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Drug Approval…

THE BEST DRUG FOR THE BEST DRUG FOR 

OSTEOPOROSIS  TREATMENT & PREVENTIONOSTEOPOROSIS  TREATMENT & PREVENTION

IN HEALTY POSTIN HEALTY POST--MENOPAUSAL WOMENMENOPAUSAL WOMEN

http://www.fda.gov/downloads/Drugs/DrugSafety/ucm088593.pdfhttp://www.fda.gov/downloads/Drugs/DrugSafety/ucm088593.pdf

http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000395.jsp&mid=WC0b01ac058002956dhttp://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000395.jsp&mid=WC0b01ac058002956d



Drug Approval…

http://www.cancer.gov/cancertopics/druginfo/fda-raloxifene-hydrochloride

REVOLUTIONARY DRUG FOR REVOLUTIONARY DRUG FOR 

REDUCTION INVASIVE BREAST CANCER RISK REDUCTION INVASIVE BREAST CANCER RISK 
&&

PREVENTION BREAST CANCER IN HIGH RISK WOMENPREVENTION BREAST CANCER IN HIGH RISK WOMEN



Concept of a SERMs…
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SERMs Mechanisms of Action…
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SERMs Mechanisms of Action…
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SERMs generations…
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FASE III and IV pharmacological and clinical RCTs…
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MORE: Multiple Outcomes of Raloxifene Evaluation; MORE: Multiple Outcomes of Raloxifene Evaluation; 
CORE: Continuing Outcomes Relevant to EVISTA; CORE: Continuing Outcomes Relevant to EVISTA; 

RUTH: Raloxifene Use for The Heart; RUTH: Raloxifene Use for The Heart; 
STAR Study of Tamoxifen and Raloxifene; STAR Study of Tamoxifen and Raloxifene; 

EVA: EVISTAEVA: EVISTA--Alendronate ComparisonAlendronate Comparison



Bone effects…
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Bone Efficacy…
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Breast effects…

Clinica Ginecologica ed Ostetrica – Direttore Prof. G.B. Nardelli
Dipartimento di Salute della Donna e del Bambino - SDB



Breast Cancer Efficacy…
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Endometrial effects…
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Endometrial Cancer Efficacy…
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Endomatrium & Raloxifene… NEW INSIGHTS
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Coagulation pathway…
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Cardiovascular Effects…
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Cardiovascular Effects…
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Other effects
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Summary… 

Good effectsGood effects

Strengthens bonesStrengthens bones

Lowers LDL cholesterolLowers LDL cholesterol

Reduces risk for invasive breast cancerReduces risk for invasive breast cancer

Reduce CVDReduce CVD

Bad effectsBad effects

No relief for hot flashesNo relief for hot flashes

Increase thrombosis riskIncrease thrombosis risk
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Reduce CVDReduce CVD

Fewer blood clots than tamoxifenFewer blood clots than tamoxifen

Fewer/none uterine cancers than Fewer/none uterine cancers than 
tamoxifen1tamoxifen1



News… 
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News…
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Sympathetic curiosity…
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Perspective Clinical Trail…PADUA UNIVERSITY 
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see you next update…Bye
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