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Label and Symbols

Producer

European Conformity In vitro Diagnostic

C€ IVD




Manufacturing Date = 2021-09

Serial Number = LEC202109 Electronic Instruction for Use
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Caution / Safety Information

Levy Health GmbH

LEVY Health GmbH
TorstralRe 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
e Chrome: Version 100 or later
o Firefox: Version 99 or later
o Edge: Version 100 or later
o Safari: Version 15 or later

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

L_egal 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:

C€



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

ZAN

e For use in in vitro diagnostics

o 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.

o 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.

o 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.

o 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

AN

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.

HE

Hi, I'm Silvia from LEVY Health.

Before we can start decoding your ferility, we need some contact information from you.
Let's get started! Tell me, what's your name and where are you from?

FsTNANE Lastrane counmey




Step 2 - Login

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

Not a member yet? Sign up.

Foryot your passwardt

Step 3 - Reproductive Health Assessment

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

o To begin the questionnaire, press the “Start” button.
e To view the FAQ, press the “View” button.
e To view the instructions for use, press the “View” button.
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Hi Sarah, here's where you are in your LEVY journcy

Reprodiciue healh sssewoment

@
I 1) roas Reproductive Health Assessment FAQs

Welcome to LEVY Health! We're so glad you're here. For quick answers to the most common
® My health profile questions, chack out our FAQs.

With the information you provide in this smart questionnaire, we will assess your risk for up to 65
3 LEVY Lounge health conditions that can impact fertility.

View FAQs
@ v Here are some things to keep in mind before you begin:
eam
« Please be as honest and precise as possible.
@ mas * Your answers will save automatically, so you can come back to the questions later and pick up
where you left off. Instructions for use
585 Contactus « Gather recent blood test results or other relevant medical records so you can upload them.
« The whole thing shouldn't take: you more than 20 minutes. Curious about how the LEVY Fertility
Code actually works? Read our
e gt avied Instructions For Use (IFU) here.
@ 17 Heaith i HIPAA in ecure, Ihyauh y
questians, check our FAQs alth yi
£
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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 LEVYY account in time for the call.

EVY

Hi Sarah, here's where you are in your LEVY journcy

Any questions? We're here to help!

Now we know which tests you need for us o make s diagnosis on why you haven't been able 1o

canceive. Buok a free care leam call and we'll walk you through everything you need o know!

<= Go hack

Time to get tested!

Qg +49 1567 8393 502
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Diapnostic recommendatians

B3 carcgilewy health

Based un what you've old us, we created a custom list of binmarkers you should (st Now you can learn more about the blood panels

and choase how you'd like to move forward.

(L Purchase the LEVY Fertility Cade £ 399,00
To continue your fertility analysis, it's required @ buy access 1o the LEVY Fertility Code. With your purchase,
vou'll have care support, the Basic Hormone Panel test, and a 1:1 doctor’s consultation to understand vour
resuills, plus aa persanalized treatment plan 1o improve your chances of a healthy pregnancy.
Here are the blood tests we recommend for you
These are: the biomarkers we: sugaest for you 10 test <o that aur doctors can make a complete fertility diagnosis. This is optional, but recommended. If

you don't wish to test these, click on Keop Going

@ advanced thyroid diagnostics

One or more of your answers in the
Reproductive Health Assessment
ndicate a potential imbalance of your
thyroid hornones, This ranel tests for
6 types of thyraid dysfunction.

€399,00

= ™
(© Remave )
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" Sugar Metabolism

Cne or more of your answers in the
Reproductive Health Assessment
ndicale a potential sugar metabolism
disarder, which is a major cause of
niertility. Ihese biomarkers check for
6 diagnoses,

€399,00

—
( B Add panel )

® Advanced hormane diagnostics

One or more of your answers in the
Reproductive Health Assessment

indicale a potential
imbialance. These biomarkers look for

ormonal

6 diagnoses.

€399,00

P
( Add p.ln('D
o

Basic Vitamins
Certain vitamins are crucial for
conceplion and a heallhy pregoancy,
Find out if you have a deficiency by
testing for 5 basic vitamins.

€399,00

(@ wain)
)

Subtotal: € 99,00

Keep going

© rull Blood Count

Your symptoms may indicate an
infection or bleeding disorder. This
panel tests for b diagnoses thal can
impact fertility.

€ 399,00

(@) Add panel )
! )
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@ vaccination Status

You indicated that you don’t know
your waccination stalus for certain
discases that can be dangerous during
pregnancy. Check your immunity by
testing these biomarkers.

€399,00
= &)
( & Remove ]
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Hi Pia, let's check your progress

LEVY
Daesding your fertilty
€D
@ Home Join the LEVY Care Team call FAQs
E] My Health Prof For quick answers to the most common
- oy, check out our FAQS.
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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.
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Subtotal: €87.09
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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:



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

analyzed.
o 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.
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Hi Pia, iets check your progress
’ og!

@ Home Find a lab near you
1 Now
(B Levy e anly
2§ amedes MVZ Hamburg GmbH
rake 10,20095 Hamburg Q0800 56 91 686
Fiiday: 10001430
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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.
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Hi Pia, tets check your progress

@ Home # Cool, thanks! Just a few more details...
S ad e
B (Evyiar
Things to keep in mind before visiting the lab
the morming
Your chosen lab
MVZ Endokrinologikum Hannover
What happens ater the labt
<P Rundestrake 10, 30161 Hannover
Welletyo s are nt Then youl be invied to book Hation with a fertity doctor. I the cal, yout discuss wh
tesults mean for
]
planning on visiing the lab. We just nced e imate date so we can help serve you b
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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.
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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.
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Hi Pia, let's check your progress
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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:



e This shows your blood test results and whether the values are within or outside the
normal range.

Your recommendations:

o 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
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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:

e Reproductive Health Assessment

e My documents
e 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:

o Biomarkers
« Diagnoses & Diseases



LEVY Learn

Blood Panels Diagnoses

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.
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LEVY We’d love to hear from you!
EARCRE LTI Do you have any q. " Improvement, feedback or ‘e them too). The LEVY Care Team s awaiting you!
@ Contact us:
B w ne:
49 (030 75439810
M 1 Email:
crcetery bealth
@ mas Timing:
Monday-Fiday
® aAM - 7P
(£ 1G)]in}
A8 Contact Us

Effective Date: 2023-02-20



