - 7PM
@ e
® ® ® Email
I 2% Contact U Your message
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Effective Date: 2023-02-20
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