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Why is there a need for compounded hormones?

• Compounded BHRT has been around for decades

• Practitioners seeking therapies that utilized hormones that are normally 

present within the human body

• Structure determines function

• Many conventionally manufactured products utilize:

• Hormone esters 

• Conjugated hormones extracted from equine urine
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FDA-approved Bioidentical Hormone Products

• Oral estradiol tablet

• Topical estradiol gel

• Topical estradiol spray

• Transdermal estradiol patch

• Vaginal estradiol cream

• Vaginal estradiol insert

• Intramuscular progesterone 
injection

• Oral progesterone capsule

• Vaginal progesterone cream

• Vaginal progesterone insert

• Implanted testosterone pellet

• Buccal testosterone tablet

• Nasal testosterone gel

• Topical testosterone gel

• Topical testosterone solution

• Transdermal testosterone patch

• Vaginal prasterone (DHEA) 
insert



Patient Populations – The Bell Curve

• FDA approved products contain most of the API that are used in 

compounding, and serve most of the needs of the population

• FDA approved products are available in various routes of administration – oral, 

topical, vaginal

• What is not addressed is the small percentage of the population that doesn’t fit 

the mold of the mass-manufactured drugs

• Patient compliance

• Palatability or tactile issues

• Dosage form acceptance

• Convenience

• Specialized doses

• Adjust dosing to optimize clinical outcomes, minimize adverse reactions

• Intolerance to excipients
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Efforts to improve patient engagement & compliance

• Walgreens has partnered with Microsoft to develop software to manage 

patient engagement

• Alphabet (Google) has a unit called Verily Life Sciences which is developing a 

project to get patients to take their medications as prescribed

• CVS and Walgreens are trying to make their stores “health hubs” which will 

offer multiple services which are typically practitioner-provided (outside of 

conventional retail pharmacies)



March 5 meeting

Presentation from Dr. Timothy McPherson

• Clinical outcomes and patient

satisfaction is extremely high for

compounded HRT



March 5 meeting

Presentation from Dr. Timothy McPherson

• During discussion: those 14%

preferred compounded HRT because

they were able to get lower doses than

from commercial drug products

*Approximately 51% of the survey participants responded to this question (113 of 222) 



How Are Compounds Prepared? Video 1



How Are Compounds Prepared? Video 2



How Are Compounds Prepared? Video 3



How are compounds prepared?

• Compounding is NOT manufacturing

• USP <795> for compounded non-sterile preparations (CNSP)

• USP <797> for compounded sterile preparations (CSP)

• Pharmaceutical ingredients from FDA-registered and cGMP-inspected 

manufacturers

• Third-party analytical testing of compounds from FDA-registered laboratories



TSBP rules regarding written information for patients

• Texas Administrative Code §291.131 (d)(6)



WE DO HAVE CONCERNS ABOUT 

SEEMINGLY UNREGULATED HORMONE 

PRODUCTS SOLD WITHOUT ANY 

MEDICAL TEAM OVERSIGHT





THANK YOU


