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History of Compounded Pain Creams

Physicians looking for options for patients who were refractory to standards of 

care

• 1990’s – Publications describing drug penetration, stability, and patient 

outcomes with Pluronic Lecithin Organogels (PLO)

• 2000’s – Development of delivery vehicles to improve delivery profile of 

hydrophilic and lipophilic API

• Also seek to improve chemical and physical stability of formulations and tactile properties

• Validate vehicle performance via in vitro studies

• Validate formulation compatibility and stability via stability-indicating assays



FDA-approved topical

Diclofenac Sodium





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, injectable

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

the mold of the mass-manufactured drugs

• Patient compliance

• Adverse reactions

• Palatability or tactile issues

• Convenience, particularly with multi-modal therapy

• Specialized doses

• Adjust dosing to optimize clinical outcomes, minimize adverse reactions

• Intolerance to excipients



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
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