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• The BI/spore test monitors a single load at a given point in time.

• The load may have reached all the parameters for sterilization, but was each 
package/cassette exposed to the parameters?

• The load settings may not be appropriate for the items being processed.



• Violation of ethical standards
• Liability to the doctor individually
• Liability to the practice as a whole
• Negative publicity for the practice
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What to Use?
And Who Says?



Guidelines for Infection Control in Dental 
Health-care Settings - 2003

https://www.cdc.gov/mmwr/pdf/rr/rr5217.pdf

Guidelines for Disinfection and Sterilization in 
Healthcare Facilities 2008-2019

https://www.cdc.gov/infectioncontrol/pdf/guidelines/disinfection-guidelines-H.pdf



Chemical

Biological

Mechanical

Combination of:



Biological Monitoring
• Upon installation of equipment
•Weekly – per CDC 
• If a BI is positive
• Take sterilizer out of service and retest
• If second test fails – service sterilizer

•When equipment is moved
•When equipment has been serviced
•When major changes are made to 

packaging, wraps or load configuration
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Biological 
Indicators/Spore Tests

Mechanical IndicatorsImage Source:  HuFriedy Group

Directly assess sterilizer 
effectiveness by determining if 

spore forming microorganisms are 
killed.

Assess whether the physical conditions 
necessary for sterilization were achieved.

Image Source:  Tuttenauer

Chemical Indicators
Use chemicals to assess whether the 

physical conditions necessary for 
sterilization were achieved – 1 to 3 

parameters measured.



Image Source:  Halyard

Image Source:  Duraline





https://www.cdc.gov/infectioncontrol/pdf/guidelines/disinfection-guidelines-H.pdf



https://www.aami.org/standards/ansi-aami-st79



https://www.aami.org/standards/ansi-aami-st79



https://www.aami.org
/standards/ansi-aami-

st79



ExampleDescriptionIndicator
Autoclave tape or chemical indicator strips, 
located inside or attached to the outside of the 
packs

Measures one or more variables in the 
sterilization process – packs have been directly 
exposed to the sterilization process

Type 1
Process indicator

Bowie-Dick air removal test for prevacuum 
steam sterilizers

Used when sterilization standards require a 
specific test procedure

Type 2
Specific-use indicator

Chemical pellet that melts at a specific 
temperature.

Measures one critical variable in the 
sterilization process – exposure to a stated 
value of the variable e.g., temp.

Type 3
Single-variable indicator

Chemical indicators that change color when 
exposed to a given temp. for a specified time in 
a steam sterilizer -

Measures two or more critical variables in the 
sterilization process  

Type 4
Multi-variable indicator

Moving front indicators – respond to all critical 
process parameters

Integrating indicator (integrator)Type 5

Cycle-specific indicators – typically placed in a 
pack, pouch or container, responds to all critical 
process parameters in the specific sterilization 
cycle

Emulating indicators (cycle verification 
indicators)

Type 6



Type 3 or 4

Type 4

Type 5Type 1



If load passed, but individual packs 
fail, repackage and reprocess 
individual packs.

Evaluate each package 
indicator

If indicator passes, release load.
If indicator fails, repackage and 

reprocess all items.
Evaluate load 

indicator

Placed in sterilizer in position 
indicated by MIFUsType 5 

Indicator for load

Sterilization Monitoring of Each Load

May be incorporated into pouch or 
strip placed in pouch, pack or 

cassette

Type 3 or 4
Indicator for each 

pack



• Substituting them for BIs/spore tests

• Failure to place Type 5 indicator in each load
• Using the wrong type of indicator – must measure all parameters

• Failure to repackage and re-sterilize items in the load if the indicator shows failure

• Purchasing indicators (and packaging materials) from unverified sources
• i.e., not from a dental distributor



• Failure to follow sterilizer or device manufacturer’s  IFUs for type of 
sterilization cycle

•Use of same sterilization cycle for all items
• Packaged – pouches vs. wraps
• Instruments vs. handpieces
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