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Today in ltaly

Age ____Men ___ Women __ Total

Total 28747417 30235705 58983122
0-49 15989309 15421616 31410925
>49 12758108 14814089 27572197
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Menopause

Increased risk for
important diseases

* Metabolic syndrome
- CVD

» Osteoporosis

* Dementia

Worsened QoL

Vasomotor symptoms
Depression

Quality of sleep

GSM

Incontinence



Fondazione Obiettavi

@ onda  esaotogia

Osservatorio nazionale sulla salute
della donna e di genere

Obiettivi di ricerca

! Indagare la percezione e i vissuti che le donne italiane
6 6 N ¢ associano alla menopausa, esplorando le aspettative e i timori
‘1 In‘ ]l Ol) ‘1115 ‘1 generati da questa delicata fase della vita della donna
Identificare il ruolo della terapia ormonale sostitutiva (TOS)

nella Vita ed esplorare timori e dubbi a essa associati
ll Metodologia

Interviste CAWI a 315 donne italiane dai 44 ai 65 anni della
durata di 15 minuti

A cura di:

Qelma
'.research



(% donne che riferiscono il sintomo)

Bassa incidenza

Elevato imp

atto

(% donne che riferiscono impatto medio-alto)

Indebolimento ossa/osteoporosi .
Disturbi psicologici @

Fragilita capellie unghie.

75%

.Calo desiderio/piacere sessuale
Aumento di peso

Stanchezza, perdita di energia

[ ) @ Disturbi del sonno
Dolori articolari/muscolari
. . . Vampate/sudorazione

Secchezzalirritazione vaginale

. Cambiamento della pellefrughe

Mal di testa '
20% 50% 80%
@ Disturbi urinarifcistite/incontinenza
Affanno/tachicardia @
Problemi di attenzione/memoria .
25%

Scarso impatto

(% donne che riferiscono impatto basso)

(owoyuIs || CUOISLIBIII BYD BUUOP %)
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Percentage

What women think about menopause: An Italian survey

Concetta Maria Vaccaro “, Anna Capozzi B, Giuseppe Ettore , Roberto Bernorio q

Angelo Cagnacci ¢, Marco Gambacciani®, Vittoria Coletta®, Silvia Maffei %,
Rossella Elena Nappi ", Giovanni Scambia®, Elsa Viora™', Stefano Lello *"
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75% postmenopause Frequency of Symptoms

Hot Fushes Sleep Disorders Weight Gain

Mood Dis turbance Arthralgia

Maturitas 2021



Percentage

What women think about menopause: An Italian survey

Concetta Maria Vaccaro”, Anna Capozz1 B , Giuseppe Ettore “, Roberto Bernorio
Angelo Cagnacci %, Mmco Gambacciani®, Vittoria Coletta?, Silvia Maffei £,
Rossella Elena Nappi ", Giovanni Scambla , Elsa Viora™’, Stefano Lello ™!
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Most Bothersome Symptoms
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Hot Fushes naI drynes

Sleep disturbance

Urinary Dsturbance

Maturita




Vaginal atrophy of women in postmenopause. Results from a

multicentric observational study: The AGATA stud 2o C IV
’ ’ SoPuni

F. Palma®*, A. Volpe?, P. Villa®, A. Cagnacci®*, as the writing group of the AGATA study’

2 Obstetrics and Gynecology, University of Modena and Reggio Emilia, Italy
b Obstetrics and Gynecology, Policlinico Gemelli of Rome, Italy

90

85

80

75

70

65

% patients with GSM

60
1 2 3 B 5 6 7-9 10-12 13-19 =220

Years since menopause

Fig. 2. Prevalence of genitourinary menopausal syndrome (GSM) stratified by years since menopause.

Maturitas 83 (2016) 40-44



Vaginal atrophy of women in postmenopause. Results from a
multicentric observational study: The AGATA study

F. Palma®*, A. Volpe?, P. Villa®, A. Cagnacci®*, as the writing group of the AGATA study’

2 Obstetrics and Gynecology, University of Modena and Reggio Emilia, Italy
b Obstetrics and Gynecology, Policlinico Gemelli of Rome, Italy

Previous GSM diagnosis,
not confirmed at study
visit; 0.9% No previous GSM
diagnosis; 20.0%

Previous GSM diagnosis;
29.1%

GSM diagnosis at study
visit; 50.0%

Fig. 1. Prevalence of genitourinary menopausal syndrome (GSM) in the women under survey.

Maturitas 83 (2016) 40-44



The An(Fel Study

Prevalence of Sexual Disfunction
FSF| score<26.55

100
* %
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* %k %k
60

Percent
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20

40-45 46-48 49-51 52-55
Age Categories (yrs.)

Cagnacci et al., Menopause 2020



Menopause

Increased risk for Worsened QoL
important diseases

« Vasomotor symptoms

» Metabolic syndrome gezlrifssé;?rs]lee
« CVD SM i

- GSM

» Osteoporosis .
* Incontinence

* Dementia

HRT should be a pivotal aspect of Public Health
and should be used by most postmenopausal women



Therapy

> Maturitas. 2021 May:147:47-52. doi: 10.1016/j.maturitas.2021.03.007. Epub 2021 Mar 15.

What women think about menopause: An Italian
survey

Concetta Maria Vaccaro 1,Anna Capozzi 2, Giuseppe Ettore 3, Roberto Bernorio 4,

Angelo Cagnacci ®, Marco Gambacciani ©, Vittoria Coletta ', Silvia Maffei 7, Rossella Elena Nappi &,
Giovanni Scambia ?, Elsa Viora ', Stefano Lello °

Total (%)
Hormone Replacement Therapy 7,6
Homeopathic products and/or phytohormones 6,5
Spontaneous interruption of HRT 7,9
Spontaneous interruption of remedies other than HRT 8,2
Treatments not considered necessary for menopause 68,1
None specific treatment declared to be known for menopause

9,0

k

Fondazione

_CGPAUSE 5o
~sor Sup

/s %
>
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/&

@ onda

Osservatorio nazionale sulla salute

della donna e di genere

Food supplements

Herbal teas/Herbal products

OTC drugs

Creams/gel for skin symptoms

T

—

HR

o

None of above

omeopathic products

Medications prescribed by the doctor

46%




Meno pause md rket (IQVIA-full year 2023)

HRT

SELECTED MARKET Estrogen only therapies not included [ 1,700,485 J +11 100
LIVIAL ORGANON TAB 2.5mg 30 535,813 +2 3151
ANGELIQ BAYER 28 cprriv1mg+2mg 345,530 +15 20.32
1/10%14 cpr riv bianche + 14 cpr riv grigie
FEMOSTON VIATRIS ITALIA (MYLAN)  2/10%14 cpr riv rosse + 14 cpr riv gialle 190,768 -3 11.22
1/5 CONTI*28 cpr riv 1 mg + 5 mg
PAUDIEN FARMITALIA IND.C-F 28 cpr 1 mg +2mg 79,707 -2 4.69
BIJUVA THERAMEX 109,481 +108 6.44
28 Packs 100,874 +91 5.93
84 Pack 8,310 >999 0.49
TIBOCINA SANDOZ SpA TAB 2.5mg 30 89,943 +5 5.29
NAEMIS THERAMEX 10 cpr rosa 1,5 mg e 14 cpr bianche 1,5 mg + 3,75 mg 64,587 -15 3.80
ACTIVELLE NOVO NORDISK iz Ez: " ‘1’,5n g’f ;,?rln ;"9 44,084 5 259
TIBOLONE ARIP ARISTO PHARMA IT. TAB 2.5mg 30 44,156 +35 2.60
PAOSONELLE GEDEON RICHTER 28.cprriv1mg +2mg 32,177 +14 1.89
GOLDAR GEDEON RICHTER TAB 2.5mg 30 19,774 -2 1.16
CLIMEN BAYER 11 cpr riv bianche + 10 cpr riv rosa 9,530 -1 0.56
ALENA RONPHARMA e bncte + o celest 113 4 0w
COMBISEVEN THERAMEX 16,576 +49 0.97
TD PATCH 50Y/24HR+10Y/24HR 4 0 e 0.00
TD PATCH 50Y/24HR+7Y/24HR 4 16,576 +49 0.97
DUAVIVE ORGANON ITALIA Srl 8 cpr riv 0,45 mg + 20 mgq rilascio modificato 4,062 >099 0.24

Units : 1,7 Mil
Values: 15 Mil€

80% oral therapy

Tibolone: 40.55 %

Continuous
Combined: >35%



IVI €no p ausSe mar ket (IQVIA-full year 2023)

GSM therapy

PRODUCT MANUFACTERER PACK 2023
UN
SELECTED MARKET L 1,017,033 J e Units : 1 Mil
‘ GELISTROL ITALFARMACO  gel vag. 287,161
SENSHIO SHIONOGI 28 cps os 97,704 R . .
INTRAROSA THERAMEX 28 ov vac 99,836 Values: 1 115 Mil€
COLPOGYN ANGELINI 376,052
‘ crema 178,098
20 ov vag 197,954
ATROCOM FARMITALIA Srl - SOC. UNIP 63,846
‘ 10 ov 53,089 Estriol > 50% of the market
30 ov 10,757 -
VAGIFEM NOVO NORDISK 18 cpr va 20,041
DONAFLOR EXELTIS 12 cpr va 29,700
COLPOTROPHINE THERAMEX 38,080
20 cps va 38,080
crema 0

ESTRING PFIZER-PHARMA disp. Vaa 4.606



Menopause market wew tine) @

Food supplements

INTEGRATORI MENOPAUSA

e 1.210.000 units
 Value: 33 Mil€

Galenics and omeopatics not included

UN  +%  EUR %%
May-22| 108,045 .. | 2,916,724 ..
Jun-22| 108,967 -7 2,949,099 -5
Jul-22| 116,831 -4 3,176,391 -5
Aug-22| 112,038 6 3,041,680 6
Sep-22| 111,227 -2 3,027,770 -2
Oct-22| 103,063 3 2,799,772 4
Nov-22| 91,848 -5 2,500,929 -4
Dec-22| 88,191 -4 2,412,715 -3
Jan-23| 89,034 3 2,446,599 4
Feb-23| 86,310 5 2,387,425 -3
Mar-23| 102,272 4 2,819,793 7
Apr-23| 91363 -1 2,530,173 1
mag23| 109,248 1 3,004,013 3

aMm| 389,194 0 10,741,404 2

YTD| 478,227 1 13,188,003 2
MAT| 1,210,392 -1 33,096,359 0




21

HRT in Italy

* A total of 15.000.000 postmenopausal women
(approx. 9.000.000 younger than 60)

e 1.700.000 cycles of HRT sold every year
e 1.000.000 cycles (or less) of treatment for GSM

* 131.000 women receiving HRT and 78.000 women
receiving treatment for GSM at any moment



Mercato dei prodotti per la
menopausa in ltalia

* Farmaci ormonali (inclusa terapie locali): circa 27 milioni €

e Supplementi nutrizionali: circa 33 milioni €



Access to HRT

25% of menopausal women were offered HRT.
Approximately one third (7%) accepted.

Therefore 7% of menopausal women agreed to take
hormone replacement therapy.

B Women who accepted the HRT proposal

B \Women who received the HRT proposal, but refused

B Women who didn’t receive the TOS proposal, but
heard about it

Women who have never heard about HRT

Base: 204 donne in menopausa - Data source: Elma Research - La menopausa nella vita delle donne — marzo 2022

Q@onda




Reasons for rejecting HRT

Women who rejected HRT have strong cultural barriers: menopause is considered a natural
phase of life in which it is not necessary to take drugs unless essential. There are also strong

fears about the possible side effects of this therapy.

Why women refused HRT

(18% of menopausal women)

Avoid using medications unless essential
50%

Fear of side effects
44%

Menoiause is a natural phase of life

It can cause breast cancer
| have heard/read negative opinions
17%

It is indicated for severe symptoms
| would be afraid of becoming addicted
| do/would do what my doctor suggests me
It is too expensive

3%

Base: 36 donne in menopausa che hanno rifiutato la TOS - Data source: Elma Research - La menopausa nella vita delle donne — marzo 2022

@ onda




During the previous legislature the topic of menopause has
been the subject of debate in a predominantly indirect
manner, emerging as a related topic in the context of
legislative and parliamentary initiatives dedicated to
various socio-health issues such as, for example, the topic
of gender medicine or in reference to specific pathologies
that predominantly affect women’s health (osteoporosis,
breast cancer, cardiovascular diseases, obesity,
endometriosis)




Initiatives of the Italian Government

- Exception in this context, is the Semenzato motion (Chamber Act 1/00201).
It was presented in October 2023, it addresses the topic of menopause
directly and exclusively, highlighting how women must be accompanied and
informed about the phases of this physiological stage and the effects on

health, reminding the legislator of the need to promote institutional

awarness campaigns, to identify and create reference centers and health
paths for the personalisation of the necessary care, also by strengthening
screening programs and activities on related pathologies, facilitating
accessibility to diagnostic services and providing tax breaks for the purchase

of supplements.



Onda Foundation, with the unconditional contribution of Organon Italy : Social campaign aimed
at creating awarness on the correlation between menopause, cardiovascular diseases and
osteoporosis, with the involvement of the influencer Manupausa and Dr. Rossella Nappi.

- PAUSA + TE (2023), by LINES Specialist in collaboration with Fondazione Onda: campaign aimed
at raising awarness among the female public about the symptoms of menopause: knowing them
and knowing how to deal with. It helps women to live this phase of life better. On this site,
advices, articles and personalized consultancy.

Every Menopause Matters (2020), by Holland & Barrett: This campaign aimed at breaking down
stereotypes and taboos on menopause, with particular attention to women belonging to ethnic
minorities, so that they do not neglect themselves in such a delicate phase of their lives.

#UltimaMenopausaDaSola (2023), di TENA and Essity: Advertising campaign aimed at fighting
the sense of shame and taboos surrounding the aging of the female body. It is based on research
conducted by Essity in 2022.



