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Disclosures

e Sterile Compounding Expert Panel (SCXP)
« 2 Year Appointment
« Pharmacy Stars

e Soigner Solutions
« USP Compliance Consultation
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Introduction to the Proposed Revisions

This presentation was deS|gned to discuss the proposed version of USF
FTPTH LJz20f AAKSR 5SOSYOSNI HAHM X¢&

AWhat to expect
APreparation
AChanges that may be seen
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Emailc New USP <797> Standards to be Publishet

Fall 2022

pdates on Standards

Personalized Medicines
Upcoming Updates to USP General Chapters <795> and <797>: USP has received feedback
from its stakeholders to ensure broad perspectives were included in the updated standards with a

continuing focus on patient safety and access 10 quality medicines. The revisions will be published

in the USP-NF and USP Compounding Compendium on November 1, 2022

anges are forthcoming, which will enhance the

New Compounding Compendium: Significant ch
SP Compounding Standards. The updated US SR Compounding

will mnlgrate to an online platform To learn more about the compendium, access the

way users interact wﬂh U

Compendium
fact sheet here For updates on the upcoming launch of the Gompounding Compendium, sign
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Objectives

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

ADescribe the BUD that hospitals with full cleanrooms
suites will assign to CSPs In the future.
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The Future of Sterile
Compounding for
Health Systems

USP <797> as of November 1, 2022 (and official in 12 meNingember 1, 2023)
A ALBOP
A Regulatory agencies
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Categories & Beyond Use Date

Proposed USP <797= (2021)
USP <797> (v. 2022)th 12 month implementation (Nov. 1, 2023)
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Categories and Beyond Use Dating

Al 2YLIR2dzy RAYy3 o0l &SR 2V
AHigh Medium- Low Risk
A Number of manipulations / products

ACompounding based on Categories (v. 2022)
ACategory 1,, 3

A Environment / Conditions CSP is compounded
A Quality of garb
A Cleaning (defined/documented)

A Environmental monitoring
A Sterilization / Sterility testing of CSP
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Location: Cleanroom Suite

A Outside cleanroom suite
A 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 onlyno limitations 12 hrs RT / 24 hrs refrig.

*“Glove Boxes” may no longer give BUD beyond 12 hours RT/24 hours refrigeration UNLESS inside. a full
cleanroom suite
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Inside a Cleanroom Suite (v. 2008)

USP <797> (v. 2008)

Risk Associated Risk BUD*

48 hoursroom temp

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

30 hoursroom temp

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

24 hoursroom temp
3 days refrigerated
45 days frozen

One or more norsterile

R RIS Ingredient/component
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Inside Cleanroom Suite (v. 2022}ategory 2

Category2 CSP: USP <797> (v. 2022)*
Preparation Characteristics Storage Conditions

Compounding Sterility Testing ControlledRm  Refrigeration Frozen
Method Preformed/Passed Temp (20G25°C) (2°G8°C)  (-25°C t0-10°C)

No: Prepared from one or more

nonsterilestarting components. LCEY 4 days 45 days

Aseptically

Processed CSPs No:Prepared from onlgterile

starting components.
Yes 30 days 45 days 60 Days

4 days 10 days 45 days

Terminally No 14 Days 28 Days 45 day
Sterilized CSPs Yes 45 days 60 days 90days

“Glove Boxes” must be in a full cleanreaom suite to assign Category 2 BUD
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*USP <797> November 1, 2022: Table 13
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Inside Cleanroom Suite (v. 2022}ategory 2

Category2 CSP: USP <797> (v. 2022)*
Preparation Characteristics Storage Conditions

Compounding Sterility Testing ControlledRm  Refrigeration Frozen
Method Preformed/Passed Temp (20G25°C) (2°G8°C)  (-25°C t0-10°C)

No: Prepared from one or more

nonsterilestarting components. 1 day 4 days 45 days

Aseptically
Processed CSPs

No: Prepared from one or more

sterile starting components. 4 days 10 days 45 days

¢DE-2.0S 1 2ZESa&¢lYdzal 0 S AVt oFdzf Of SFYNRB2Y adzGS
*USP <797> November 1, 2022: Table 13
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Inside Cleanroom Suite (v. 2022}ategory 3

Preparation Characte dge Conditions

CompoundingMethod p Refrigeration Frozen
(2°G8°C) (-25°C t0-10°C)

Asepticallyprocessed, sterility tesig
passing all applicable tests for 90 days 120days

Terminallysterilized, sterili
passing all applicable tests T8 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 pbh 0Ce,
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NOTE on BUD

Literature to Support

o Stabllity: and compatibility, of final preparation;, physically.
and chemically: compatible with::
e fluid
= container
e final CSP concentration
e under specific storage conditions

 Attention to leaching and sorption
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BUD (othery In Use Times

Type of container USP <797> 2008 USP <797> 2022 (curren
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 Compounded8sgy@SPs and CSP Stock Solutions
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What is Compounding?

Compounding

AThe process of:
ACombining
A Admixing
ADiluting
APooling
AReconstituting
e Repackaging (absent in v. 2008)
AAltering drug or bulk drug
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NOT Compounding

AFor only one patienand per
manufacturer PI:
AMixing
AReconstituting
A Other acts described

AProprietary vial and bag systems

ADocking, activating for immediate
use*

*Docking for future use = compounding| '~




Situation: Compounding Drug X to a concentration of 5 mg/mL in NS in ¢
PVC container within an IV Room suite.

A) Category 1 What would be the category
as defined under USP <797>
B Category 2 version 20227?

C) Category 3
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Situation: Compounding Drug X to a concentration of 5 mg/mL in NS in ¢
PVC container within an IV Room suite.

A) Category &£ No, we are compounding in a cleanroom suite
B Category Z Yes, we are compounding in a cleanroom suite

C)Category X No, not in scope for hospital pharmacy

ARequires increased regulation for garb, environmental sampling, cleaning,
terminal sterilization and sterility testing of final CSP

5 }
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Situation: Compounding Drug X to a concentration of 5 mg/mL in NS in ¢
PVC container within an IV Room suite.

Literature review: Abbreviated Categor@ CSP: USP <797>
AAfter reconstitution at 50 mg/mL stable fo & 20) ” . .
1 4 d ayS orageCondltlons. forStfanIeto-Sterlle
ControlledRm Refrigeration Frozen
AStable diluted to 5 mg/mL in NS, D5W |GGG ORI D
A Glass, PVC and polyolefin 4 days 10 days 45 days

A4 days at room temperature
A7 days under refrigeration

A) 10 days BUD
B) 14 days BUD

this CSP?
C) 7 days BUD e
Advancing Pharmacy for a Healthier Alabama "z}}ﬁg

What is the refrigerated BUD for



Situation: Compounding Drug X to a concentration of 5 mg/mL in NS in ¢
PVC container within an IV Room suite.

Literature review: Abbreviated Categor@ CSP: USP <797>
AAfter reconstitution at 50 mg/mL stable fo v 20) » . .
1 4 d ayS orageCondltlons. forStfanIeto-Sterlle
ControlledRm Refrigeration Frozen
AStable diluted td> mg/mLin NS D5W Temp (0G25°C)  (CHC)  (25C o-107C)
A GlassPVCand polyolefin 4 days 10 days 45 days

A4 days at room temperature
A7 days under refrigeration

Stability: Stable only for C) 7 days BUD
[/ days under refrigeration y%
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Environmental Sampling

Viable Sampling (Surface and Air)

... to see If contamination is present at unacceptable levels
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Environmentat, Viable Surface Sample

AViable Surface (agar with neutralizing agent)

AFrequency

A 2008: Periodically (best practice = monthly)

A 2022: Monthly (Cat. 1 & 2)
A Cat 3 = weekly and after each batch

AWhere: Inside PEC, equipment inside PEC, areas around PEC, passthroughs,
other high touch areas (observation)

A Need a map of locations
ATime: Busiest time, after compounding, prior to cleaning
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Environmenta Viable Air Samples

AViable Air

AFrequency
A 2008: Every 6 months

A 2022: Every 6 months (Cat. 1 & 2)
A Cat. 3 = monthly

AWhere: Inside PEC, high traffic areas (takes observation)
A Need a map of locations

ATime: When most people present and working (dynamic conditions)

Advancing Pharmacy for a Healthier Alabama



Incubation & ldentification

Viable Sampling (Surface and Air)
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Incubation & Identification (v. 2022)

(v. 2008: 4872 hours / low med risk)

Incubation |dentification

Alncubate 3835°C x 48 hours A No longer need to ldentify to
ADocument cfu genus levelinlesdimits

Alncubate20-25°C x 5 days exceeded

ADocument cfu

4 Highly pathogenic organisms

Alternative (2 samples per are@fsec. 6, box 5 & 6 s—Gram-negativeroeds
A 2 TSA Plates -—Coagulasdesitive-Staphylececeus
A One at 3835 C x 48 hoursdocument cfu )
A One at 2825 C x 5 daysdocument cfu '
A TSA + MEA/SDA e ek
é TSA at 3385 C x 48 hoursdocument cfu —Mold
MEA/SDA at 225 C x 5 daysdocument cfu —Fungus P
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Air/Surface Action Levels per ISO Area

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

|ISO Classification Surfaces

1ISO 5
1ISO 7
1ISO 8
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Environmental Monitoring Documented

Trends overtime (even with no excursion)

ADocument
Excursion
Aldentify CFU to the genus level = :
Alnvestigate o
_g Investigation
A ldentify source .
: Remediate
ARemediate o
e _ Eliminate
AProof remediation was effective

ATrain employees

Advancing Pharmacy for a Healthier Alabama



Hand Hygiene & Garbing
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Garbing

USP <797> v. 2008
ADirtiest to cleanest

ADistinct order
AShoe covers
AHead/facial hair cover
AMask/eye protection
AHand hygiene
AGown

AAlcohol hand scrub & gloving

occurs In buffer room/SCA
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USP <797> v. 2022

ABased on facility SOP

surrounding placement of sink

ADt 2 A Yy 3 daYdz i
classified room/SCA
o “Should” be'in'anteroom

£

/ Minimizes exposed skin buffer room

AGlovesBreakthrough time for
IPA
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