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Commentary: US Preventative Services Task Force (USPTF)
update on hormone replacement therapy (Nov. 2022)
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Mainstream societies continue to promote a narrow, outdated view of hormone replacement therapy (HRT).
In November of 2022, the US Preventative Services Task Force (USPSTF) published their update on hormone
therapy for the primary prevention of chronic conditions and essentially restated the same recommendations
against HRT for prevention that they have been promoting for 20 years. Their analysis and conclusions
deserve a deeper dive.

In this update, the USPSTF states that although there were 18 clinical trials published which demonstrated
benefit to brain, bone, heart, diabetes and colon cancer prevention, they choose to strongly weight their
recommendations on the negative outcomes found in the Women's Health Initiative (WHI) from 2002—
which is not only dated but not relevant to the iso-molecular hormone treatment Biote providers prescribe.!
The Women'’s Health Initiative Study reported an increased risk of cardiovascular disease, invasive breast
cancer, venous thromboembolism, and stroke associated with the use of the single drug PremPro® (an oral
fixed dose combination of conjugated equine estrogens and medroxyprogesterone acetate). Many physicians,
fearing these reported side effects, stopped prescribing HRT and its use plummeted from 50+% of all
postmenopausal women to as low as 4.7% by 2010.i Many patients, seeing the ongoing headlines, continue to
suffer with symptoms fearing that HRT may not be safe.

We agree that PremPro has significant limitations and should not be our standard HRT treatment. However,
there is a growing body of evidence that other HRT approaches (iso-molecular, transdermal, subcutaneous)
are less likely to cause these negative side effects and actually improve health.iii Lumping all HRT studies,
methods and approaches together unfairly propagates the 20-year-old WHI stigma that hormones are not
safe or beneficial. We wouldn’t extrapolate results from a first-generation beta blocker to currently
recommended treatments, so why does the house of medicine persevere in lumping all reproductive hormone
medications together?

ACOG (2012), The Endocrine Society (2006), and NAMS (2022) position statements remain critical of bio-
identical hormone replacement therapy. They emphasize that “Not only is evidence lacking to support
superiority claims of compounded bioidentical hormones over conventional menopausal hormone therapy,
but these claims also pose the additional risks of variable purity and potency and lack efficacy and safety
data.”iv However, it is important to recognize that 503b compounding/manufacturing pharmacies like that
used by Biote are regulated under the same CGMP regulations as pharmaceutical manufacturers.

Frankly, it’s disappointing to see that the USPSTF has not changed their recommendations since 2017,
especially with the growing body of evidence to the contrary. However, by weighting their review with
publications derived from the WHI and specifically Premarin and Prempro, it is not hard to see how they
came to their conclusions. In addition, itis important to differentiate ‘primary prevention’ as the USPSTF
focused on, from “symptom treatment.” The USPSTF focused their attention on prevention of chronic
conditions, not for the treatment of menopausal symptoms and the impact those have on a patient’s quality of
life (QoL). Although a large reason for what we do is to mitigate downstream age-related disease
development, it’s a tall task sometimes to isolate HRT’s impact given confounding variables like diet,
environment, and genetics, just to name a few. The most common and measurable benefit of HRT is relief of
symptoms, improvement in sense of well-being, and marked improvement in QoL. Despite the above factors
the question least answered in the general clinician’s office today is: how does the patient feel?



We need to consider quality of life issues that are being downplayed by societies and many of our provider-
colleagues. The need to have quality with longevity is of the utmost importance.” We need to prevent the tens
of thousands of lives lost early to disease that could have been prevented or delayed with HRT." We need to
help treat these distressing and life altering symptoms of hot flashes, night sweats, insomnia, mood disorders,
fatigue, joint pains, weight gain, sexual dysfunction, and many others. In addition, we may also be able to
positively impact Alzheimer’s disease, cardiovascular disease,i osteoporosis, and breast cancer at the same
time.

ACOG and NAMS have updated their guidelines from “smallest dose for shortest time” - to a more nuanced
and individualized approach to management of symptoms, but not for primary prevention of hormone-
related conditions, however. NAMS in their position statement reminds us to “recommend and remind
patients of the appropriate dose, duration, regimen, and route of administration required to manage
symptoms and meet treatment goals.” They don’t clarify what all of those recommendations should be, that’s
the clinician’s responsibility, but at Biote we strive to do exactly what NAMS is suggesting. We educate our
patients on various modes of administration and dosing of HRT while keeping the patient’s symptomatology
and treatment goals as measures of success. The USPSTF considers evidence quality and hard clinical
outcomes in their recommendations. They rely on high quality RCTs and not specifically patient reported
QoL studies. We sincerely hope that mainstream societies and the USPSTF, in addition to primary prevention
of age-related disease, start to look towards a patient’s overall quality of life, their day-to-day chronic
symptoms and what the patient feels best alleviates them, when releasing recommendations. For the
practicing clinician, these are critical factors in maintaining a healthy and long-term patient-clinician
relationship.
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