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Indicator identifies a woman'’s
likely menopause stage \ )
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Research Tells Us

<10% of women

RA, Redman LM. A qualitative assessment of health behaviors and experiences during menopause: A cross-
Maturitas. 2018 Oct;116:36-42.

A nce and tracking — importance for the patient and clinician. Poster Presentation P13.
Clea rblue enopause.org/docs/default-source/agm/nams23_regular-lb_abstracts.pdf



https://menopause.org/docs/default-source/agm/nams23_regular-lb_abstracts.pdf

Introducing Clearblue® I
Menopause Stage Indicator

Clearblue® Menopause Stage Indicator uses FSH measurements
combined with cycle information and age in an app, to indicate her
likely stage on the menopause journey!

® Premenopause
0 Early perimenopause

0 Late perimenopause

helps you
understand your

menopause

° 1
journey The Clearblue® Menopause Stage Indicator is in line with Stages of
Menopause

Stoge mactor ~ Reproductive Aging Workshop (STRAW+10) criteria

® Postmenopause

care professional after all clinical and laboratory findings have been evaluated
Clearblue S

p + 10: 19(4), 387—-395. https://doi.org/10.1097/gme.0b013e31824d8f40



https://doi.org/10.1097/gme.0b013e31824d8f40

STRAW+10
Recognized framework for

reproductive aging

MENARCHE (FIRST PERIOD) MENOPAUSE*

4 4

LU - E
Stage Eady Peak Late Early Late Early
Duration Variable Varlable 1-3 years 2 years 3-6 years
Variable length
persistent >7-day
Menstrual Variable Regular Regular Subtle changes | dfferencein | cucie length
cycle in flow/length fength of »60-day
consecutive
cycles
U -
Hormone levels
FSH Normal Variable 4 Varlable =25miU/mL® 4 Variable Stabilizes
AMH Low Low Low Low Low Very low
- .

Vasomotor Vasomotor

Symptoms symptoms symptoms
likely most likely

» Menopaus e s defimed as 12 months since ast perod
b4 = slevated (Dlood draw on cycle days i-5;

Late

Remaining
Iife span

Increasing
symptoms of
urogenital
atrophy

Harlow, S. D., et al. (2012). Executive summary of the Stages of Reproductive Aging Workshop + 10: 19(4), 387—-395. https://doi.org/10.1097/gme.0b013e31824d8f40
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How can Clearblue® Menopause Stage
Indicator facilitate patient discussions?

« Personalized report
« Details her likely menopause stage and how it was determined

« At-a-glance symptom tracking of 19 most commonly recognized
symptoms associated with menopause

« Improved patient engagement

« It provides women with a tool to educate, engage, and empower
them on their menopause journey

This product is not intended to replace the care provided by healthcar
professionals
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Clearblue® Menopause
Stage Indicator —
Product Overview




earblue® Menopause Stage Indicator

helps you S

understand your

menopause

journey

Menopause
Stage Indicator

Likely menoj e given only
whe t vith FREE app.

ot i
patibility.

>

test \
sticks

HORMONE LEVEL

Hormone changes around menopause transition ﬁ

Follicle Stimulating Hormone

Estrogen

MENOPAUSE

PRE-
MENOPAUSE

Hormone changes in the years around the menopause transition,
Adapted from: Randolph JF Jr, Zheng H, Sowers MR, et al. J Clin Endocrinol Metab. 2011;,96(3):746-754.

LATE
PERIMENOPAUSE

POST-
MENOPAUSE

J

What happens during ‘The benefi
menopause? menopaus.

©w amintoresd € 126

(f Menopause myths

Myth 43: You can't get pregnant during
imenopause.

GEIZEED
(

Educational
content &
articles to help
her learn more
about her
menopause
journey

She downloads Free

Clearblue me App (iOS

or Android)

She takes 5 Urine Tests

over 10 days
(every other day)

Indicates her likely

Menopause Stage based

on FSH results, age &
cycle history

°Premenopause
° Early perimenopause
°Late perimenopause
°Postmenopause

She can
Log & Track
symptoms
& cycles

Cidirblue Download a

— personalized report to
= = share with her

e — Healthcare Professional

Clearblue Product Theatre — The Menopause Society Annual Meeting Sept 2023




Cycle changes during

Who is 1t for? e

61
41

This product may benefit women who: = 5, f§ 2

27

« Have noticed changes to their menstrual cycles

« Changes in cycle length (more variability, longer, shorter)

« Changes to periods (heavier, lighter, longer, shorter)

OR

Clearblue Product Theatre — The Menopause Society Annual Meeting Sept 2023

« Have started to experience some symptoms

And who might be thinking ‘Is this menopause?’
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al Meeting Sept 2023

Contraindications

This product is not suitable for women who:

Society Annu

« Are pregnant or breastfeeding

— The Menopause

« Are taking hormonal birth control, hormone therapy, or medications
affecting FSH

- Have PCOS

« Have had surgical procedures affecting their cycle (e.g.
Hysterectomy, Bilateral oophorectomy, Endometrial Ablation)
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It is not for contraceptive use.
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FSH In Reproductive
Aging




FSH Clinical Data

FSH increased during

reproductive aging. Schematic graph showing how FSH levels fluctuate throughout cycles. SPD Data on file.
* Premenopause 'E‘ 404 = - - B
e Consistent cycle length % S0+
* FSH peaks at ovulation e A ./\,v M
& o .-N\é
Cycle (length)
. :él\ 100 27 26 e e
 Early perimenopause S5 80
* Irregular cycle length E iﬁ:
* Raised FSH 5 20M& ’J\’
L o
Cycle (length)
g ey = 134 42
. N 1504
* Late perimenopause % oo
o Irrggular, long cycles I 50- ,M]‘MM o &WWWM—A
* Raised FSH £ o

Cycle (length)




Serial FSH tests vs. Single

Women (n=108) 45-60years, daily urine samples for up to 90 days
Stage defined by STRAW+10 cycle characteristics

When testing on a single day, a similar percentage of cycles in the early perimenopause and late perimenopause group had one
positive test (225mlIU/mL) (21.5% vs 25.0% cycles respectively)

Testing with 5 Serial FSH tests allows greater distinction between early (39.2%) and late perimenopausal cycles (71.5%) showing
1 or more positive test(s)

Percentage of cycles with positive test T N | % | N | % | N | %

Menopause stage Testing

Brrraipaicl s_pansemm-days 850 791 122 N4 224 209
- - Single 163 20.6 17 9.4 17 9.4
Early 5 Consecutive days 557 60.8 86 9.4 359 39.2
perimenopausal Single 13 785 31 21.5 31
Late | 5 Consecutive days 734 285 176 68 1842
perimenopausal single 90 75 30 25 30

5 Consecutive days 38 4.9 70 9.0 740
Postmenopausal .

Single - - - = 4

QA

Clearblue

Use of serial FSH measurements to detect menopause transition. Poster Presentation P14
2023. https://menopause.org/docs/default-source/agm/nams23 regular-lb



https://menopause.org/docs/default-source/agm/nams23_regular-lb_abstracts.pdf

Clearblue® FSH testing regimen

Our data shows... C « s
*  FSH testing can be done at any time in her cycle (vs STRAW+10 reco of éw_ &
day 3-5) § et
. it
8 [16 3
She does 5 urine tests every other day over a 10 day period ”;o gg
This allows the app to determine her ‘overall’ FSH level (high, low or : fs
variable) and accounts for mid-cycle FSH rise associated with ovulation 0- ‘ - - o
10 8 -] ;‘ym:m‘:m:v'u; 6 8 10
This means... T e———,

* She doesn’t even have to wait until the start of her next cycle
* She doesn’t have to test during her period

FSH is a supportive criteria to cycle length information as per STRAW+10.
The FSH results are combined with her age and cycle history to indicate her
likely stage.

Johnson S, Weddell S, Godbert S, Freundl G, Roos J, Gnoth C. Development of the first urinary reproductive hormone ranges referenced to independently determined o L
Chem Lab Med. 2015 Jun;53(7):1099-108. doi: 10.1515/cclm-2014-1087. PMID: 25720077. ‘\\V/,=
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Clearblue FSH test stick

Urinary FSH concentrations correlate well

Take the test , After testing With Se ruml
IT‘ il Qualitative FSH levels in urine
) e FSH test result:
i * Positive if FSH 2 25mIU/mL,
Then sttt mer 1 countdown o e >99% accurate results in lab conditions

your result,

In-app instructions guide her on how and
when to test

v ' \[73
Onizuka Y, Nagai K, Ideno Y, et al. Association between FSH, E1, and E2 levels in urine and serum in premenopausal and pc Cle‘\\a/i.blue



Product Performance

Clinical Performance

The overall agreement between the Clearblue® Menopause Stage Indicator and

STRAW+10 reference system for determining menopause stage was 97.5% (95% Cl: 92.9,
99.5)

Laboratory Analytical Performance

FSH test sticks passed >10 analytical performance studies*®
FSH test is >99% accurate

Performance in women’s hands

Studies with women representative of the intended user of the proc

* Data on file
QA
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Clearblue® Menopause
Stage Indicator — App
Features




User Validated App

App — Guides her how to test

-

il s a:41 AM § 100% m—
{ Back

Take the test

Place just the tip in your urine stream

- .
£y 5
s Y
ﬁ} all secs
A
test, click ‘How to test'

Dip to \ [ 20
O ) we T %
f’ i
k_\

How to test \) ¥ -—_—_f‘
—

Today is atest day

Remember to always test with
your first urine of the day.

If you've already taken the
test, click ‘Record result’. For a
reminder on how to take a

N

il s 9:41 AM $ 100% (-
{ Back

Record my result

Select your test result.

f‘-—\.'. Test  Control
line ling

/——

T+~ -

ot

2 lines is a positive result, no matter how faint
or dark the lines are.

Important! If you don't see a =
control line your test has not rfi )
worked. Select 'test error' below.

7 N
{ Test error )
e =

You’ve selected

FSH

positive
€ = D

Cancel

A

All done!
Your likely menopause
stage is unlocked
We have enough information to indicate

your likely stage of the menopause
journey.

premm——

User can set
reminders to test

After all tests are
taken

-\
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User Validated App

My menopause stage

Jan 122023

Your likely menopause stage is
calculated by combining your FSH test
results with other factors including
information you provide on your
menstrual cycle history and age.

You can't use this pro

nt, breastfs

birth ¢
1ing FS
surgical procedures which affect your

cycle. In such cases tho |koly menopd use
stage result may be misleading

A confirmed menopause stage diagnosis
can only be made by a healthcare
professional after all clinical and
laboratory findings have been evaluated.
Always see your healthcare professional
before changing or stopping any birth
control or other medications.

App — Clearly displays result and how to generate HCP report

Next steps?

You may wish to test again in the
next few months, and/or see your
doctor to confirm your stage.

My menopause journey

() Premenopause
1

@  Early perimenopause

() Late perimenopause
1

() Postmenopause

What does early
perimenopause mean?

Perimenopause means ‘around
menopause’ and is when your menstrual
cycles and hormones levels start to
change. Early perimenopause means
you may experience irregular cycles with
7 days or more difference in length
between one cycle and the next on at
least 2 occasions. You may also find
your periods change, becoming heavier
or lighter; or longer or shorter.

You may find you have some
menopausal symptoms like hot flashes,
night sweats or sleep problems. See
your doctor if your symptoms interfere
with daily life, or if you have any health
concerns.

My FSH test results kg

A regularly raised level of FSH can be an
indication that you are approaching or in
menopause, when combined with other
factors like age and cycle variability.

It's not unusual for FSH levels to vary
day to day. That's why several tests are
needed to indicate if your overall FSH
level is high or low.

Date Result

Feb7 Missed test

Feb9 == Positive
+

Feb 11 Positive
Feb 13 Test error
Feb 15 Test error

Feb 17 == Negative

A mixture of positive and negative FSH

tests indicates your FSH level is variable.

——

o Prev. day Today Next day

You may wish to see your
healthcare professional if you log

@ symptoms as ‘high' and/or
experience other issues such as
unusual bleeding.

Period flow

8 o g

light medium  heavy extra

heavy
Spotting
O
OO
@ Anxiety
low medium high
5% Brain fog
low medium high

(.) Breast tenderness

Download your
personalized report

Only a healthcare professional can
confirm your menopause stage, You may
wish to share this report with your
healthcare professional to give them
information about your likely menopause
stage.

You can download your report as often
as you wish and it will update your
symptoms logged in the last 8 weeks, for
you to share your most recent data with
your healthcare professional.

Please note, on downloading the report you
assume all control and liability of disclosure of
the report information,

POF
ile size: Aprox, 500KB

Cl
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Personalized Report to Share with
Healthcare Professional

Download your
personalized report

Only a healthcare professional can
confirm your menopause stage. You may
wish to share this report with your
healthcare professional to give them

information about your likely menopause
stage.

You can download your report as often
as you wish and it will update your
symptoms logged in the last 6 weeks, for
you to share your most recent data with
your healthcare professional.

Please note, on downloading the report you
assume all control and liabliity of disclosure of
the report information.

PDF
File size: Aprox. 500KB

1. A confirmed menopause stage diagnosis can only be made by a healthc

Cycle history
Has she seen irregular cycle length

(varying by 7 days or more) or long cycles
(60 days or longer) in the last 12 months

FSH results
Number of Positive (225mIU/ml) and
Negative (<25mIU/ml) test results

Likely menopause stage'
The result this woman received from

Clearblue® Menopause Stage Indicator

Symptoms logged

Sytmptom type and frequency logged in

the last 6 weeks

I\

Clearblue

Rosult given on Oct 8

oy be midesding

() Premenopause

‘ Details |
' Username __//
' Mary Smith

(*; Late perimenopause DoB
' Mar 14 1970

() Postmenopause Menstrual cycle over last

months

Only a healthcare professional can

confirm your menopause stage.

Share this report with your healthcare

professional to give them information

about your likely mencpause stage

and any symptoms you have logged H28 NOT had a cycle of €0 days
or more.

12

On at least TWO occasions, has
seen / days or more difference in
length batwean one cycle and the
et

Further Information for Healthcare Professionals

The Clearblue Menopause Stage Indicater algerithm cormbines S serial
urina F5H results with age and cycle information (classified based on the
Stages of Reproductive Aging Workshop (STRAW+10) criterin) to incicate
likely menopause stage. See: Harlow 5D, et al. Executive summary of the
Stages of Reproductive Aging Warkshop + 10. 1 Clin Endocrinol Metab.
2012;97(4)N59-1168,

FSH test results

As Follicie Stimulating Hormone (FSH) levels
can vary across the menstrual cycle, serial
testing {where positive is 225mIU/m! and
negative is <25miU/mil FSH), is used to
normalize and indicate if the overall FSH level
Is high, low, or variable o

Peaitive Negative

Symptom diary: report downloaded Nov 12

9 your gt iy the Clesrbéue me app can halp you and your ealthcare proesioral better
d yen

surney. Pltase note that a1 this time symotoms 21e ret included in the aganthm m
symptomprequeney @80 130x. o080 -8l...
Nov6- Oct30- o 23- Oct 16+ oas- Oct2-
Novi2 Now s Oct29 Oct 22 Oct1s Oct8
Vasomotor
& Hottiasnes - ° ol o
(@ Night swaats | ol (a0l | 41
B cold wmats = od
Paychological
B Anwety | @ | .
@ riabiy | ) o8 | o b
@ Mood suings
P towmocd
@ Eorgetfulness
—F
G\ Brain fog
Physical
&“W"'—g | o998 |relB ..' | ..'
i -
W rreane otl | o 00 | .0l
J Slern prablems
@) Hoadacros ol | ol
$ cntpen
8 weightgan
w Heart palpitatiors
{&) Breastiendernass ..' '.'
Soxual
@R Lozsof saxarve
& Vaginal sryness
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Hot flashes and night
sweats

Find out more about what causes hot
flashes, night sweats and cold sweats,
and strategies to manage them,

Q) 237 2 min to read

Contents

» Hot flashes

« Night sweats

« Cold sweats

« What causes vasomotor symptoms
« Managing your symptoms

Hot flashes

Hot flaghes are one of the most infamous
symptoms of menopause. Some women
can get them around 20 to 30 times a
day! So, why do they happen?

When you go through hormonal changes
like those that happen during the
menopause transition, they can affect
the part of the brain that regulates the

User Validated App

Reviewed by Dr. Suruchi Thakore
n Jul 10, 2023

Mood Swings, irritability
& anxiety

Feeling irritable, forgetful, anxious, or
low? It may be that approaching
menaopause is to blame far the way you
are feeling.

O 237 2 min to read

Contents

« Mood swings and feeling low
« Irritability

« Anxiety

« Managing your symptoms

Mood swings and feeling low

redible Educational Co

Reviewed by Dr. Fiona Clancy
n Jun 18, 2023

Cycle length changes

Every woman's experience during the
menopause journey is different - some
first notice their periods getting closer
together during perimenopause, while
others might notice lenger cycles.

© 237 2 min to read

Contents

« Cycle changes during perimenopause

« Ovulation and the mencpause
journey

« Short cycles

« Long cycles

Cycle changes during
perimenopause

74

51

< Back

Julie Oliver

Reviewad by Dr.
on 26 Jun 26,

Brain fog

Brain fog is a common, yet frustrating,
symptom of the menapause journey for
many women. What causes this mental
muddiness, and what can you do about
it?

Q 237 3 min to read

Contents
« What is brain fog?

= How common is brain fog during
perimenopause?

« Likely causes of brain fog
= How to manage brain fog

What is brain fog?

First, let’s unpack what it actually means.

by Dr. Julie Oliver
Jun 26, 2023

Sleep problems, low

energy and feeling tired

Having a hard time getting a good night's
sleep and feel exhausted in the day?
Your other menopause symptoms may
be causing you to have sleep problems,
low energy and feeling tired.

€ 237 2 min to read

Contents

« What causes sleep problems and
feeling tired?

« Managing your sleep

« When to see your healthcare
professional

What causes sleep problems
and feeling tired?

Disruption to your normal sleep patterns
during the menopause journey is thought
1o be linked to the fall in estrogen which
can cause hot flashes at night known as

U S DN YR o

o AR G A P e
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Where can women find it?

Women can find this product at many retailers and online

Please check https://www.clearblue.com/buy-now to find a stockist

/A
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https://www.clearblue.com/buy-now

blue

Lt

A
ear

\\//

Cl

Thank you!

For more information visit:



https://www.clearblue.com/menopause/stage-indicator
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