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o <1229> Sterilization of Compendial Articles

e <1229.1> Steam Sterilization by Direct Contact

o <1229.2> Moist Heat Sterilization of Aqueous Liquids
e <1229.3> Monitoring of Bioburden

e <1229.4> Sterilizing Filtration of Liquids

e <1229.5> Biological Indicators for Sterilization

e <1229.6> Liquid Phase Sterilization

e <1229.7> Gaseous Sterilization

e <1229.8> Dry Heat Sterilization

e <1229.9> Physicochemical Integrators and Indicators for Sterilization
e <1229.10> Radiation Sterilization

e <1229.11> Vapor Phase Sterilization

e <1229.12> New Sterilization Methods
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Appendix 1. Comparison of Current Revision of Chapter <55> to Deleted Enforceable Chapters

Subject

Pre-August 1, 2016 Version

Post August 1, 2016 Version

Population — Number of Samples

Chapter <55>
» three specimens

Chapter <55>
» manufacthurer must use "at least four test
samples”

Population - method

Chapter <55>
= blender cup methed.

Chapter <55

= does not specify method, only states to
"mechanically disrupt to achieve a home-
geneous suspension”

Population — test tube size

Chapter <55>
* screw capped 16 x 125 mm

» Not specified

Population — acceptable range for
verification of labeled population

USP Monographs

= For paper camriers and salf-contained:
"log average number of viable spores

per carrier is not less than 0.3 log of the
labeled spore count per carrier and does
not excesd the log labeled spore count per
carrier by 0.48"

= For nonpaper carmers: "the average
number of viable spores per carmrier are
within -50% and +300% of the labeled
count per carrier”

= For liquid spore suspensions: "within =1
log of the value stipulated by the manufac-
turer”

Chapter <55

= For vendor supplied Bls: "betwesn 50%
and 300% of the manufacturer’s stated
value™

= For spore Suspensions, “within 50% -
300% of the labeled count”

Population — plate counts

Chapter <55
= "preferably 30 to 300 colonies, but not
less than &, on each of a pair of plates”,

Chapter <55
= "30 to 300 colonies on each plate in a

-

pair”,

D-value — Number of Samples

Chapter <55>

* "Take a sufficient number of groups of
specimens of biclogical indicaters in their
original individual containers, each group
cansisting of 5 to 10 specimens.”

Chaptar <55>

» "Use 20 replicate test sample Bls in their
original individual containers, subjected to
at least five exposure conditions for a total
of 100 tests.”

D-value — Verification

Dfficial Monographs
* "The requirement of the test are met if
the determined D value is within 20% of
the labeled D value..”

Chapter <55>
* Mot specified in this chapter

Purity

Official Monographs

* "Purity: By examination of the colonies
derived from the spores on a suitable plate
culture medium, determine that there is
no evidence of contamination with other
microorganisms.”

Chapter <55
= Mot specified in this chapter

Survival f Kill

Official Monographs

= Equations for calculation of Survival and
Kill imes

= Acceptance criteria

* Retest procedure if not more than one
EI fails the procedure described in Chapter
<G5>

Chapter <55

* Procedure for verification of values per
the equations presented in the official
monographs

Chapter <55
=", . should be provided by the manufac-
turer and verified by the end user"




Appendix 2. Comparison of Current Informational Chapter <1229> to Deleted Chapter <1035>

Heading

General Chapter <1035>
Biological Indicators for Sterilization

General Chapter <1229.5>
Biological Indicators for Sterilization

Introduction Proper Use of Biological
Indicators

= General description of a BI, the organ-
isms used for Bls and the applications of
BIs

» General description of a BI, the organ-
isms used for Bls and the applications of
Bls

BI Manufacturer's Responsibility

To provide:

= Certificate of Analysis

= Microbial count and resistance stability
throughout shelf-life

* D-value and method by which it was
determined

= Storage conditions

= Directions for use, including medium and
conditions used for recovery

= Disposal instructions

To provide:

» Certificate of Analysis

» Microbial population

* Resistance (D and Z values where ap-
propriate])

* Storage conditions

= Expiry

* Directions for use, including medium and
conditions used for recovery

* Disposal instructions

BI User’'s Responsibility

= Should establish suitability for use in a
specific sterilization process

* Should establish in-house acceptance
standards for BIs

* Should obtain a Certificate of Perfor-
mance

* Should perform audits of manufacturer
= Should verify purity and morphology

* Microbial count should be determined
= Manufacturer’s D-value range, storage
conditions, expiration and stability should
be observed

= Suitability for use in a specific sterliza-
tion process must be established

» Should obtain a certificate of analysis
» Should verify labeled population

= Resistance need not be reconfirmed
when used according to manufacturer's
directions

User-Prepared Biclogical Indicators

= Users responsibility to ensure perfor-
mance reguirements met.

» Users responsibility to determine popula-
tion and resistance.

Characterization of Biological
Indicators

= Information located throughout various
sections.

End user acceptance and control of Bls
» Packaging and Storage

= Expiration Date

= Identification

« Purity

» Disposal

Types of Biological Indicators

General descriptions

= Spores inoculated onto a carrier in a
package

= Spore suspension inoculated onto or into
product

= Self-contained, growth medium in direct
contact with spores during sterilization

= Self-contained, growth medium placed in
direct contact with spores after sterilization

General descriptions

» Spores inoculated onto a carrier in a
package

* Spore suspension inoculated onto or into
product

» Self-contained, growth medium in direct
contact with spores during sterilization

» Self-contained, growth medium placed in
direct contact with spores after sterilization

Salection for a Specific Process

= Gives general description sterilization
modalities, appropriate test organisms,
and their typical resistance charackeristics.

» Gives general description of sterilization
modalities, appropriate test organisms, and
directs reader to USP chapters <1229.1 to
1229.11> for further information.
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