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Bleeding length:
Number of days that menstrual bleeding lasts

Bleeding status:
Value that identifies whether you are currently within your period

FAQ - Frequently Asked Questions:
Common user questions with answers provided.

Calculation:
The calculation of a result based on user input, such as the calculation of the next cycle start
or the calculation of the total bleeding amount

Menorrhagia:
Periods that are too strong and too long

Pictogram:
Validated, stylised representation of hygiene products with different blood intensities

Quantification:
Indication of blood intensity as a numerical value in millilitres



BAYOOCARE GmbH
Europaplatz 5

64293 Darmstadt
Tel: +49(0) 61 51 -86 18 -0
E-Mail: info@bayoocare.com

Web: bayoocare.com

Women who find that their menstrual bleeding is abnormally strong can measure their blood loss
with the FlowCyclo® App. A cycle report enables users to have an informed discussion with their
doctor about the volume of blood loss and the possible need for therapeutic measures.

FlowCyclo® is only for use by women of reproductive age who experience menstrual bleeding. Con-
sequently, the app is not suitable for:

e Men

e Women outside reproductive age

e Women who do not experience menstrual bleeding


mailto:info@bayoocare.com

FlowCyclo® enables you to quantify blood loss during your period on the basis of information entered
by you. The app can quantify and calculate the bleeding amount during a cycle by using two different
guantification methods.

The results produced enable a better assessment of the actual bleeding amount compared to the
subjective feeling of the user.

The quantified bleeding amount can help doctors detect any possible abnormalities or irregularities.
In particular, any possible menorrhagia can be identified using the values.



FlowCyclo® is a clinically validated medical product that meets the basic requirements of EU guideline
93/42/EEC and/or its national enforcement measures.

If you use pads, they must be viewed from the underside in order to ensure a correct comparison
with the pictograms provided.

Quantification via pictograms is only validated for the following products and sizes:

e Always Ultra®:

o Normal
o Long
o Night
e 0.b.° ProComfort®:
o Mini
o Normal
o Super
o Super Plus

The two quantification methods "bleeding diary" and "quantification via pictograms" cannot be com-
bined within one cycle.

The FlowCyclo® app may only be used on smartphones and operating systems validated for it.
The current version of the FlowCyclo® app must always be used.
The FlowCyclo® app may not be changed without the manufacturer's consent.

The FlowCyclo® app is not designed to serve as the sole basis for diagnoses/therapy decisions.

If you use a rooted device, the Android security mechanisms can be bypassed.
Therefore, rooted smartphones are not supported for using the app, regard-
less of the version of the operating system.



FlowCyclo® quantifies bleeding data entered by women who may have abnormally heavy menstrual
bleeding.

You can enter your bleeding and its intensity into the app during your period. FlowCyclo® quantifies
the data entered and calculates the total amount of blood loss during a cycle.

With the help of a report that visualises all the data entered by the user, the quantified bleeding
amount can help doctors determine deviations from the norm or irregularities such as menorrhagia.

Every time you start FlowCyclo®, the operating system on your smartphone is checked. If the app
cannot function on your operating system, you will see a pop-up informing you of this (Figure 1):
“You cannot use FlowCyclo® with your current operating system”.



Your device Operating System version is not

compatible with this version of the app. Thus,
app usage is currently not supported.

Figure 1 Operating system check — operating system not supported

In the event that the app is not validated for your operating system, you can still use the app. As a
medical device that helps with a monitoring your blood loss, we cannot guarantee the proper user-
experience and full functionality if the system is not compatible (Figure 2).
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Unsupported operating system

FlowCyclo may not be able to run on your
operating system,

If you continue using FlowCycle you may
experience errors.

Confirm

Figure 2 Operating system check — Consent required

If you use the app on a non-validated operating system, certain functions may
not behave as expected.

The following operating systems are validated for the current version of
FlowCyclo®:

e Android 8.0 or higher
e i0OS 13 or higher



6.2.2 Navigation

After setting up the FlowCyclo® app a navigation bar will appear at the bottom of the screen with
four icons, a Home icon, a Report icon, a FAQ icon and a Menu icon.

Tapping on the Menu icon of the navigation bar opens the menu.

f ® =

Figure 3 Navigation bar

In addition to the navigation bar, further app functionalities can be accessed via the open menu. The
structure and function of each individual menu point are described in detail in the following chapters.

() Your data
@j Your report
(@ Reminder
(?) FAQ

4> Support
Legal Notice

Figure 4 Menu

13



6.2.3 Information button

FlowCyclo® provides you with further information on various screens. To bring this additional infor-
mation up on a screen, tap the Information icon (Figure 5).

Figure 5 Information button

Tapping this icon opens a pop-up with further information on the current screen. You can close the
pop-up by tapping the Ok-button.

6.3 Instructions for use
The instructions for use can be accessed via the "Support" menu item (Figure 4).

If you tap on the "Support" menu item, you will see all support options as shown in Figure 6. Under
"FlowCyclo® manual", you will find the instructions for using FlowCyclo®.

©

SUPPORT

Send an e-mail;
FlowCyclo@bayoocare.com

Call the FlowCyclo service hotline:
o) 4318000233301

FlowCyclo manual:
WP show manual

Figure 6 Support Screen

If you tap on "Show manual", you will see your smartphone's standard app for opening PDF files.
Here you can select your preferred app in which you want to open the PDF "Instructions for Use".

14



Installation

7 Using the app for the first time

7.1 Acceptance of terms of use

When you use FlowCyclo® for the first time after installation, there is a brief introduction to how the
app works. You will also be asked to answer some cycle and bleeding-related questions.

When using the app for the first time, you need to accept the terms of use. You can open the terms
of use by tapping on the respective words (Figure 7).

Note:
0 Please read the terms of use before agreeing to them.

Is it normal or heavy?

A period is

| have read and agree to the Terms of Use

Begin

Figure 7 Home screen when using the app for the first time (ToU)

15




You can only continue to use the app once you agree to the terms of use. To continue after ac-
ceptance, tap the button in the lower right corner.

Once you accepted the Terms of Use, you will be asked to accept the Data privacy statement. When
you read and scrolled down the entire statement, the button to accept it will enable. You can down-
load the data privacy statement as PDF by tapping on the left button (Figure 8).

Please read the data privacy statement before agreeing to it.

DATA PRIVACY STATEMENT

Scroll down to read the privacy policy

3: Februsry 2021

“SENT TC THE PRIVACY POLICY FOR THE

e Turopean
5 of D rective

ntlal requirerr
ional implementations.

found n the te
Save PDF

Figure 8 Data Privacy screen when using the app for the first time

You can only continue to set up the app once you agree to the data privacy statement. To continue
after reading the privacy statement, tap the button in the lower right corner.

The following screen, after accepting the Data Privacy Statement, informs you about the collection
and sending of tracking data (Figure 9). You have the option to enable the tracking of analytical data



by tapping on the right button “Agree”, or to deny the tracking data by tapping the left button “Not
now”. The collection and sending of tracking data are not mandatory but will help us to improve the
app.

YOU'RE ON ANDROID 11

Q
=7

This version reguests Us te ask for your permissian to
track and analyze your activities

® we collect the minimum data necessary

Tne data is not linked to your identity

Data Is collected only to improve the app and
EPFFFH‘ user experience

You can withdraw your consenl at any Lime

By agreeing to the collection of vour activity data, you
help us to make FlowCyclo netter far yau and other
users,

Figure 9 Data Privacy screen when using the app for the first time



7.4 Introduction to the FlowCyclo® app

After agreeing to the terms of use and the privacy policy, you will be taken to the thematic introduc-
tion to the FlowCyclo® app.

The possible quantification methods are explained on three screens:

e Quantification using pictogram (Figure 10)
e Bleeding diary (Figure 11)
You will also receive information about the report (Figure 12) that you can generate for each cycle.

On this screen, you will learn about the differences between the two methods and the Input needed
for each method. The selection criteria depend on which pad/and or tampon brand you are using.
The quantification method can be changed after each cycle.

Pictogram or Bleeding Diary Dally bleeding tracking

ur menst
calcul

Figure 10 Introductory Screen - pictogram quantification Figure 11 Introductory Screen - bleeding diary
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Report

After one menstrual cycle you can generate a
report to share with your doctor.

Figure 12 Introductory Screen - report

After reading through an introductory screen, you can continue by tapping the button in the lower
right corner.

19



Basic entries

8 Questionnaire on first use

8.1 Questionnaire

When using FlowCyclo® for the first time, you will be asked to answer five questions after the intro-
ductory screens. These basic questions are relevant, for example, when calculating the start of a new

cycle.

You can access additional information about each of the five questions. You can find this information
under the Information button next to the progress bar (Figure 13).

Tapping this icon opens a pop-up with further information on the current screen. Tap the Ok-button
close the pop-up.

Tap the button in the lower right corner to navigate to the next screen of the questionnaire. Tap the
button in the upper left corner to navigate back to the previous screen.

-

Note:

You can only switch to the next screen of the questionnaire if you have an-
swered all questions on the current screen. If a question remains unanswered,
the app will prevent you from continuing with the next question.

The only exception is the question about your contraceptive method, this is op-
tional and can be skipped.

~

20



8.2 Question - Bleeding status

The first question of the questionnaire asks if you are bleeding on the day you first use the app (Fig-
ure 13). You can answer this with "yes" or "no".

Step 1/5

Figure 13 Question 1 — Bleeding status

21



8.3 Question - Start of period

When asked about the first day of your current or last period (Figure 14) you can choose a date from
a calendar (Android) or using the date picker (iOS).

If your period has already started, please state the first day of your current menstrual cycle. Other-
wise, please state the start of your last menstrual cycle here. Please note that you cannot select a
date in the future.

@ Step2/5

@

When was the first day of your current @
period?

Please select @

Figure 14 Question 2 — First day of period

22



8.4 Question - Cycle length

After answering the second question, you will be asked about the length of your cycle. You can
choose from three different time periods (Figure 15). If you cannot find your cycle length in the spec-
ified time periods because your cycle length varies or you are not sure, you can also select this here.

Step3/5

What is the usual length of your
menstrual cycle?

less than 21 days

21-35 days

more than 35 days

variable / unsure

Figure 15 Question 3 — Cycle length
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8.5 Question - Bleeding length

In addition to the length of your menstrual cycle, FlowCyclo® also asks you the length of your period,
when you use the app for the first time (Figure 16). Here, you have the choice between different
menstrual lengths, specified in days. Select the average length of your period here. If your period
varies or if you are unsure about your exact number of bleeding days, you can also indicate this here.

)
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1 day

2 days

EXENS

4 days

5 days

6 days

7 days or more

variable / unsure

Figure 16 Question 4 — Bleeding length
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8.6 Question - Contraception

The last question of the questionnaire relates to your current method of contraception (Figure 17).
You can select multiple contraceptive methods here if you use multiple methods concurrently. Please
indicate all methods you currently use.

@ Step5/5

What is your method of birth control? @

Lo
]
[ e ]

Continue

Figure 17 Question 5 — Contraceptive methods

Note:
Even if you are not currently using a contraceptive method, select one for this
question.

Answering this question completes the questionnaire and takes you to the final screen (Figure 18).
If you leave this screen, you will reach the Home screen of the app and can now use all the func-
tionalities of FlowCyclo®.

25



All Done!

Thanks for answering the questions, you're
all set to start.

Figure 18 Final screen
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9 Selection of product brand

When using FlowCyclo® for the first time and at the beginning of each new cycle, you will be asked
to choose the brand of your tampon and / or pads. You can choose between “Supported products”
and “Other products” (Figure 19). FlowCyclo® shows you all supported product brands here.

Choosing the product brand determines the quantification method that the app uses for one cycle.
Choosing the correct product brand ensures that your entered values are quantified using the correct
method and that you can receive a reliable calculation. You can choose which products to use in each
cycle.

©

Select the brand of your sanitary @
product:

Always Ultra® & 0.b.® ProComfort®

Other products

Figure 19 Brand selection

(" )

Note:

You cannot change this selection during an ongoing cycle. The quantification
method used based on the product brand is fixed for one cycle. However, you
have the option of choosing a different product brand and thus a different quan-
tification method at the beginning of a new cycle.

. J
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Note: \

If you have chosen “Always Ultra® and / or 0.b.® ProComfort®”, please only use
these products. Failure to keep to a product will affect the accuracy of your cal-
culation.

The absorption properties of other products may differ from “Always Ultra® and
/oro.b.® ProComfort” and result in a different blood distribution in the product.
In this case, the visual correspondence between your product and the pictogram
may be lost and the actual bleeding amount may differ from the calculated one./

28
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Home Screen

10 Elements of the Home screen

On the Home screen (Figure 20) you will see different elements which are explained in brief here.

No bleeding Bleeding

W ¢

Figure 20 Home screen
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10.1 Bleeding button

With the Blood Entry button (Figure 21), you can enter the bleeding amount.

pe

Figure 21 Bleeding button

Tapping the button takes you to the input process for the respective quantification method.

To find out how such an entry process works and what steps it contains, please refer to Chapters 11
Quantification using pictogram and 12 Bleeding diary.

10.2 No bleeding button

With the "No bleeding" button (Figure 22) you can transfer information to the app for periods in
which you have not had any bleeding.

1\

Figure 22 No bleeding button

By tapping the button, you can enter a bleeding-free phase in the app.

You can find more information in Chapter 13 Entering days without bleeding.

10.3 List of recent entries

Note:
When you open FlowCyclo® for the first time, you will not see a list of recent
entries on the Home screen.

As soon as you have created an entry, you can see all entries that you have added or edited in the
last 24 hours in the list on your Home screen. The app quantifies every entry you make. The app
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converts each of your entries to a rounded millilitre value. FlowCyclo® shows you the date of the
entries and the corresponding millilitre figure in the list (Figure 23) on the Home screen.

1 entryinthelast24 h a

é 173 122ml & W

Figure 23 Entry list

As long as there is an entry in the list, you can edit or delete it. You can find further information in
Chapters 11 Quantification using pictogram and 12 Bleeding diary.

10.4 Representation of blood loss

Note:
When you open FlowCyclo® for the first time, you will not see any blood loss on
the Home screen.

The representation of blood loss in the form of rising waves (Figure 24) only appears after you have
made your first entry.

—4.ml

Figure 24 Representation of blood loss

The app quantifies the bleeding amount from every entry you make. The app converts each of your
entries to a millilitre value. The quantified millilitre values are added up and displayed to you as a
total in the form of waves. You can find the exact total value on the scale on the left.

Note:
Please note that the displayed values are rounded.

You can find out how your quantified values are calculated in Chapter 14 Quantification methods.
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Record Blood Entries

11 Quantification using pictogram

®n

If you have chosen the product brand “Always Ultra® and / or 0.b.® ProComfort ®”, you can make
several entries every day. Your daily bleeding amount is calculated and quantified by entering the
product used and its size, as well as the bleeding amount based on pictograms. It is important that
you enter every product change in the app.

Note:
To ensure that your information is as accurate as possible, it is advisable to make
the entry immediately after the change.

You can obtain additional information about each of the individual steps in the input process. You
can find this under the Information button next to the question (Figure 25).

Tapping the Info icon opens a pop-up with further information on the current screen. Tap the Ok-
button to close the pop-up.

Tap the button in the lower right corner to navigate to the next screen. Tap the button in the upper
left corner to navigate back to the previous screen.

Warning:
If you navigate back to a previous screen, your current settings are not saved.

Note:
As soon as you have created an entry, the app remembers the entry of the last
product used and its size and uses these entries as a pre-selection for the next
entry.
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11.1 Pictogram entry — Add entry

To add an entry to your bleeding diary, tap the "Enter Bleeding" button on the Home screen (Figure
20). This starts the entry process.

11.1.1 Select date and sanitary products

In the first step of each entry FlowCyclo® asks you to select the date for which you wish to enter
bleeding information and the sanitary product you have used (Figure 25).

As before, a calendar (Android) or a date picker (i0OS) opens with which you can select the date for
the entry.

To select a hygiene product, tap on it. You can select two hygiene products at the same time, as long
as they are not of the same type.

You can only proceed once you have selected a day and your sanitary products.

©

Select the date @

Which sanitary product did you @

Figure 25 Data selection

Note:
You can only make entries for your current cycle. Therefore, the earliest possible
date that you can choose is the first day of your current cycle.
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If you wish to enter two hygiene products, please select one hygiene product
first. As soon as you have entered this, the process for the previously unselected
article is started automatically. Here, you can only make entries for two differ-
ent hygiene products that you have used at the same time.

If you have used two pads, then please make two separate entries.

The simultaneous use of two tampons is not supported by FlowCyclo®.

Depending on which hygiene product you have selected, you can choose from various product sizes.
You can only select one product size at a time to enter it.

If you have previously selected an “0.b.® ProComfort®” tampon, you will be presented with the four
product sizes that are available, as shown in Figure 26.

With an “Always Ultra®” pad, you have the choice between three different product sizes, as shown
in Figure 27.



What is the size of your tampon? What is the size of your pad?

mini

normal

super

super plus

Figure 26 Product sizes — 0.b.® ProComfort® tampons Figure 27 Product sizes — Always Ultra® pad

Please select the size of the hygiene product you are using.

Note:
You can usually find the size of the product you are using on the packaging of
the product.
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11.1.3 Pictogram selection

11.1.3.1 Pictogram selection - Always Ultra® pad

If you have selected an “Always Ultra®” pad, you will be presented with six different pictograms after
selecting a product size (Figure 28). These also represent different bleeding intensities. Turn to the
back of your pad and compare your used product with the pictograms and select the pictogram that
most closely resembles your product.

©

How much did you bleed? @
@

Please flip your pad.

Figure 28 Pictograms — Always Ultra® pad

Note:

If you use an “Always Ultra®” pad, it is important to turn it over before compar-
ing it with the pictograms. It is important that you use the back of the pad for
comparisons, otherwise inaccuracies may result.

. J

After selecting a pictogram, you can complete the entry by confirming your entries.
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The app takes you to the Home screen and you can see your entry or entries in the list on the Home
screen. You can also see the increase in waves that represent the total bleeding amount in the current
cycle. The millilitre value that you can see in the scale on the left is the sum of your quantified entries.

Warning:

You can make entries retrospectively without limitation by selecting a past date.
Please note, however, that retrospective amounts of bleeding entered from
memory may be inaccurate and thus affect the accuracy of your calculation.

11.1.3.2  Pictogram selection - 0.b.® ProComfort® tampon

If you have used an 0.b.® ProComfort® tampon, and you enter it, after selecting a product size, you
will be shown four different pictograms which represent different bleeding intensities (Figure 29).

Please compare your product with the pictograms and choose the pictogram that most closely re-
sembles your product.

©

How much did you bleed? @

Figure 29 Pictograms — 0.b.® ProComfort® tampon

After selecting a pictogram, you can complete the entry by confirming your entries.
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The app takes you to the Home screen and you can see your entry or entries in the list on the Home
screen. You can also see the increase in waves that represent the total bleeding amount in the current
cycle. The millilitre value that you can see in the scale on the left is the sum of your quantified entries.

You can make entries retrospectively without limitation by selecting a past date.
Please note, however, that retrospective amounts of bleeding entered from
memory may be inaccurate and thus affect the accuracy of your calculation.

Ifyou have selected two products for entry, the process currently ongoing is repeated a second time
with the product that has not yet been entered. Once you have entered this, you can confirm your
entries and end the process.

All entries made in the last 24 hours are shown in the list (Figure 23) on the Home screen. To edit one
of the entries in the list, tap the Edit icon (Figure 30) behind the desired entry.

,ﬁ

Figure 30 Edit icon

The selections you made during the entry process are highlighted for you. Go through the change
process and input process and confirm your updated entry. Start the change process by selecting the
product, followed by the product size, and finally changing the previously selected pictogram.

If you also want to change the date, delete the entry as described below and
create a new entry.



Note:

It is only possible to change entries for a limited time - within 24 hours of the
entry. Only entries in the list on the Home screen can be changed. If an entry
can no longer be found in the list, it can no longer be changed.

11.3 Pictogram entry — Delete entry

To delete one of the entries from the list, tap the Delete icon (Figure 31) behind the desired entry.

Figure 31 Delete icon

You will then be asked to confirm the deletion. If you do this, the selected entry will be deleted.

-

Note:

It is only possible to delete entries for a limited time - within 24 hours of the
entry. Only those in the list on the Home screen can be deleted. If an entry can
no longer be found in the list, it can no longer be deleted. You cannot restore a
deleted entry.

~
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If you have chosen "Other Products", your daily bleeding amount will be calculated and quantified
using a bleeding diary. You enter your bleeding intensity for the entire day once a day. To do this, the
app needs an indication of the day for which you want to make an entry and the bleeding intensity
of the selected day.

You can obtain additional information about each of the individual steps in the input process. You
can find this information under the Information button next to the progress bar (Figure 32).

Tapping this icon opens a pop-up with further information on the current screen. Tap the Ok-button
to close the pop-up.

Tap the button in the lower right corner to navigate to the next screen. Tap the button in the upper
left corner to navigate back to the previous screen.



12.1 Bleeding diary — Add entry
To add an entry to your bleeding diary, tap the "Enter Bleeding" button on the Home screen (Figure
20). This starts the entry process.

12.1.1 Select date

In the first step of each entry FlowCyclo® asks you to select the date for which you wish to enter
bleeding information (Figure 32). As before, a calendar (Android) or a date picker (iOS) opens with
which you can select the date for the entry. You can only proceed once you have selected a day.

©

Select the date @

Continue

Figure 32 Date selection
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12.1.2 Select bleeding intensity

In the next step you will be asked about the bleeding intensity on the selected day. The bleeding
intensity describes the total severity of all bleeding that occurred during the day. You have five dif-
ferent bleeding intensities to choose from; these can be found in Figure 33.

Select the intensity of your

Spotting

Mild

Moderate

Severe

Very severe

Figure 33 Bleeding intensities

Please select the intensity that corresponds to your bleeding on the selected day. You can only choose
one bleeding intensity per day.

If you have selected a bleeding intensity, you can confirm the entry with the button in the lower right
corner.

You will return to the Home screen and can see your entry in the list on the Home screen. In the list
on your Home screen, you can see all entries that you have added or edited in the last 24 hours. You
can edit or delete all entries that are displayed in this list.

You can also see the increase in waves that represent the total bleeding amount in the current cycle.
The millilitre value that you can see in the scale on the left is the sum of your quantified entries.

4 )
Warning:

You can make entries retrospectively without limitation. Please note, however,

that retrospective amounts of bleeding entered from memory may be inaccu-

rate and thus affect the accuracy of your calculation.

- J
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Note:

You can only choose one bleeding intensity per day. This intensity then corre-
sponds to your bleeding amount on the selected day. If you wish to modify an
entry already made, a pop-up appears with a query as to whether you want to
overwrite the entry for this day. If you confirm this, the entry of the selected
day will be overwritten by the new entry.

N\ J

12.2 Bleeding diary - Change entry

All entries made in the last 24 hours are shown in the list (Figure 23) on the Home screen. To edit one
of the entries in the list, tap the Edit icon (Figure 34) behind the desired entry.

!1

Figure 34 Edit icon

The app then takes you to the input process and the selection of the bleeding intensity. There you
can change your entry by selecting a different bleeding intensity and saving this selection. The entry
is updated and displayed in the list on the Home screen.

12.3 Bleeding diary - Delete entry

To delete one of the entries from the list, tap the Delete icon (Figure 35) behind the desired entry.
millles

Figure 35 Delete icon

(" )

Note:

It is only possible to delete entries for a limited time - within 24 hours of the
entry. Only entries in the list on the Home screen can be deleted. If an entry can
no longer be found in the list, it can no longer be deleted. You cannot restore a
deleted entry.

\_ J
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13 Entering days without bleeding

If you find that you have not had any bleeding in a day or for a certain period of time, you can also
record this in FlowCyclo®, regardless of your current quantification method.

To enter a period without bleeding, tap the "No Bleeding button" (Figure 22), which is on the Home
screen. If you tap this, the app marks the period from your last entry until the moment you tap the
button as "period without bleeding".

If the period without bleeding was entered successfully, the appearance of the button changes, as

v

can be seen in Figure 36.

Figure 36 No Bleeding button - confirmation
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Quantification of Bleeding
Amount

14 Quantification methods

The total amount of your blood loss is calculated differently depending on which products you use.

4 )

Note:

Both methods of quantification are based on scientific studies. However, quan-
tification using the pictograms can give you more precise values than making
entries in the bleeding diary. In order to obtain the most accurate values possi-
ble, it is therefore recommended to use the quantification method of the picto-
gram entries.

g J

14.1 Quantification of pictogram entries

If you use “Always Ultra® or 0.b.® ProComfort®” products, select a product, its size and the pictogram
which most closely resembles your product after changing.

FlowCyclo® contains a validated value for every product size and every pictogram. After each entry,
this validated value is added to the previous values, if available, and you get the total value of your
bleeding in a cycle.

Further information on making entries can be found in Chapter 11 Quantification using pictogram.
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14.2 Quantification of bleeding diary entries

If you use “Other products”, choose the bleeding intensity for one day.

FlowCyclo® contains a validated value for every bleeding intensity. After each entry, this validated
value is added to the previous values, if available, and you get the total value of your bleeding in a

cycle.

Further information on making entries can be found in Chapter 12 Bleeding diary.
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Your Data

FlowCyclo® provides you with an overview of all your blood loss data that you have entered during

the current cycle.

15 Your Data

15.1 Access ,, Your data"

You can access your data via the menu item "Your data" (Figure 4).
When you tap on the "Your data" menu item, you will be redirected to the data overview screen

Figure 37).

®

173
173
16-3
16-3
16-3
15-3
15-3

o & o o o o o

YOUR DATA

Reset cycle

58 ml
3,1 ml
1,3 mi
6,1 mi
1.9 mi
34 ml
6,8 ml

0

Figure 37 Data overview
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15.2 Delete ,,Your data"

You can delete the data of your current cycle in the overview. To do so, tap on the "Delete" button
on the screen. When you confirm the deletion process, all your data of the current cycle will be irrev-
ocably deleted from the app.
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FlowCyclo® provides you with a report to help you evaluate your data.

The report contains all the data that you have entered while using the app. In addition to the entries
for your blood loss, this also includes the answers to the questionnaire that you completed when
using FlowCyclo® for the first time. As soon as you have made at least one entry, you can generate
such a report at any time.

For example, you can present the report to your doctor at your next appointment. The quantified
values of the app can make it easier for your doctor to assess blood loss during menstruation and
could give indications of menorrhagia.

You can access the report via the menu item "Your report" (Figure 4). When you tap on the "Your
report" menu item, you will be taken to the report.

On the overview screen for "Your report", you will first see the in-app report providing the graph for
the last seven days of your current period. It displays the accumulated blood loss for each day. Fur-
thermore, you can find information like the total blood loss and - if you chose to enter your blood
losses via pictograms for the currently viewed period - the number of products that you used (Figure
38).

By clicking on the arrows atop of the graph, you can switch between different phases. Also, by clicking
on the buttons “7 Days” or “Full cycle”, you can switch the view between the seven day display (Figure
38) and the complete cycle display (Figure 39).

The button “Open” beneath the graph enables you to download the generated report as a PDF. Re-
ports are automatically generated for all menstrual cycles you have previously entered. A one-page
report is created for each cycle, summarised in a PDF file. The reports are sorted in ascending order
by date, which means that the report on your current cycle is displayed first.

When FlowCyclo® has generated your report, you will see your smartphone's standard app for open-
ing PDF files. You can select your preferred app to open the PDF report.

The button “Share” enables you to share the report as a PDF with others via applications on your
smartphone.
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Figure 38 Report Graph (7 Days)
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Figure 39 Report Graph (Full cycle)
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The upper area of the report shows the information you entered when using FlowCyclo® for the first
time, as well as the start and end of the cycle (Figure 40).

Your basic information:

Length of cycle: 21-35days Length of period: 5 days
On period when tracking started: Yes Contraceptive method/s: Condom,
First day of cycle: 15-3-2022  Pill

Last day of cycle:

Figure 40 Questionnaire parameters

The summary of your data depends on the quantification method you have chosen based on the
hygiene products you use.

If you have quantified your cycle using pictograms (“study products”), the summary shows different
values (Figure 41).



Your summary:

Total volume*: \\-m.__Tampons 6 (Pads 4 %\ Products 10

Your chart:
—— Total volume* -== 80 ml Threshold
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Figure 41 Summary - Quantification using pictogram

You can see the total bleeding amount of your cycle in the summary. You can also see the total num-
ber of hygiene products used, as well as the number of products used in total (Figure 42).

Your summary:

59 ml \\k, Tampons 6 L Pads 4 S@f; Products 10

Figure 42 Total values - Quantification using pictogram

The graphs below show the progression and spread of the bleeding days during your cycle. The leg-
end (Figure 43) tells you what the individual indicators mean.

Your chart:
—— Total volume* --- 80 ml Threshold

Figure 43 Legend - Quantification using pictogram
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The first of the two graphs represent the total bleeding amount throughout your cycle (Figure 44).
The horizontal axis shows the days of the cycle and the vertical axis the bleeding amount in millilitres.

The dashed line shows you the 80 ml limit - any monthly blood loss above this is categorised as high.

The purple curve shows your blood loss over a cycle.

120 ml

100 ml

B0 M| e e e e e e e e e e e e e — e ————

60 ml |~

Volume*

40 ml

20 ml |-

Figure 44 Curve - Quantification using pictogram

35days

The graph below shows your daily bleeding amount (Figure 45). The horizontal axis shows the days

of the cycle and the vertical axis the bleeding amount in millilitres.

The number above indicates the rounded millilitre value of the daily bleeding amount.

40 ml

Volume*

20 ml

TTTTTIT T I T[T rrorrr]

] | 1 | | ]

0 5 10 15 20 25 30

Figure 45 Bleeding amount per day
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16.2.2.2 Summary - Quantification using bleeding diary

If you have quantified your cycle using the bleeding diary (“other products”), you will receive the
following summary (Figure 46):

Your summary:

Total volume: 100 ml

Your chart:
— Total volume --= 80 ml Threshold

120 ml

100 ml
B0 M [ = e o o o e e e e e e e e e e e e e o e e e e

60 ml |-

Volume

40 ml |-

20 ml

BDm\_—

TTTrrroroT

Volume

40 ml

s I
0 5 10 15 20 25 30 35 days
Figure 46 Summary - Bleeding diary

The total bleeding amount from your cycle is shown in the summary(Figure 47).

Your summary:

Total volume: 100 ml

Figure 47 Total values - bleeding diary

Below are two graphs that show your cycle in more detail.

The first of the two graphs represent the total bleeding amount throughout your cycle (Figure 48).
The horizontal axis shows the days of the cycle and the vertical axis the bleeding amount in millilitres.
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The dashed line shows you the 80 ml limit - any monthly blood loss above this is categorised as high.
The purple curve shows your blood loss over a cycle.

Volume

120 ml

100 ml

80 ml

60 ml

40 ml

20 ml

0 5 10 15 20 25 30 35 days

Figure 48 Curve - Bleeding diary

You can see your daily bleeding amount in the lower graph (Figure 49). The horizontal axis shows the
days of the cycle and the vertical axis the bleeding amount in millilitres.

The number above indicates the rounded millilitre value of the daily bleeding amount.

Volume

80 ml

40 ml

O M T T T TITTTITTTTTTT

5 10 15 20 25 30 35 day:

Figure 49 Bleeding amount per day
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In the results field (Figure 50) you will be shown a text evaluating your personal bleeding within your
cycle.

Your result:

You have exceeded a level of 80 ml which is considered to be an
indicator for heavy menstrual bleeding even though you might
perceive this differently. Usually, monthly bleeding is only in the
range of 30-40 ml. Your result does not need to be a cause for
concern! Please discuss it openly with your doctor.

Figure 50 Results field

In the notes field (Figure 51) you can write down additional notes or comments for your doctor on
the printed report.

Your notes:

Figure 51 Notes field



Blood Loss of more than 80 ml

17 Exceeding the 80 ml limit

As soon as you have exceeded a bleeding amount of 80 ml in one cycle, FlowCyclo® will inform you.

You will receive a message (Figure 52) on the Home screen that you have lost over 80 ml of blood
during your current period as a result of your last entry. The message informs you of what exceeding
the 80 ml limit means in real terms.

Hint

You have reached / exceeded a level of 80 ml
which is considered to be an indicator for heawy
menstrual bleeding. Usually, monthly bleeding is
only in the range of 30-40 ml.

Your result does nat need to be a cause for
concern! Please discuss it openly wilh your doclor
Generate a report with your collected data that

you can use for this discussion. Your doctor will
help better understand what this outcome means
for you and determing the noxt steps. You should
continue ta collect further data if yaur cycle hasnt
ended yel. Check oul the FAQ section Lo learn mare
about heavy periods.

Figure 52 80 ml message

Tap the Ok-button to close the pop-up.

After closing the message, you get to the Home screen, which then shows the 80 ml limit violation as
shown in Figure 53. You can also see your current blood loss and the exact millilitre value.
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60 ml

40 ml

20 ml

Figure 53 Home screen - 80 ml exceeded

The white line with the inscription "80 ml" shows you the value at which the blood loss is critical. If
this value is exceeded, you will also see an Information button. If you tap this, the message that was
displayed at the time of the limit violation opens again.

Note:

You can and should continue to enter bleeding for the cycle despite exceeding
80 ml. Only if you enter all bleeding from the cycle can the calculation corre-
spond to the exact values of your blood loss.
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Start a New Cycle

18 Start of a new cycle

Using your cycle length and bleeding length information, FlowCyclo® calculates the start of a new
cycle.

18.1 Confirm cycle start

As soon as you have reached the calculated start of a new cycle with FlowCyclo®, the app will ask you
whether the entry belongs to a new cycle (Figure 54).

Start of period

According ta the information you entered, your
period might start Lloday. By clicking "confirm” you
can start to enter data

Decline Confirm

Figure 54 Start of a new cycle

If you have no bleeding when asked, you can answer this question with a "no". The app will then ask
you again within a defined time frame whether your new cycle has started.

Only when you confirm the start of a new cycle will the app stop asking and the previous cycle, if
available, will be closed. The new cycle is only started once you confirm. This means that you can no
longer make any changes or entries for the previous cycle.
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18.2 First day of menstruation in a new cycle

If you have confirmed the start of a new cycle, you will then be asked about the first day of bleeding
(Figure 55). As before, you enter this via a calendar (Android) or date picker (iOS).

Please note that you cannot select a date in the future.

©

Please enter when your cycle

started @

Please select %

Figure 55 Start of a new cycle - date
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When you have answered the two questions about the start of the cycle and the first day of men-
struation of the new cycle, FlowCyclo® enables you to make a new selection of product brands for
the new cycle. You can only choose one of the two product brands. The product brands used deter-
mine the quantification method that is used for the cycle. You can find more information on this in
Chapter 9 Selection of product brand.

You cannot change this selection during an ongoing cycle. The quantification
method used based on the product brand is fixed for one cycle. However, you
have the option of choosing a different product brand and thus a different quan-
tification method at the beginning of the next cycle.



When you used FlowCyclo® for the first time, you were asked how many days your cycle lasts (8.4
Question — Cycle length). You had to choose from four different answers:

e <21days
e 21-35days
e >35days

e Variable /irregular

If you have chosen a variable or irregular cycle length, the app will ask you to enter all days with and
without bleeding for 35 days. This should record all bleeding that occurs in your irregular cycle and
make it evaluable. After the 35 days, a new cycle begins, which continues for another 35 days, during
which you can continue to enter your bleeding.

If you have selected a cycle length of less than 21 days or more than 35 days, the app will treat your
cycle like an irregular cycle. Since a cycle length of less than 21 days or more than 35 days is unusual,
FlowCyclo® will try to record as much bleeding data as possible from you.

If you have a cycle of less than 21 days, FlowCyclo® will ask you to enter all bleeding data for a period
of 35 days. If you enter your bleeding data for 35 days, it is possible to record your cycle beyond its
supposed duration. This can give your doctor important information about your bleeding behaviour.

If you have a cycle length of more than 35 days and specify this in the app, the app will still end your
cycle after 35 days. However, you will be asked to enter another cycle in the app. You can enter
additional cycles of up to 35 days each in the app. By recording several cycles, you help your doctor
gain important insights into your long-term bleeding behaviour.



FlowCyclo® has a range of notifications to remind you to enter your bleeding data. You will receive
notifications after opening the app and system notifications when you have closed the app. The pur-
pose of the notifications is to ensure that the data you have entered is complete and correct.

FlowCyclo® shows you two different types of notifications in the app.

The app reminds you to enter your bleeding into the “app” if you have not made any entries for a
significant period of time.

You will be notified when you open the app. You can close the notification by tapping the “Close”
button.

As soon as the app has calculated the start of a new cycle based on your entries, the app will show
you a notification. This will ask you if your new cycle has already started. If you answer this question
by tapping the "No" button, the notification will repeat itself until you confirm the start of a new
cycle.

If you confirm the start of the new cycle by tapping the "Yes" button, you will be asked further ques-
tions about the first day of your new cycle and your hygiene product brand. More information about
this process can be found in Chapter 18 Start of a new cycle.

If you have specified a cycle length of less than 21 days or more than 35 days or an irregular cycle
length, the app automatically ends your cycle after 35 days and starts a new cycle. You will not be
asked for the first day of your bleeding. However, you can choose the brand of your hygiene products
at the beginning of each new cycle.



FlowCyclo® provides various notifications when the app is closed.

You may not be able to see system notifications. This can have different causes, de-
pending on your operating system.

If you are using an Android smartphone, notifications may not be displayed after a re-
start. To activate the notifications again, you have to create an entry in the app. The
notifications will then be displayed as before.

If you are using an iOS smartphone, you must allow the app to display notifications in
your device settings. Unless you allow it, you will not see system notifications outside
the app.

The app reminds you to complete your data if you have not made any entries for a long period of
time, even if you do not currently have the app open. Tapping the notification takes you straight to
the app and you can add your missing data.

As soon as the app has calculated the start of a new cycle based on your entries, the app will display
a system notification if you do not currently have the app open.

If you tap the system notification, the app opens and you will see the question about the start of a
new cycle, as discussed in 18 Start of a new cycle.



20.3 Customizing the reminder time

The app allows you to customize the interval or time for the missing entries reminders.

You can either set a reminder frequency, such as every eight hours. To do this, select the Frequency
button and set the time in hours between your reminders (Figure 56).

©

REMINDER O

Reminder frequency

Figure 56 Set frequently reminder

You can also set a fixed time for your reminders. To do this, tap the "Time" button and set your pre-
ferred time for the daily reminder in the spinner (Figure 57).
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Figure 57 Set reminder time
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FAQ

21 Frequently Asked Questions (FAQ)

If you have any questions about menstrual bleeding, the app or how it works, you can find more
information in the app.

You can find information like this in the FAQ. Frequently asked questions can be accessed via the
"FAQ" menu item (Figure 4).

21.1 FAQ categories

If you tap on the "FAQ" menu item, you will be taken to the associated FAQ screen (Figure 58). On
this screen you will find the current question categories.

G

FAQ

enstrual Bleeding

Figure 58 FAQ - Categories

There are three different categories to choose from, each with different questions. To open one of
the categories, tap it.
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21.2 FAQ categories - Questions

Tapping a category takes you to the respective category screen, which shows all questions of the
selected category as shown in the example in Figure 59.

G

HEAVY MENSTRUAL BLEEDING

Figure 59 FAQ — Questions

If you would like to see the answer to a question, you can open it by tapping the question. This will
open the answer to the question (Figure 60).

Tapping the question again closes the answer.
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al bleeding or

Heavy menstrual bleeding (short HMB),
also called menarrhagia as a medical
term, is a symptom defined by abundant
or prolonged blood loss = 80 ml during
menstruation. It has a negative impact an
awoman's physical, emational and social
quality of life. Heavy menstrual bleeding
affects one in three women at any time
of their reproductive life. The good news
is HMB can be treated, so you don't have
10 put up with it. Your doctor helps you to
find the best treatment aption for you.

Figure 60 - FAQ — Question and answer

If you have further questions that are not included in the FAQs, you can go to the technical support.
This is explained in the following chapter.
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Additional Information

22 Support

You can access the various support options by tapping the "Support" menu item, as described in
Chapter 6.3 Instructions for use.

This takes you to Support (Figure 6), which shows you all the support options that the app offers.

22.1 Email support

If you would like to send a support request by email, tap the email address on the support screen
(Figure 61). The email app on your smartphone opens and you can write a request.

Send an e-mail:

FlowCyclo@bayoocare.com

Figure 61 Email address

22.2 Hotline support

If you would like to clarify a support request using the support hotline, tap the hotline phone number
on the support screen (Figure 62). The phone app on your smartphone opens and you can call the

hotline.

Call the FlowCyclo service hotline:

o]  +318000233301

Figure 62 Hotline phone number
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22.3 Instructions for use

"Instructions for use" covers everything you need to know on how to use FlowCyclo®. If you tap on
the Instructions for Use (Figure 63) your smartphone's standard app for opening PDF files will be
displayed. Here you can select your preferred app in which you want to open the PDF "Instructions
for Use".

FlowCyclo manual:
BF Show manual

Figure 63 Instructions for Use

22.4 Feedback

Once you have entered at least one complete cycle into FlowCyclo®, you are welcome to rate the app
by giving feedback. To do so, tap the feedback option that will be displayed once you have completed
a cycle.

Note:
Until you have entered a full cycle in FlowCyclo®, you cannot provide feedback.
Accordingly, no feedback option will be displayed.

You will be redirected to the feedback screen, which displays various questions that you can rate by
selecting one of the rating icons.

Note:
If you have already given feedback for the previous cycle, you cannot give fur-
ther feedback during the current cycle.
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23 Legal notice

You can access the legal details of the app by tapping the menu item "Legal Notice" (Figure 4).

This takes you to the Legal Information screen (Figure 64), which displays the links for the Privacy
Policy and the Terms of Use, and the Manufacturer Information contained on the app. You can also
set your preference towards tracking of analytical data.

®

LEGAL NOTICE

FlowCyclo Version 1.5
Terms of Use

Data Privacy Statement

@ | agree to the use of analytics data

HowCyclo was developed for and is sponsored by
Bayer AG

B
A
BAYER,
E
R
The method of estimating menstrual blood loss
has been develaped by the British Keale University

and Bayer, validated in clinical trials performed by
Bayer.

wl

Information according to & 5 TM

Figure 64 Legal notice

23.1 Terms of use

To read the terms of use, tap "Terms of Use". You will be shown your smartphone's standard app for
opening PDF files. Here you can select your preferred app in which you want to open the PDF "Terms
of Use".

23.2 Privacy policy

To read the privacy policy, tap "Privacy Policy". You will be shown your smartphone's standard app
for opening PDF files. Here you can select your preferred app in which you want to open the PDF
"Privacy Policy".
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The manufacturer information contains information on the legal manufacturer of the product.

You can set your preference for the tracking of analytical data, which is used for the improvement of
FlowCyclo®, anytime. When you accepted the tracking of analytical data at the first start of the app,
the toggle for your preference will be enabled - otherwise disabled. By tapping on the toggle your
preference will be automatically applied.



