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The role of HRT

e Helps vasomotor symptoms: hot flushes
and night sweats, depressed mood, memory and

concentration, libido, general wellbeing

e |[mproves urogenital atrophy: vaginal
dryness and urinary symptoms

e Prevention and treatment of
0Steoporosis

e Prevention of heart disease and stroke
e Prevention of Alzheimer’s disease
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Women'’s Health Initiative
- published 2002 and 2004

Million Women Study
- published 2003



Royal College of Physicians of
Edinburgh October 2003

Consensus Statement on HRT

“The benefit for fracture prevention for most
women is outweighed by the overall risks of
HRT. Therefore HRT cannot be recommended
as a first-line therapy for the prevention and
treatment of osteoporosis except for women

requiring treatment for menopausal symptoms”



MI IR A Committee on Safety
of Medicines In the UK
Regulatory Agency

2003: German, French and Belgian Reqgulators
requested review of risk/benefit in long term
use of HRT for indication of prevention

of osteoporosis

remit is to safeguard
public health

European Expert Working Group on HRT

18 nominated specialists from Europe met
e reviewed all data relating to HRT and osteoporosis



Conclusion of the European
Expert Working Party

“For healthy women without menopausal
symptoms, the benefit - risk analysis of
HRT for the prevention of osteoporosis Is
not favourable”

Amendment to Summary
of Product Characteristics for HRT:
“HRT should be regarded as second line therapy for

prevention of osteoporosis in postmenopausal women”



BMJ P.O.E.M. July 2004

‘NO LONG TERM BENEFIT SHOWN FOR
BONES AFTER HRT’

e National Osteoporosis Risk Assessment

e 140,584 postmenopausal women

e Longitudinal observational study

e Results: risk of hip fracture at least as
great for women who stop HRT as that of

women who never used i1t. Loss of
protection within 5 years of stopping It.

Yates et al Obstet Gynecol 2004;103



HRT and osteoporosis
Summary

e Substantial body of evidence that HRT
should no longer be recommended for
treatment or prevention of osteoporosis

e The risks outweigh the benefits

e Agreement with UK CSM and European
Agencies

e Urgent need to find HRT ‘replacement’
therapies
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