
Estrogeni vaginali

Formulazione Somm. Principio attivo Dose principio 
attivo/die

Crema vaginale Promestriene 3 - 6 mg

Capsule vaginale Promestriene 10 mg

Crema vaginale Estriolo (E3) 0.5 mg

Ovuli vaginale Estriolo(E3) 1 mg -0.5 mg - 0.03 mg

Gel vaginale Estriolo (E3) 0.05 mg

Ovuli vaginale Estriolo (E3) 3.5 mg rilascio graduale

Compresse vaginali vaginale Estradiolo (E2) 10 mcg - 25 mcg

Anello vaginale vaginale Estradiolo (E2) 2 mg (7.5mcg/24h)

Potenza 
biologica



Oncologists are aware that VVA is a frequent 
problem among BCSs

Furthermore, oncologists know that VVA is an 
important issue for BCSs, being of moderate or 
severe grade in most of the cases.

The oncologists are conscious that VVA strongly 
affects women’s sexual health and that it can 
increase probability of urinary tract infections.

Clinical Breast 
Cancer 2017



• Only 50% of the oncologists directly 
illustrates VVA to the patients as a possible 
consequence of premature menopause 
induced by adjuvant treatments.

• Only around 1/3 of the oncologists self-
manages VVA treatment, while 40% refers 
BCSs to a gynaecologist to define VVA
treatment.

• Non-hormonal treatments such as 
lubricants or moisturizers are 
preferred by most the oncologists.

• The main reason not to prescribe 
vaginal oestrogen therapy in BCSs is 
the fear of increased cancer 
recurrence, the possible 
interference with tamoxifen or AIs 
and the fear of medical litigation.

• In selected cases (for non-hormone 
dependent breast cancer or for 
hormone dependent tumors, after 
the completion of anti-hormone 
adjuvant treatment), ¼ of the 
oncologists considers using vaginal 
oestrogens.

• Only 50% of the respondents know 
low-dose and gel formulation of
vaginal estrogens.



Vecchi studi con
risultati rassicuranti
sulla prognosi di
malattia

Low-dose vaginal ET
improves vaginal
symptoms in the
majority of treated
women, with plasma
E2 levels remaining
in the range of
postmenopausal
levels.
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Randomized double blind 
trial (prasterone 6.5 
mg/die per via vaginale vs 
placebo)

Prasterone is biochemically and biologically identical to the 
endogenous human DHEA, a precursor steroid which is 
inactive by itself and it is converted into oestrogens and 
androgens. 

Intent-to-treat 
population 
157 placebo vs
325 women DHEA

Prasterone in 
healthy women 

Vaginal DHEA



Prasterone in 
healthy women 



N=464

Prasterone in 
gynaecologic 
cancer survivors 



Prasterone in 
gynaecologic 
cancer survivors 



Ospemifene



Ospemifene 
Safety:



Ospemifene: sicurezza a 
livello del tessuto mammario

1-Dati biologici da studi preclinici (in vitro ed in modelli 
animali)

2-Dati da studi clinici 
3- Effetto di classe dei SERM sulla mammella (studi clinici 

con  tamoxifene e raloxifene hanno mostrato effetti 
antiestrogenici o neutrali sulla mammella)  

Burich et al.  Menopause 2012 Berga Slet al. Reprod Sci. 2013

G.T. Wurz et al.  
Journal of Steroid Biochemistry & Molecular Biology 2005



826 postmenopausal women were randomized to receive treatment with 
ospemifene 30 or 60 mg/day or placebo orally for 12 weeks was conducted. 

RESULTS. Ospemifene was statistically significantly superior to placebo in 
each of the coprimary endpoints (vaginal pH, vaginal dryness or 
dyspareunia) at the 60 mg dose. Statistically significant results were achieved 
for all coprimary endpoints with the 30 mg dose except for dyspareunia.  
Ospemifene was well tolerated at both doses and demonstrated a 
favorable safety profile.

No cases of endometrial hyperplasia or cancer (3 ospemifene participants 
reported vaginal bleeding or spotting).

No cases of venous thromboembolism.

CONCLUSIONS. Ospemifene was shown to be effective and well tolerated 
for the treatment of the symptoms of vaginal dryness and dyspareunia 
associated with vulvovaginal atrophy over and above the use of provided 
lubricants.

“Ospemifene effectively treats vulvovaginal atrophy in postmenopausal women: 
results from a pivotal phase 3 study”.

Bachmann, Menopause 2010



Ospemifene: significant improvement of sexual 
functions after 12 weeks compared to placebo

Constantine G, et al. Climacteric 2014; 18: 226-32.

Desire Arousal Lubrication Orgasm Satisfaction Pain Reduction

*

*

*
*

*

**

**

**

****

* p<0.05 vs. placebo
**p<0.001 vs. placebo



Controindicazioni:
● Ipersensibilità al principio attivo 
● Eventi di tromboembolismo venoso (TEV) 
● Emorragia vaginale di origine sconosciuta
● Pazienti con sospetto carcinoma mammario o pazienti 

sottoposte a trattamento attivo (inclusa terapia adiuvante) per 
carcinoma 

● Tumore maligno dipendente dagli ormoni sessuali sospetto o 
attivo (ad es. carcinoma endometriale). 

● Iperplasia endometriale

Ospemifene

Pertanto puo’ essere impiegato per il trattamento 
dell’atrofia in pazienti con pregresso carcinoma 
mammario al termine dei trattamenti adiuvanti


