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The experts behind our standards
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Member Affiliation

Lisa Ashworth, B.S. Pharm Children's Health System of Texas 

Gus Bassani, Pharm.D. PCCA 

Edmund Elder, Ph.D. , B.S. Pharm University of Wisconsin-Madison

Ryan Forrey, Pharm.D., M.S. Becton Dickinson

Deborah Houston, Pharm.D. Novant Health - Kernersville Medical Center

Brenda Jensen, M.A. Compounding Consultants, LLC

Patricia Kienle, MPA, B.S. Pharm Cardinal Health 

2015 – 2020 Compounding Expert Committee

Chair: Gigi Davidson, B.S. Pharm, DICVP,  NC State College of Veterinary 

Medicine (retired)

Vice Chair: Connie Sullivan, B.S. Pharm, National Home Infusion Association
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William Mixon, B.S. Pharm The Compounding Pharmacy 

John Musil, Pharm.D. Avella, Inc

David Newton, Ph.D. Shenandoah University (retired)

Alan Parr, Pharm.D., Ph.D. BioCeutics, LLC

Abby Roth, B.Sc. Clinical IQ

Robert Shrewsbury, Ph.D. UNC Eshelman School of Pharmacy

James Wagner Controlled Environment Consulting

Brenda Yuzdepski, B.S. Pharm Saskatoon Medical Arts Pharmacy

2015 – 2020 Compounding Expert Committee

Chair: Gigi Davidson, B.S. Pharm, DICVP,  NC State College of Veterinary 

Medicine (retired)

Vice Chair: Connie Sullivan, B.S. Pharm, National Home Infusion Association
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Expert Consultants Affiliation

Jane Axelrad Axelrad Solutions, LLC

Dennis E. Doherty, MD, FCCP University of Kentucky College of Medicine

Andrew Murphy, MD Asthma Allergy and Sinus Center

Elizabeth Rebello, MD, FASA The University of Texas MD Anderson Cancer 

Center

Allison T. Vidimos, R.Ph., M.D. Cleveland Clinic

2015 – 2020 Compounding Expert Committee

Expert Consultants



USP quality standards for compounded 

preparations

There are 3 types of standards 

for compounding:

 Monographs for ingredients used in 

compounded preparations 

– USP‒NF Drug Substance 

Monographs

 Monographs for compounded 

preparations

– Compounded Preparation 

Monographs

 Practice standards

– General Chapters (e.g., <795> 

and <797>)



Public quality standards for compounded 

preparations
 <795> Pharmaceutical Compounding –

Nonsterile Preparations

 <797> Pharmaceutical Compounding –

Sterile Preparations

 <800> Hazardous Drugs – Handling in 

Healthcare Settings

 <1163> Quality Assurance in 

Pharmaceutical Compounding

 <1160> Pharmaceutical Calculations in 

Prescription Compounding

 <1168> Compounding for Phase I 

Investigational Studies

 <1176> Prescription Balances & 

Volumetric Apparatus
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USP anticipated timeline for general chapter revisions
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FDA-USP-stakeholders – developing standards
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USP standards in federal law
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 USP quality standards for drugs are recognized in the Federal 

Food, Drug & Cosmetic Act (FD&C Act) and have a longstanding 

role in FDA’s determination of whether drugs are adulterated or 

misbranded 

 Enforcement of USP standards is the responsibility of FDA, 

states, and other regulatory authorities.  USP has no role in 

enforcement 

USP standards in federal law
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USP standards in federal law

Strength, 

Purity, and 

Quality

Drug deemed 

adulterated

if strength or  

quality or purity 

falls below 

standards set 

forth in 

compendium 

[USP]

FDCA 501(b)

Naming 

and 

Identity

Drug deemed 

misbranded

unless its label 

bears the 

established 

USP name 

FDCA 502(e)

Packaging 

and 

Labeling 

Drug deemed 

misbranded

unless it is 

packaged and 

labeled as 

prescribed in 

official 

compendium 

[USP]

FDCA 502(g)

Compounding

Traditional 

Compounding 

[503A]- applicable 

nationwide; 

creates safe 

harbor – falls 

under state law 

and enforcement; 

USP chapters 

must be followed

DQSA, 2013: 

FDCA 503A
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USP standards in federal law 

• 1997 FDA Modernization Act Section 503A states that a 

compounder must use bulk drug substances and ingredients that 

comply with the standards of an applicable USP–NF monograph 

and the USP chapter on pharmacy compounding

• 2013 Drug Quality and Security Act clarified FDA’s authority over 

drug compounding, and reaffirmed USP’s role under Section 503A. 

• The DQSA reaffirmed that ingredients in compounded 

preparations intended for human use must adhere to USP 

standards
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 FDA guidance further clarified that 

traditional compounders must compound 

preparations intended for human use in 

compliance with USP’s chapters on 

pharmacy compounding, including 

General Chapter <795> on nonsterile 

compounding and General Chapter 

<797> on sterile compounding in order 

to meet the “safe harbor” exemption of 

503A and fall under state law and 

enforcement 

FDA Guidance: Pharmacy Compounding of 

Human Drug Products under Section 503A of 

the Federal Food, Drug, and Cosmetic Act. 

USP standards in federal law

 CMS Conditions of Participation for 

Hospitals: CMS has issued revised 

hospital guidance for pharmaceutical 

services and expanded guidance related 

to compounding of medications, 

including a requirement to adhere to 

Chapters <795> and <797>
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State Boards of Pharmacy that recognize or adopt <797>

Adopted from NABP Survey of Pharmacy Law. 2016;127.

USP standards in state law
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Virginia Compounding Requirements 

for Pharmacies

• USP adopted by reference in Code – §54.1-3410.2
• Sterile and non-sterile
• Applies to pharmacists and practitioners compounding for 

administration or dispensing
• Physicians “mix, dilute, and reconstitute” unless have 

license from Board of Pharmacy to dispense
• Limited compounding for office use (human) permissible
• Office use for veterinarians for administration and limited 

dispensing permissible 



Virginia Compounding Requirements

for Pharmacies

• Guidance Document 110-36 and 110-9:
http://www.dhp.virginia.gov/pharmacy/pharmacy_guidelines.h
tm
• Revised routine pharmacy inspection form:
http://www.dhp.virginia.gov/Enforcement/enf_guidelines.htm

http://www.dhp.virginia.gov/pharmacy/pharmacy_guidelines.htm
http://www.dhp.virginia.gov/Enforcement/enf_guidelines.htm


Virginia Compounding Requirements

for Pharmacies

• Blueprint state
• Nonresident pharmacy current inspection report:

• Within 6 months for initial application;
• Within 2 years for annual renewal

• Guidance Document 110-38



Virginia Compounding Requirements

for Outsourcing Facilities

• Require FDA registration, compliance with cGMPs
• §§54.1-3434.05, 54.1-3435.5
• Current inspection report:

• Within 1 year for initial application;
• Within 2 years for annual renewal

• FDA inspection or board-approved entity
• None currently located in Virginia



Contact Information

Department of Health Professions
Virginia Board of Pharmacy
Caroline D. Juran, Executive Director
Perimeter Center
9960 Mayland Drive, Suite 300
Henrico, VA  23233
Tel - (804) 367-4456

pharmbd@dhp.virginia.gov - General board questions

cbd@dhp.Virginia.gov – CBD/THC-A oil, pharmaceutical 
processor questions

mailto:pharmbd@dhp.virginia.gov
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