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Introduction-1

Menopausal sympton
important problem f{
with breast canc
great influer



Introduction-2

The necessity of a treatm
menopausal symptoms i
hormonal replaceme
patients is absolute

alternative



Homeopathic treatment

Some homeopathic remedi
to affect through differ
climacteric neuro-

level in the



Climacteric symptoms: neuro-vegetative

Hot flushes
Sweating
Insomnia
Palpitation-tachycardia
Cephalalgia-dizziness
Tiredness

Periferic circulation disorders
Hypertension

etc.

Probably related to
serotonine, do



Climacteric symptoms: psychological

-concentration
Riduced -libido
-intellectual capacity

- tension

Increased - irritabi



Climacteric symptoms: Organic

Atrophic changes in the vagina, vulva, urethra a
bladder

uterine and bladder prolapse
urinary incontinence
generalized atrophy
increased bone riabsorptio
increased total cholest

(symptoms th



Study objectives:

Evaluate the efficacy of a
menopausal symptoms ir
cancer



Eligibility criteria

Patients operated for breast cancer without
metastatic disease.

Patients may have received chemother

Patients may be receiving endocri
(tamoxifen or aromatase inhibi

Patients with menopausal
Written informed co
Patients must be



Study design

The study is composed of two different phas

* Phase A Pilot study: Enrollment
treated with the homeopathic rem
(completed)

e Phase B Randomized

patients treated with
placebo for 6 months



Homeopathic treatment
Phase A

The patients enrolled in the phase A stu
tablets/day for 3 months. The tablets
sublingually and the patients wer
the tablets before swallowing t

Comp.:1 tablet of 0,25 g ¢
Sepia D2 25mg, Ignati
Eccipienti: lactose,



HOMEOPATHIC
REMEDIES

CIMICIFUGA: is prescribed in
several symptoms related to the f
system. For example:
depression, hot flushes
pain from muscle spasr






IGNATIA AMARA: is used particularly f

treatment of mood swings, bad mood, depre
irritability and sleeping problems.

SANGUINARIA CANADENSIS:
on vasomotor symptoms such
flushes, iIncreased cardic
indicated for climacteri



Baseline visit (Time 0)

e Written informed consent

e Registration of the patient (date of birth, weight,
height, date of last menstrual cycle, the type o
menopause (natural/chemical).

e Date of the diagnosis of breast cancer.

e Chemotherapy: yes/nmo, the type of che
start and end date.

e Endocrine therapy: type of hor
start date of treatment.

e Menopausal symptoms usi




Follow-up visit (Time 1)

The same  assessments
menopausal symptoms wer
months from the start
for the patients in
and at 3 months

patients in th



Treatment in phase B

In the phase B study the homeopathic remedy i
alcoholic solution with the same composition a
phase A study, administered as 20 drops
for 6 months.

20 drops contain: Cimicifuga
D3, Sanguinaria D2 ANA
alcoholic solution.

Placebo: 30% alc



Menopausal 0 1 2 3 4
symptom:
Hot flushes No Mild or Moderate Severe
1/day
Nocturnal sweating No Mild Frequent
Leukorrhoea No Mild Moderate Severe
Atypical vaginal| No | Mild, <2 > 2 Transfusion Important bleeding
bleeding pads/day pads/days, needed
no

transfusion

Vaginal dryness No Mild Treatment
needed

Dispareunia No Mild Moderato, Severe,

interfering sexual

with sexual function

function impossible
Gastric symptoms No Mild Moderate Severe
Dermatological No Mild Moderate Severe
alteration
Headache No | Mild, not Moderate,
interfering not
with normal | interferi
activity with

Hydric retention No Mild
Anxiety-depression | No Mild

Other, specify




Criteria for evaluation of the response
(Phase A)

The patients were contacted after 3 months f
assessment of the symptoms using the NCI-CT
The grades of the symptoms were added to
obtain a total score at baseline and aft
The score had a minimum valu
maximum value of = 26.

The same procedure is used i
with the only difference t
after 3 months as well




Data analyses

*The patients are evaluated according tc
to treat''.

*Qualitative variables are analyzec
and the quantitatives In terr
standard deviation.
*For the statistical a
test and analysis o



Results of Phase A study )v -.

In the pilot study 10 patients were treated wit
homeopathic remedy. The symptoms were ass
baseline before starting the treatment (time 0
months of treatment (time 1).

*The assessed symptoms accordi
hot flushes, nocturnal sweati
vaginal bleeding, vaginal
symptoms, dermatologi
retention, anxiety/d



Results phase A (2)

On 78 reported symptoms at base
symptoms/patient, min S and r
obtained: 57 decrease of tk

point (73%), 17 stable
increase in at leas



Results phase A (3)

*The scores of each symptom were added tog
obtain a total score for each patient at ti
time 1.

*We observed a riduction
patients (mean reduction of
range 2-15) and a statis
the score reduction (



Results phase A (4)

Menopausal symptom: TO T1 T1-TO
Hot flushes 27 10 -17
Nocturnal sweating 20 9 -11
Leukorrhoea 5 3 -2
Atypical vaginal bleeding 0 0 0
Vaginal dryness 11 4 -7
Dispareunia 8 3 5
Gastric symptoms 13 7 -6
Dermatological alteration 2 0 -2
Headache 18 11 -7
Hydric retention 11 6 -5
Anxiety/depression 12 6 -6
other....... 31 15 -16
SCORE 158 74 -84




Conclusions

o All women
participating in the
study had both
physical as well as
psycological benefits
of the therapy

 No adverse events
were observed

e Major part of the
women are continuing
the therapy
Indipendently.




Conclusions(2)

Considering the results from the
pilot study it was decided to
proceed with the randomized phase
B study.

So far 15 women have been
enrolled in the study.
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