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Under guidelines established under the Standards for Integrity and 
Independence in Accredited Continuing Education, disclosure must be made 

regarding relevant financial relationships with ineligible companies within the 
last 24 months.

I have no relevant financial relationships with ineligible companies to disclose.

I am employed by the OU College of Pharmacy and on the Expert Panel for 
Radiopharmaceuticals (August 2017 to present). This presentation represents 

my own views and I am not speaking on behalf of either organization. 
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EXPERIMENTAL	OR	OFF‐LABEL	DRUG/	
THERAPY/DEVICE	DISCLOSURE

• Any brand names or trademarks used in this presentation is 
for example purposes only and is not a recommendation for 
the product or device.

PROFESSIONAL	PRACTICE	GAP

• The standard setting United States Pharmacopeia (USP) has 
published revisions to general chapters <795> and <797>.  
The revisions have significant changes from the last revisions 
of 2014 for <795> and 2008 for <797>.

• USP is not an enforcing body, but it is recognized as the 
standard for pharmaceuticals since 1820. State Board of 
Pharmacies may adopt or reject any of the USP standards. The 
FDA has recognized <795> and <797> in Federal Statutes and 
considers them enforceable once they are official.
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LEARNING	OBJECTIVES

At	the	completion	of	this	activity,	pharmacists	will	be	able	to:

1. Report the major changes in USP compounding chapters 

2. Classify a sterile preparation given the environmental 
engineering controls 

3. Identify the appropriate beyond-use date for acquired data
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Identify the 
appropriate 
beyond-use 
date for 
acquired 
data:
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ENFORCEABILITY	

• USP is not an enforcement agency - 2022 revisions become official Nov. 
1 2023.

• Ensuring compliance, USP says to refer to your State regulations and 
your State statutes – States may have different official dates or 
regulations based on the particular jurisdiction

• FDA – modernization act 1997 (updated DQSA 2013) call out 795 & 797
• 503a-(b)(1)(A)(i)(I) comply with the standards of an applicable United 

States Pharmacopoeia or National Formulary monograph, if a monograph 
exists, and the United States Pharmacopoeia chapter on pharmacy 
compounding

• Federally enforceable

• CMS accreditation and credentialing agencies have different conditions 
of participation - They get to choose how they are going to inspect, 
whether they incorporate USP chapters or not, or all, or in parts

USP	CALLS	OFFICIAL	CHAPTERS,	ETC.	
TO	BE	COMPENDIAL	APPLICABLE

• A general chapter numbered below 1000 becomes 
compendially applicable and thus is considered a required 
standard when:

• Recognized by Federal Statue 

• A monograph references the chapter

• A general chapter less than 1000 references another general 
chapter less than 1000

• General Notices directly reference a general chapter below 1000

• A general chapter numbered above 1000 are considered 
recommendations
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LAYOUT	OF	BOTH	CHAPTERS
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USP	795

795
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795

795
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795

795
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795

SELECTION	OF	BULK	DRUG	(API)

• FDA registered facility- annually 

• §360.	Registration	of	producers	of	drugs	or	devices

• (a)	Definitions

• (1) the term "manufacture, preparation, propagation, 
compounding, or processing" shall include repackaging or 
otherwise changing the container, wrapper, or labeling of any 
drug package or device package in furtherance of the distribution 
of the drug or device from the original place of manufacture to 
the person who makes final delivery or sale to the ultimate 
consumer or user; and

• (2) the term "name" shall include in the case of a partnership the 
name of each partner and, in the case of a corporation, the name 
of each corporate officer and director, and the State of 
incorporation.
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795

795
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795	BUD

WATER	ACTIVITY	(AW)

Minimum Aw values for microorganism growth in food
• Osmophilic yeasts 0.61
• Xerophilic molds 0.61
• Halophilic bacteria 0.75
• Most molds 0.8
• Most yeasts 0.88
• Most bacteria 0.90 

• A	sample	is	placed	in	the	chamber	and	sealed.
• Water activity is measured by letting the  sample 

reaches equilibrium relative humidity in a closed 
temperature-controlled chamber. 

• The free	water	is	allowed	to	escape into	the	air	in	the	
chamber. It remains there until all the free water has left 
the sample. 

• At	equilibrium	the relative humidity of the air in the 
chamber is measured. 

• The relation of this reading to pure water is the water 
activity measurement expressed	as	the	term	Aw. The 
range of water activity is from 0.0 to 1.0 Aw.
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795

795	BUD
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795	BUD

795	COMPARISON	OF	BUDS

2022	Revised ChapterCurrent Official	Chapter

Any dosage form Nonpreserved aqueous
Aw>0.6 = 14 days

Oral water containing  14 days

Any dosage form Preserved aqueous Aw> 
0.6 = 35 days

Water topical/dermal/mucosal and semi-
solid 30 days

Oral liquids nonaqueous Aw<0.6 = 90 days

Nonaqueous Aw<0.6 = 6 monthsNonaqueous  6 months
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795	BUD

795
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795

795	‐ FLAVORING
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USP	797

797
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797	COMPARISON	OF	CATEGORIES

Category 
3 CSPs

Category 
1 CSPs

Category 
2 CSPs

Must	be	
prepared in	a	
cleanroom	suite
Head	to	toe	skin	
coverage	– must	
be	tested	for	
sterility

Up to 180 days 
BUD frozen 

Must	be	
prepared in	a	
cleanroom	suite‐
PEC	inside	a	
buffer	room	
with	ante	room	

Greater than 12 
hours at room 
temp
Greater than 24 
hours refrigerated

Must	be	
prepared in	a	
PEC	that	may	be	
located	in an	
unclassified	
segregated	
compounding	
area	

Up to 12 hours at 
room temp
Up to 24 hours
refrigerated

Low‐Risk	12	hour BUD	
(segregated	PEC‐3	sterile	
products)
Low‐Risk	(3	sterile	
products)	48h/14d/45d

Medium‐Risk	(more	than	
3	sterile	
components)30h/9d/45d

High‐Risk	(non‐sterile	
bulk)	24h/3d/45d

Sterile	Products	or	nonsterile	Bulk	

797
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797

797
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797

797‐ SURFACE	SAMPLING	
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797

797
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797

797
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797

797
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797

797
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797

797
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797

797
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797

CONCLUSION	AND	CLINICAL	PEARLS

• BUDs maximum is 180 days (6 months) for both 795 and 797; 
no exceptions for stability testing extensions

• Water activity is the determinant for nonsterile BUDs

• Cleaning and garbing are specified in greater detail in regard 
to agents, areas, and intervals for both chapters

• There is no limit to batch size for sterile category 1 & 2

• The batch size limit is 250 for sterile category 3 
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Identify the 
appropriate 
beyond-use 
date for 
acquired 
data:

ADDITIONAL	RESOURCES

• Stay informed on USP Compounding Standards and 
associated initiatives and educational materials by 
signing up for USP Healthcare Quality and Safety 
updates: https://go.usp.org/hqs-signup-form

• FAQs and other information on USP Compounding:
• https://go.usp.org/USP_GC_795_FAQs
• https://go.usp.org/USP_GC_797_FAQs
• https://www.usp.org/frequently-asked-

questions/hazardous-drugs-handling-healthcare-settings
• https://go.usp.org/Compounded_Preparation_Monograph_

Information
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