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* Will summarize trainin equirements for compounding staff.




erile products




® 2005: Forqio of S g Committee

® Public comment periods




®* December 15 016 REE CHAPTERS !l (or so we thought)




J)8) will remain

* Appeals were grantec 5> and <797> (BUDs). USP <825>

(f appeal denied.




®* Removal o

* Applicability to veterinary practitioners




| Notices

* State ¢ ceability of USP <800> and

it is strongly encouracg 5 in the interest of employee /patient

r
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mpounding Area

o \/

* USP 797 allow g with two tiers of containment

( * USP 800 requires a Containment Secondary Engineering Control (C-SEC)
O




Deny all appeals

USP 795 and 797 become
official as published on
USP “Appointed Panel” June 1, 2020
decides by end of 2019
whether to deny or remand Remand one or more
appeals to USP 795 and 797 S appeals

< USP 795 and 797 are
likely to be changed
from current version
______ and not likely to
become official until
December 2021*

t m Update Schedule which was posted in July 2019 as we began updates to gap tool, live training, eLessons and SOPs to
support our customers and inspectors in their pursuit of understanding and compliance with USP 797 (2019). As of 9/23/19 that schedule is paused
and will be re-evaluated and revised until after the USP Appointed Panel notifies the public of its decision outlined above. As of 9/23/19 all live
training, released SOPs, eLessons as well as the Gap Tool will be frozen, and customers have access to what exists as of that date.

The current Sterile Compounding Expert Committee is at the end of their cycle. Committee members for the 2020-25 cycle will be announced in May
2020 and do not begin work schedule until August 2020. They will need to time to evaluate and address changes to the chapters which may or may
not require an additional public comment period. The December 2021 date is a “best guess” made by CriticalPoint for planning.

Copyright © 2008-2019 CriticalPoint LLC, or an affiliate - All rights reserved
Use of this educational material issubject to the Terms of Use



Compliance With Sterile Compounding Standards
32 states require full compliance with USP Chapter <797> quality standards

1\\; WILL NYS BOP MAKE A FORMAL ANNOUNCEMENT

O
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Il R=guire full compliance Hl Require compliance with strong requirements
with PSP <797 an sterile compounding practice, incheding the
10 states reporting standards “equivalent to or
stricter than™ USF Chapter <797 >_ even if some
elemenis wers lkess spacific

B R=guire other quality standards Dioes not reguire quality standards

8 The Pew Charitable Trusts




T PRACTICE

RECOMMENDA

(f ®* What are the views of the various regulatory agencies?




onal pharmacy

(cMP).

®* Quality is built into the f

.






®* “Insanitary Con DA inspection of 503A

(f ®* In 2016-2017 there were 185 form 483s issued by the FDA
O






d be granted the

proper RESOUR s

( ® Lots of training and programs are available.
@







on suites, and

* Please note that admi =dication is out of the scope of this

.




als ok

ing wnal bags or products)

® 5. Administration BEGIN 4 hou om the time that preparation started

(f ® 6. Labelling requirements if not given or witnessed by the preparer
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Ve arsonnel.

® This should not be o nursing departments

°
( * Will employee protections considering ALARA work practices trump this for HDs?
@




ade,

® All CSPs ho quirements should be universal

®* What about Category 1.5 222 Is 90% compliant really compliant 222









* Ongoing te ain sterile technique

®* Conducted AFTER media fill testing inside a PEC (ISO-5) environment
O



® Purchase 2 Incubato

( ®* MAYBE 4 if conducting sterility assurance testing
@



®* Note: SOPs ab based on sink location,

movement of materials,













* Negatively ¢

r



* Althougl \CPH ; you may want 60 ACPH in

ante-room and 45 ACPH in b







o support grid







®* Evaluate pa

® Place all shelving and work stations on casters
@



ea (HD: neg 0.01-0.03)

¢ CONTINUOL

® Review, Documentation, Record Retention (Pharmacy verses Physical Plant?)




® Report must diffe s and SECs separately

® HEPA filter integrity testing







of Testing)

* Read ¢

®* Documentation of te - ed SOPs, calibration certificates, etc.

r



1\\5 PROPER VETTING OF CERTIFICATION COMPANIES

O CAG-000 Application Guide Creation Flowchart (Revised 201g)
CAG-o01-2005 Applications Guide For The Use Of Compounding Isclators In Compounding Sterile Preparations In Healtheare Facilities
(Revised December 2008)
CAG-o002-2006 Compounding Isolator Testing Guide (Revised December 2008)
CAG-003-2006 Sterile Compounding Facilities (Revised May 2015)
CAG-004 Biological Decontamination and Disinfection of Accessible Surfaces in Biosafety Cabinets (Revised 2019)
CAG-005-2007 Servicing Hazardous Drug Compounding Primary Engineering Controls
CAG-006-2010 CETA High Efficiency Filter Application Guide

CAG-007 Exhaust System Requirements of Class II Biosafety Cabinets (Revised 2019)

CAG-008-2010 CETA Certification Matrix for Sterile Compounding Facilities (Updated January 2012)

CAG-009-2011v3 CETA Certification Application Guide USP <797> Viable Environmental Sampling & Gowning Evaluation

CAG-010-2011 Application Guide for Informational Notes to Meeting the NSF/ANSI 49:2010a Standard Requirements







® Resec

* Genus Level ID require DED

( * Data Review with infection control departments, physical plant, ES, HVAC
O




° If o 5 n environmental state of

control, does this sc 2n there is non-compliance with

(f engineering controls (construction delays, limited vendors)?
O




surfaces

* 70% IPA : ave to be sterile)

(f ® Research dwell times and interactions with surfaces (bleach)







allenge testing)




y designed

keted concentrations, container

®* What will be sference sources

r



® Lot and Expiration dates for components ONLY required when making for

(f more than 1 patient or from non-sterile ingredients (what happens in 2022 /3)






Beyond-use dating for CSPs according to Risk-Level

BUD at Room BUD under BUD with Frozen
Risk Level Temperature Refrigeration Storage
(20to 25° C) (2° to 8% C) {-25 to-10° C)




Table 10. BUDs for Category 1 CSPs

Storage Conditions

Controlled Room Temperature
(20°-25°)

Refrigerator
(2°-8°)

BUD

<12 hours

<24 hours

[ 5

* No Category 1.5 or guidance on reduced dating for CATEGORY 2

® All dating considers the shortest of STERILITY and STABILITY dates




PEC placement

Must be placed in ISO 7 Buffer Room served by I1SO 7/8 ante-room

Sterility Testing (ST)

See "ST” BUD assignment below

Endotoxin Testing

Required if nonsterile ingredients used and if assigned a BUD that requires ST

Storage

Greater than 12 hours room or 24 hours refrigerated

Specific BUD Assignment

Method

Sterility

Testing

Controlled
Room

Refrigerated

Frozen

Aseptically
prepared
CSPs

NO

Made from 1

or more nonsterile components

1 day

4 days

45 days

Made with all sterile components

4 days

10 days

45 days

30 days

45 days

60 days

Terminally
Sterilized

NO

14 days

28 days

45 days

CSPs

YES

45 days

60 days

90 days




* Consider your ¢ bensing cabinets)

(f ®* Category 2 dating WITH sterility assurance testing
@



® Early release

(f ®* What about alternative testing technologies USP <1223>
O
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Number Items in Batch

Parenteral Preparations

Not more than 100 containers
More than 100 but not more than 500
More than 500 containers

For large-volume parenterals

Minimum Number Items to be Tested for Each Medium
(unless otherwise justified and authorized)*

10% or 4 containers, whichever is the greater
10 containers
2% or 20 containers, whichever is less
2% or 10 containers, whichever is less

’ 4 Minimum Quantity to be Used
PERIRY Sa-Tornamay unless otherwise justified and authorized)*

Liquids (other than antibiotics)

Less than 1 mL

1-40 mL

Greater than 40 mL and not greater than 100 mL
Greater than 100 mL

The whole contents of each container

Half the contents of each container, but not less than 1 mL
20 mL

10% of the contents of the container, but not less than 20
mL




® Proper inventory

(f ® Planning, central verses peripheral storage models (Candy Jars Everywherell)
O



‘doses drawn

* Compoundec

(f ® Proper dating required for components placed on ACDs (TPN machines)
O




Reinstate the Alternative Technology Provision from the 2008 Version of <797>

The CMP EC recognized that <797> may not capture all modalities used in pharmacy compounding. However, the CMP EC also intends
to publish a Frequently-Asked-Question (FAQ) to clarify that the reinstatement of the Alternative Technology provision is not intended
to permit BUD extension or to extend the time during which single-dose containers may be used.







®* COAs

¢ Sterility testing result

( ® Investigations and Remediations
@




® Review by D

r



® Status

®* NY is very late to this party!
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® Technicians could be d ¢ e Designated Person to oversee compliance

( with USP <797> and/or USP <800>
@







