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USP’s Beginning

USP was founded in 1820 by 
11 physicians, in Washington, D.C.
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The First Pharmacopeia (1820)

The first Pharmacopoeia 
of the United States 
contained 217 of the 
“most fully established 
and best understood” 
medicines in the U.S. 

It was published “by the 
authority of the medical 
societies and colleges.”
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Objective

“It is the object of a Pharmacopeia to select from among substances 
which possess medicinal power, those, the utility of which is most fully 
established and best understood; and to form from them 
preparations and compositions, in which their powers may be exerted 
to the greatest advantage.  It should likewise distinguish those articles 
by convenient and definite names, such as may prevent trouble or 
uncertainty in the intercourse of physicians and apothecaries.”

Preface – USP 1820
Physicians

Pharmacists Patients
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Who We Are
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 The requirements of the Federal Food Drug and Cosmetic Act apply equally 
to drugs that are compounded and those that are manufactured…. 

Legal Recognition

1848 Drug Import Act

Recognized USP Standards 
to stop the dumping of 
drugs by Europeans

1906 Pure Food 
& Drug Act

Enforced USP 
and NF 

standards

1938 Federal Food, 
Drug, & Cosmetic Act

Recognized USP and 
NF standards

1997 FDA Modernization Act
Sec. 503A

Stated that compounding must 
comply with USP-NF standards and 
chapter on pharmacy compounding

2013 Drug Quality & Security 
Act

Recognized USP monographs 
for bulk substances



The experts behind our standards
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The experts behind our standards
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How we work
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Types of USP Compounding Standards

There are 3 types of standards for 
compounding:

1. Monographs for ingredients 
used in compounded 
preparations 

– Drug Substance Monographs

2. Monographs for compounded 
preparations

– Compounded Preparation Monographs

3. Practice standards
– General Chapters
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 General Chapters can be:
– Compendially applicable 

• Numbered below <1000> and referenced in General Notices, a monograph, or another applicable 
general chapter below <1000>

– Informational
• Numbered between <1000> and <1999>

– Specific for dietary supplements 
• Numbered above <2000>

 Terminology
– “Shall” OR “Must” requirements
– “Should” recommendations

Compounding Chapters Overview
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 Practice Standards
– <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
– <1176> Prescription Balances & Volumetric Apparatus
– <1168> Compounding for Phase I Investigational Studies (Official Mar – 01 – 2019)

USP Compounding General Chapters
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Default BUDs

• Water containing oral formulations = 
14 days

• Water-containing topical/dermal and
mucosal  liquids and semisolid = 30
days

• Nonaqueous formulations = 6
months

BUD Provisions in <795>: Pharmaceutical Compounding 
– Nonsterile preparations 

General guidelines for assigning Beyond-Use Dates

• Compounders shall consult drug-specific and general 
stability documentation and literature when available and 
should consider:

• the nature of the drug and its degradation mechanism

• the dosage form and its components

• the potential for microbial proliferation in the 
preparation

• the container in which it is packaged

• the expected storage conditions

• the intended duration of therapy
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 Low-risk in Segregated Compounding area
– 12 hours at controlled room temperature

 Low-risk (in cleanroom suite)
– 48 hours at controlled room temperature
– 14 days in a refrigerator
– 45 days in a freezer

 Medium-risk (in a cleanroom suite)
– 30 hours at controlled room temperature
– 9 days in a refrigerator
– 45 days in a freezer

 High-risk (in a cleanroom suite)
– 24 hours controlled room temperature
– 3 days refrigerator
– 45 days frozen

Default BUDs

BUD Provisions in <797>: Pharmaceutical 
Compounding – Sterile Preparations

Single-dose containers

Opened in ISO Class 5 
air

Worse than ISO Class 
5 air

6 hours 1 hour

Multiple-dose containers
• 28 days
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Compounded Preparation Monographs

COMPOUND PILLS OF JALAP

Take of Jalap in powder;
Rhubarb in powder;
Castile soap, each one ounce.
Submuriate of mercury six drachms and two 

scruples.
Tartarized antimony, twenty eight grains.

With water form a mass and divide into four hundred pills.
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Components of a Compounded Preparation Monograph

• Title
• Definition

• Lists the range of labeled amount of active 
ingredient

• Formula
• Ingredients and quantities

• Compounding Procedures
• Stability-indicating Assay
• pH
• Packaging and Storage
• Labeling
• Beyond-use dates

• Stability studies
• General Chapters <795> or <797>
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Identification
• CEC 

members 
identify and 
develop 
formulas. 

Contracting
• USP 

contracts 
with 
analytical 
lab to study 
formulas

Assay 
Development
• Contract lab 

develops and 
validates 
stability-
indicating 
method

Stability 
study
• Contract 

lab 
performs 
stability 
study to 
establish a 
BUD

CEC 
evaluation 
• CEC 

members 
reviews 
validation 
report and 
stability 
data

Monograph 
development

• Draft 
published in 
PF for public 
comment

Monograph 
published in 
USP-NF

Current Compounded Preparation Monograph 
Development Process
Contract Laboratories

2 – 3 months

9 – 12 months

6 – 12 months
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Challenges with current process: 
–High cost

–Ever growing and changing public health 
needs

Currently about 200
10 – 15 are added each year
Suggested by members of 
Compounding Expert Committee
Funded exclusively by USP

CPMs in the USP–NF 

Compounded Preparation Monograph Donation program aims to 
accelerate this process through donations
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