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Estrogen use after age 65

.

Exhibit A:



Estrogen use after age 65 – The Beers List

 The Beers list is a list of drugs considered potentially harmful 

after age 65 – it includes systemic estrogen therapy

 HEDIS has adopted the Beers List as a quality measure

 HEDIS (Healthcare Effectiveness Data and Information Set) is 

a tool for healthplan evaluations used by more than 90% of US 

healthplans, including Medicare

 Clinicians receive letters from insurance companies informing 

them that they are using a medication that is potentially 

inappropriate

AGS. J Am Geriatr Soc 2012;60:616-31.

Beers MH. Arch Intern Med 1991;151:1825-32.
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Follow-up:

7

NAMS supports judicious use…



Estrogen use after age 65 – The Beers List

AGS published their 2015 update of the Beers 

list online –

 Google Beers List 2015

 “Get PDF – Wiley Online Library” 

AGS. J Am Geriatr Soc 2015 Online



NAMS Effort to Change Label for Low Dose Vaginal Estrogen

 Arranged conference call with FDA re Boxed Warning

 Published editorial explaining rationale for label 

change

 FDA held public hearing in November, 2015



Issues to Consider with Use of Vaginal Estrogen 

 No RCT safety data beyond 1 year

 Postmenopausal endogenous estrogen levels:

Higher levels are associated

Endometrial cancer

Breast Cancer

Stroke

Fewer fractures





Issues to Consider with Use of Vaginal Estrogen

 Uterine cancer is the most common gynecologic cancer

 Main risk factor: excess of endogenous or exogenous estrogen

 Both dose and duration dependent.

 Average age 61, peak ages 50-64 (43%)

 With 5 or more yrs of systemic use: 10-30 fold increased risk 

 Increased risk persists more than 10 years after 1 year of use

 Possibility of first pass uterine effect 

 Estrogen is on the National Toxicology Program list of known 

human carcinogens.

 Women in RCTs were screened with endometrial biopsy/sono



Issues to Consider with Use of Vaginal Estrogen (contd)

 How to define low dose vaginal estrogen

 Low dose vaginal tablet 10 mcg twice a week delivers 20 mcg/wk

 Low dose vaginal ring 7.5 mcg/d delivers 52.5 mcg/wk



Issues to Consider with Use of Vaginal Estrogen (contd)

 Breast cancer therapy often hormonal (anti-estrogen)

 Aromatase inhibitors (AIs)are thought to work by suppressing 

estrogen levels

 AIs with greater estrogen suppression have better breast cancer 

results


