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Introduction to the Proposed Revisions

This presentation was designed to discuss the proposed version of USP 
ғтфтҔ ǇǳōƭƛǎƘŜŘ 5ŜŎŜƳōŜǊ нлнм ΧΦ 

ÅWhat to expect

ÅPreparation

ÅChanges that may be seen  
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Email ςNew USP <797> Standards to be Published

November 1st
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¢ƻŘŀȅΩǎ 5ŀǘŜ ςNovember 3rd

November

3
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Objectives

ÅIdentify the current changes in 2022 USP <797> that 
will become official in 12 months (Nov. 1, 2023)

ÅDescribe the BUD that hospitals with full cleanrooms 
suites will assign to CSPs in the future.



Advancing Pharmacy for a Healthier Alabama

The Future of Sterile 
Compounding for 
Health-Systems

USP <797> as of November 1, 2022 (and official in 12 months - November 1, 2023)

Å ALBOP

Å Regulatory agencies
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Categories & Beyond Use Date
Proposed USP <797> (v.2021)

USP <797> (v. 2022) with 12 month implementation (Nov. 1, 2023)
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Categories and Beyond Use Dating 

Å/ƻƳǇƻǳƴŘƛƴƎ ōŀǎŜŘ ƻƴ έǊƛǎƪέ ŀǎǎƻŎƛŀǘŜŘ όǾΦ нллуύ
ÅHigh- Medium- Low- Risk
ÅNumber of manipulations / products

ÅCompounding based on Categories (v. 2022)
ÅCategory 1, 2, 3
ÅEnvironment / Conditions CSP is compounded
ÅQuality of garb

ÅCleaning (defined/documented)

ÅEnvironmental monitoring 

ÅSterilization / Sterility testing of CSP
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Location: Cleanroom Suite
ÅOutside cleanroom suite  

Å Inside cleanroom suite



Advancing Pharmacy for a Healthier Alabama

Outside of a Cleanroom Suite (2 options)   

Immediate-Use Compounding

USP <797> Risk BUD*

v. 2008 Room air, aseptic technique 1 hour

v. 2022 Room air, aseptic technique 4 hours

Segregated Compounding Area (SCA) 

USP <797> Location Condition BUD*

v. 2008 SCA PEC, 3 products/2 entries 12 hrs RT / 12 hrs refrig.

v. 2022 Category 1 PEC only - no limitations 12 hrs RT / 24 hrs refrig. 
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Inside a Cleanroom Suite (v. 2008)

USP <797> (v. 2008)

Risk Associated Risk BUD*

Low Risk 3 products, 2 entries
48 hoursroom temp
14 days refrigerated
45 days frozen

Medium Risk > 3 products, > 2 entries, batching
30 hoursroom temp
9 day refrigerated
45 days frozen

High Risk
One or more non-sterile 
ingredient/component

24 hoursroom temp
3 days refrigerated 
45 days frozen
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Inside Cleanroom Suite (v. 2022) ςCategory 2
Category2 CSP: USP <797> (v. 2022)*

Preparation Characteristics Storage Conditions 

Compounding 
Method

Sterility Testing 
Preformed/Passed

ControlledRm 
Temp (20°C-25°C)

Refrigeration 
(2°C-8°C)

Frozen
(-25°C to -10°C)

Aseptically
Processed CSPs

No:Prepared from one or more 
nonsterilestarting components.

1 day 4 days 45 days

No:Prepared from only sterile
starting components.

4 days 10 days 45 days

Yes 30 days 45 days 60  Days 

Terminally
Sterilized CSPs

No 14 Days 28 Days 45  day

Yes 45 days 60 days 90days

*USP <797> November 1, 2022: Table 13
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Inside Cleanroom Suite (v. 2022) ςCategory 2
Category2 CSP: USP <797> (v. 2022)*

Preparation Characteristics Storage Conditions 

Compounding 
Method

Sterility Testing 
Preformed/Passed

ControlledRm 
Temp (20°C-25°C)

Refrigeration 
(2°C-8°C)

Frozen
(-25°C to -10°C)

Aseptically
Processed CSPs

No:Prepared from one or more 
nonsterilestarting components.

1 day 4 days 45 days

No:Prepared from one or more 
sterilestarting components.

4 days 10 days 45 days

Yes 30 days 45 days 60  Days 

Terminally
Sterilized CSPs

No 14 Days 28 Days 45  day

Yes 45 days 60 days 90days

έDƭƻǾŜ .ƻȄŜǎέ Ƴǳǎǘ ōŜ ƛƴ ŀ Ŧǳƭƭ ŎƭŜŀƴǊƻƻƳ ǎǳƛǘŜ ǘƻ ŀǎǎƛƎƴ /ŀǘŜƎƻǊȅ н .¦5

*USP <797> November 1, 2022: Table 13
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Inside Cleanroom Suite (v. 2022) ςCategory 3

Category3 CSP: USP <797> (v. 2022)*

Preparation Characteristics Storage Conditions

CompoundingMethod ControlledRm Temp 
(20°C-25°C)

Refrigeration 
(2°C-8°C)

Frozen
(-25°C to -10°C)

Asepticallyprocessed, sterility tested, and 
passing all applicable tests for Category 3 CSPs 60 days 90 days 120days

Terminallysterilized, sterility tested, and 
passing all applicable tests for Category 3 CSPs 90days 120 days 180 days

Sterile garb, no skin in buffer area, monthly viable air, weekly viable surface, surface after each batch, 
weekly sporicidal in PEC, surfaces, passthroughs and floors. 

*USP <797> November 1, 2022: Table 14
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NOTE on BUD
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BUD (other) ςIn Use Times

Type of container USP <797> 2008 USP <797> 2022 (current)

Ampule NEVER NEVER

SDV (or container)
6 hours in ISO 5 (rm air 1 hour) 12 hours in ISO 5

Bulk Compounded Solutions*

MDV (or container) 28 days (or less per MFR) 28 days (or per MFR)

Pharmacy Bulk Container Per MFR Per MFR 

* USP <797> November 1, 2022: Section 16.2 Use of Compounded Single-Dose CSPs and CSP Stock Solutions 
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What is Compounding?

Compounding

ÅThe process of: 
ÅCombining

ÅAdmixing 

ÅDiluting 

ÅPooling

ÅReconstituting

ÅAltering drug or bulk drug

NOT Compounding

ÅFor only one patient andper 
manufacturer PI:
ÅMixing

ÅReconstituting

ÅOther acts described

ÅProprietary vial and bag systems
ÅDocking, activating for immediate 

use*

*Docking for future use = compounding 
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Situation:  Compounding Drug X to a concentration of 5 mg/mL in NS in a 
PVC container within an IV Room suite. 

A) Category 1

B Category 2

C) Category 3 

What would be the category 
as defined under USP <797> 
version 2022?
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Situation:  Compounding Drug X to a concentration of 5 mg/mL in NS in a 
PVC container within an IV Room suite. 

A) Category 1 ςNo, we are compounding in a cleanroom suite

B Category 2 ςYes, we are compounding in a cleanroom suite

C)Category 3 ςNo, not in scope for hospital pharmacy 
ÅRequires increased regulation for garb, environmental sampling, cleaning, 

terminal sterilization and sterility testing of final CSP 
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Situation:  Compounding Drug X to a concentration of 5 mg/mL in NS in a 
PVC container within an IV Room suite. 

Literature review:

ÅAfter reconstitution at 50 mg/mL stable for 
14 days

ÅStable diluted to 5 mg/mL in NS, D5W
ÅGlass, PVC and polyolefin 
Å4 days at room temperature
Å7 days under refrigeration 

A) 10 days BUD

B) 14 days BUD

C) 7 days BUD

Abbreviated Category2 CSP: USP <797>  
(v. 2022)

StorageConditions for Sterile-to-Sterile

ControlledRm 
Temp (20°C-25°C)

Refrigeration 
(2°C-8°C)

Frozen
(-25°C to -10°C)

4 days 10 days 45 days

What is the refrigerated BUD for 
this CSP?
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Situation:  Compounding Drug X to a concentration of 5 mg/mL in NS in a 
PVC container within an IV Room suite. 

Literature review:

ÅAfter reconstitution at 50 mg/mL stable for 
14 days

ÅStable diluted to 5 mg/mLin NS, D5W
ÅGlass, PVCand polyolefin 
Å4 days at room temperature
Å7 days under refrigeration 

A) 10 days BUD

B) 14 days BUD

C) 7 days BUD

Abbreviated Category2 CSP: USP <797>  
(v. 2022)

StorageConditions for Sterile-to-Sterile

ControlledRm 
Temp (20°C-25°C)

Refrigeration 
(2°C-8°C)

Frozen
(-25°C to -10°C)

4 days 10 days 45 days

Stability: Stable only for 
7 days under refrigeration
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Environmental Sampling
Viable Sampling (Surface and Air)
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Environmental ςViable Surface Sample

ÅViable Surface (agar with neutralizing agent) 
ÅFrequency
Å2008: Periodically (best practice = monthly)

Å2022: Monthly (Cat. 1 & 2)
ÅCat 3 = weekly and after each batch 

ÅWhere: Inside PEC, equipment inside PEC, areas around PEC, passthroughs, 
other high touch areas (observation)
ÅNeed a map of locations

ÅTime: Busiest time, after compounding, prior to cleaning 
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Environmental ςViable Air Samples 

ÅViable Air
ÅFrequency
Å2008: Every 6 months

Å2022: Every 6 months (Cat. 1 & 2)
ÅCat. 3 = monthly 

ÅWhere: Inside PEC, high traffic areas (takes observation) 
ÅNeed a map of locations 

ÅTime: When most people present and working (dynamic conditions) 
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Incubation & Identification
Viable Sampling (Surface and Air)
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Incubation & Identification (v. 2022)

Incubation
ÅIncubate 30-35°C x 48 hours
ÅDocument cfu

ÅIncubate20-25°C x 5 days
ÅDocument cfu

__________________________________________________________

Alternative (2 samples per area) ςSec. 6, box 5 & 6

Å2 TSA Plates
ÅOne at 30-35 C x 48 hours ςdocument cfu
ÅOne at 20-25  C x 5 days ςdocument cfu

ÅTSA + MEA/SDA
ÅTSA at 30-35 C x 48 hours ςdocument cfu
ÅMEA/SDA at 20-25 C x 5 days ςdocument cfu

Identification
ÅNo longer need to Identify to 
genus level unlesslimits 
exceeded
______________________________________________________

ÅHighly pathogenic organisms 
ƺ Gram negative rods
ƺ Coagulase-Positive Staphylococcus 

(S. aureus) 
ƺ Yeast
ƺ Mold
ƺ Fungus

(v. 2008: 48-72 hours / low- med- risk)
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Air/Surface Action Levels per ISO Area

Air/Surface Action Levels per ISO Area (v. 2022)

ISO Classification AIR Surfaces

ISO 5 > 1 >3

ISO 7 >10 >5

ISO 8 >100 >50
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Environmental Monitoring ςDocumented  

Trends overtime (even with no excursion) 
ÅDocument

Excursion
ÅIdentify CFU to the genus level

ÅInvestigate
ÅIdentify source 

ÅRemediate

ÅProof remediation was effective

ÅTrain employees 
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Hand Hygiene & Garbing
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Garbing 

USP <797> v. 2008

ÅDirtiest to cleanest

ÅDistinct order
ÅShoe covers
ÅHead/facial hair cover
ÅMask/eye protection
ÅHand hygiene 
ÅGown

ÅAlcohol hand scrub & gloving 
occurs in buffer room/SCA

USP <797> v. 2022

ÅBased on facility SOP 
surrounding placement of sink

ÅDƭƻǾƛƴƎ άƳǳǎǘέ ƻŎŎǳǊ ƛƴ ŀ 
classified room/SCA

ÅMinimizes exposed skin buffer room 

ÅGloves: 


