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• Georgetown graduate Chemistry major, Math 
Minor 1996

• University of California San Francisco PharmD 
graduate, 2000

• Founder, pharmacist, CEO of Koshland Pharm: 
Custom Compounding Pharmacy, 2009

• Adjunct Clinical Professor of Pharmacy, UCSF 
School of Pharmacy, 2010 to present

• Invited speaker to doctors’ groups since 2009 
on topic of HRT 
• California Naturopathic Doctors’ Association

• PCCA’s HRT Symposium

• Grand Rounds One Medical Group



Formulations

• Determining purity, quality, and pharmacokinetics of 

compounded products

• Pharmacist and pharmacy responsibility

• Pharmacokinetics at point of formulation  - evidence-based determination 

based on studies

• Purity – determined by API certificates of analysis and skip lot testing of 10% 

of daily volume of finished products

• Quality – determined by procedures followed in making of each product

• Cost estimate

• Depends on dosage form and how many drugs combined

• Average 3-month supply $130-$170

• Insurance coverage

• 90% of patients pay out of pocket

• Compounded medications are often excluded from patient’s pharmacy 

benefits

• We provide universal claim form for those with insurances that can’t be 

billed through our two contracted PBM’s 

• Patients can use FSA/HSA accounts for payment



Bioavailability 
testing

• Pharmacists review studies for general 
understanding of bioavailability of hormones
• Highly dependent on route of administration

• Doctor-patient-pharmacist relationship used to 
monitor patients individually
• We expect doctors to test patients in follow-up to 

therapy

• We offer guidance to doctors about the 
bioavailability of different hormone replacement 
options as it pertains to proper and safe dosing



Adverse 
Events

• Current systems to support reporting of adverse 
events
• Doctor-patient-pharmacist relationship 

• We provide written guidance with all prescriptions 
on how to report adverse reactions to the FDA and to 
ACHC/PCAB

• Actions we take
• Document internally 

• State requirement to document any dispensing error

• Notify doctor if patient has not already done so

• Plan next steps with patient and doctor for patient 
health



Adverse 
Events: 

reporting 
instructions 

with 
compounded 

products



Consumer 
Education

• Actions
• Extensive consultation for patients

• When Rx comes in before patient has started medication

• After medication has been dispensed

• One-on-one training with doctors when requested

• Pharmacists available by phone during business 
hours for ongoing consultation with doctors and 
patients

• Educational materials
• Importance of quality in compounding hand-out on 

website for patients

• Importance of quality in compounding hand-out sent 
by mail to all new doctors

• Product specific hand-outs for certain drugs
• i.e. testosterone



Consumer 
Education: 

Quality Hand-
out Side 1 
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Testosterone 
Patient 

Hand-out 



Concerns and 
Recommendations

• Since NECC tragedy in 2011, regulations of compounding 
industry have become very stringent, especially in CA
• i.e. NIOSH room requirement for compounding of hormones
• Many compounding pharmacies in CA now no longer 

compounding hormones for this reason

• Many compounding pharmacies are in alignment with 
the FDA’s purpose of ensuring patient safety

• A partnership model will be much more effective that a 
punitive model with pharmacies who have demonstrated 
a willingness to focus on quality (i.e. through voluntary 
accreditation with ACHC)

• Compounding pharmacies should be engaging in 
thorough quality assurance processes, including sending 
out a number of finished products for end-product 
testing commensurate to their daily Rx volume

• 503a compounding pharmacies great strength is their 
doctor-patient-pharmacist relationship



Professional 
Education

• Every prescriber can benefit from having a 
relationship with a compounding pharmacy 
committed to quality

• Add compounding training to pharmacy and 
medical education curriculum
• Opportunity to create successful collaboration 

between doctors and pharmacists in outpatient setting

• Actions my pharmacists and I take to stay up-to-
date:
• Attend yearly trainings at least on best practices in 

compounding and specifically in HRT compounding
• Subsidized by pharmacy

• Read current literature, i.e. Journal of Pharm. 
Compounding

• Quarterly off-site with pharmacists focused on clinical 
compounding education

• Ongoing sharing of information among practitioners


