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CSSD Workflow & 3M Solutions

Sterilizers : GS Steri-Vac
BMEC, URMEC, RMEC, Instrument tracking ~ Sterlization monitoring CORE 4 @ APTIPIPIN
Pre-cleaning sprays Wraps, containers b then OR, ICU etc.
Wash monitors Non-woven >
Cleaning and cleaning verification:
Clean trace ATP system

Enzymatic cleaners

] < Sterilization
Contaminated i Prep & Pack Monitoring & documentation

items from OR,

ER,ICU, etc. Decontamination Assemble trays
(Cleaning) Wrap, prep
Pre-cleaning sprays Remove gross contamination
Disassemble
Wash & disinfect
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Personal Protective Equipment ( PPE )
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Personal Protective Equipment ( PPE )
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§183574 (Standard and Guideline)

AORN Guideline
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CDC 2008 : Disinfection and Sterilization, p: 36-37
AAMI ST 79 and TIR 30
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Protein Test Wag ATP Test lun1sasiaaay

ISO 15883-1 : Wash and Disinfection
e -Recommend use Protein test for Cleaning Monitoring
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Physical monitoring

« Typically, Time, temperature and
pressure which are shown from
machine sensors

+ New generation of sterilizer can print
report on a paper or save in digital
format
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Sterilization Process Monitoring
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A Sterilization must be
controlled in a holistic
) approach, including all the
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n. R
Indmte exposurs toa prooess to allow Exposure or Process indicator
i and
ltems Indlcata gross fa1ure
Indicators for use in special application , e.g. Bowie 2 S2 Special indicator: ISO 11140 parts
and Dick-type test
Indicators to be placed | Reacts to one critical 3 i3 “Internal” Single variable indicator
inside individual load | process variables
items and to assess
attainment of the Reacts to more than one 4 i4 “Internal” Multivariable indicator
cnhcal process critical process variable
at the point
of placement Reacts to all critical 5 i5 “Internal” Integrating indicator
process variable
Reacts to all critical 6 i6 “Internal” Emulating indicator
process variables ( specific sterilization cycle)
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3M™ Comply™ Lead Free Indicator Tape for Steam Sterilization

1322
Unexposed mMsudsna
3M™ Comply™ Lead Free Indicator Tape for Steam Sterilization 1322
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:Single Parameter
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Steam Cl: Type 5, Type 4 and Type 1 in the chamber
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Biological Indicator
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AAMI 16-Towel Test Pack
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STEAM (lovh)
3 Hour = 180 Min
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AAMI Routine Syringe Pack
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Guidance for Industry and FDA Staff

Biological Indicator (BI) Premarket
Notification [510(k)] Submissions

e Validation of Bl incubation times <7 days
e AT AUTRTA (reliability ) > 97% Liia

wBauifsuiuraanmsguida 749

For questions regarding this document contact Dr. Sheila Murphey a 240-276-3700 or by email at
sheilamurphey(@1da hhs gov

U.S. Department Of Health and Human Services
Food and Drug Administration
Center for Devices and Radiological Health

Iufection Contrul Devices Branch
Division of Anesthesiology, Ceneral Hospital, Infection Control, and Dental Devices
Office of Device Evaluation
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THANK YOU
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