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Synopsis of In-Office Biological Indicators (BIs) (Project 08-016) (12/08) 

 
The goal of sterilization is the complete destruction of all microorganisms on processed items. 
Sterilization procedures are routinely monitored using a combination of mechanical, chemical, and 
biological indicators (BIs). These indicators evaluate the 
sterilizing conditions and the procedure’s effectiveness. 
Biological indicators, or spore tests, are the most accepted 
method for monitoring the sterilization process because 
they assess it directly by killing known highly resistant 
microorganisms, rather than merely testing the physical 
and chemical conditions necessary for sterilization. 
Because spores used in BIs are more resistant and 
present in greater numbers than the common microbial 
contaminants found on patient-care equipment, an 
inactivated BI indicates other potential pathogens in the 
load have been killed. In-office biological monitoring is 
available; mail-in sterilization monitoring services (e.g., 
from private companies or dental schools) can also be 
used to monitor sterilization equipment. In-office monitoring involves the purchase of the appropriate 
supplies and equipment (e.g., indicators, incubator, and growth media if necessary), in-house analysis of 
the BI, and documenting the results. For information on sterilization monitoring and recordkeeping 
requirements in USAF dental facilities, please review the USAF Guidelines for Infection Control in 
Dentistry.  
 
BIs are available in three basic types:  

- Open loop culturing sets use a spore-impregnated paper strip which is subjected to a sterilization 
challenge and then aseptically transferred to a separate media vial for incubation.  

- Closed loop BIs have both a spore strip and the growth media contained within a plastic container 
which is activated and incubated after the sterilization challenge.  

- Ampule systems use a spore suspension enclosed in a sealed glass ampule that does not require 
activation. 

 
It is important to realize that the BI must be appropriate for the sterilization process being used (e.g., 
steam [autoclave], dry heat, unsaturated chemical vapor, ethylene oxide). In other words, a BI designed 
for one sterilization method may not necessarily be appropriate to use for other methods. The two types 
of spores used are Geobacillus stearothermophilus or Bacillus atrophaeus. G. stearothermophilis is used 
for monitoring steam and unsaturated chemical vapor, while B. atrophaeus is used with dry heat and 
ethylene oxide sterilizers. Biological indicators may be labeled for use with several different types of 
sterilization processes. These BIs contain both spore types in a single indicator test (e.g., dual species 
BI); however it’s important to note that different incubation times and temperatures may be required 
depending upon the sterilization method used.  
 
Always follow the manufacturer instructions for placement and location of the BI in the sterilizer, 
incubation time and temperature, and analysis. If using spore strips, leave the spore strip in the glassine 
envelope while processing it through the sterilization cycle and then aseptically remove the strip and 
place it in the culture media tube. Single-use disposable commercially-preassembled test packages 
containing a BI, and often times also including a chemical indicator, are available that simulate a wrapped 
package. This test package creates a challenge to the sterilization process that is representative of the 
most difficult item to sterilize in the load. Presently, these test packages are only available for use in 
hospital-type sterilizers (e.g., floor-standing models with chambers larger than two cubic feet) and not 
tabletop sterilizers.   
 
Incubation times and temperatures for BIs depend on the product being used and can range from one 
hour to seven days to detect viable spores. No growth indicates successful sterilization. For quality 
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control purposes a control indicator (from the same lot as the test indicator and not processed through 
the sterilizer) is incubated with the test BI. The control BI should yield positive results for bacterial growth. 
The majority of BIs for steam sterilizers require incubation for 24 hours; however a new generation of 
spore tests, rapid-readout BIs, can provide results in one to three hours for gravity or prevacuum steam 
sterilizers when incubated in a special auto-reader incubator. Additional information about using rapid-
readout BIs can be found in the USAF Guidelines for Infection Control in Dentistry. 
 
Because of the variety of BI products and sterilization equipment available, it is recommended to discuss 
the type of sterilization equipment in use at your facility (e.g., type of sterilizer [autoclave, dry heat, 
chemiclave]; tabletop vs. hospital-steam sterilizer; prevacuum vs. gravity cycle; operating temperatures) 
with the BI manufacturer/distributor before purchasing any new products. The following synopsis consists 
of tables listing selected in-office BIs, their manufacturers, and basic product information. The products 
are listed alphabetically by manufacturer. This synopsis should assist the reader in selecting biological 
indicators suited to the needs of their clinic.  
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Synopsis of In-Office Biological Indicators (BIs)* 
 

Product  Confirm Culture Kit Confirm In-Office Biological 
Monitoring System 
 

Unispore® 

Manufacturer or 
Distributor 

Confirm Monitoring Systems, 
Inc 
109 Inverness Dr. E, Unit F 
Englewood, CO 80112 
(800) 819-3336 
(303) 699-3356 
(303) 699-8255  FAX 
www.confirmmonitoring.com  
 

Confirm Monitoring Systems, 
Inc 
109 Inverness Dr. E, Unit F 
Englewood, CO 80112 
(800) 819-3336 
(303) 699-3356 
(303) 699-8255  FAX 
www.confirmmonitoring.com 

Getinge USA 
1777 E. Henrietta Rd. 
Rochester, NY 14623 
(800) 950-9912 
(800) 950-2570 
www.getingeusa.com  

Sterilizer 
Compatibility  
 

Steam, Chemical Vapor, Dry 
Heat, Ethylene Oxide (EtO) 

Steam Steam, Chemical Vapor, 
Dry Heat, Ethylene Oxide 
(EtO) 
 

Type  Open Loop 
 

Closed Loop Open Loop 

Dual Species BI  
 

Yes No Yes 

Product-Specific 
Incubator  
 
 

No 
Any appropriate incubator: 
• 55-60ºC Steam, Chemical 
Vapor 
• 30-35ºC Dry Heat, EtO 
 

No 
Any appropriate incubator 
(including the 3M Attest™): 
• 55-60ºC Steam 
 
 

No 
• 55ºC Steam, Chemical 
Vapor 
• 37ºC Dry Heat, EtO 
 

Read Out Time  24 hours Steam 
72 hours Chemical Vapor 
7 days Dry Heat, EtO 
 

24 hours 5 days 

Shelf-Life (from date 
of manufacture) 

 

12 months 
 

24 months 24 months 

Price  Retail:  
Refills: $68.00 (25 vials of 
tryptic soy broth and 25 spore 
strips) 
 
Government:  
Refills: $59.50 (25 vials of 
tryptic soy broth and 25 spore 
strips) 
 

Retail:  
Starter Kit: $291.75 
(Incubator, 25 ampules, 1 
recordkeeping book, 1 vial 
crusher) 
Refills: $97.85 (25 
ampules/box)  
Incubator: $237.80 
 
Government:  
Starter Kit: $227.75 (contents 
as listed above) 
Refills: $81.40 (25 
ampules/box)  
Incubator: $199.00 
 

Retail:  
Starter Kit: $74.41 (Culture 
Kit: 25 BIs and 25 tubes) 
Refills: $110.34 (100 BIs); 
$529.31 (500 BIs)  
Culture Media: $67.87 (25 
tubes/box); $208.70 (100 
tubes/box) 
Incubator: $665.71 (Dri 
Bath)  
 
Government:  
Starter Kit: $34.04 
(contents as listed above) 
Refills: $52.94 (100 BIs); 
$257.38 (500 BIs)   
Culture Media: $32.12 (25 
tubes/box); $94.55 (100 
tubes/box) 
Incubator: $220.61 (Dri 
Bath) 
 

*The manufacturers provided the data in this table. The listing or omission of a product in the following tables does 
not imply endorsement, approval, or disapproval by DECS. 

 
 

http://www.confirmmonitoring.com/�
http://www.confirmmonitoring.com/�
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Synopsis of In-Office Biological Indicators (BIs)* 

 
Product  Biosign® SSI Test Packs 

 
Biosign Steam-24 BI 
 

Biosign BI and EZ-VU® 
Test Packs 
 

Manufacturer or 
Distributor 

Getinge USA 
1777 E. Henrietta Rd. 
Rochester, NY 14623 
(800) 950-9912 
(800) 950-2570 
www.getingeusa.com  
 

Getinge USA 
1777 E. Henrietta Rd. 
Rochester, NY 14623 
(800) 950-9912 
(800) 950-2570 
www.getingeusa.com  

Getinge USA 
1777 E. Henrietta Rd. 
Rochester, NY 14623 
(800) 950-9912 
(800) 950-2570 
www.getingeusa.com  

Sterilizer 
Compatibility  
 

 Steam 
132°C (270°F) Prevacuum 
 
 

 Steam 
121°C (250°F) and 134°C 
(273°F) Prevacuum and 
Gravity cycles 
 
 
 

Steam, Ethylene Oxide 
(EtO) 
 
 

Type  Closed Loop 
 

Closed Loop Closed Loop 

Dual Species BI   
 

No No Yes 

Product-Specific 
Incubator  
 
 

Yes 
• 55ºC Steam 

Yes 
• 55ºC Steam 

Yes 
• 55ºC Steam 
• 37ºC EtO 

Read Out Time  24 hours 
 

24 hours 48 hours Steam 
4 days EtO 
 

Shelf-Life (from date 
of manufacture) 

 

18 months 18 months 18 months 

Price  Retail:  
Refills: $172.18 (20 Biosign 
SSI Test Packs with 20 
controls and instant read 
integrator record card)  
Incubator: $665.71 
 
Government:  
Refills: $99.65 (20 Biosign 
SSI Test Packs with 20 
controls and instant read 
integrator record card) 
Incubator: $220.61 
 

Retail:  
Refills: $116.81 (50 
BIs/box)  
Incubator: $665.71 
 
Government:  
Refills: $67.61 (50 BIs/box)  
Incubator: $220.61 
 

Retail:  
Refills: $87.71 (10 Biosign 
BIs); $126.86 (50 Biosign 
BIs) 
EZ-VU® Test Pack: 
$172.18 (20 test packs 
with 20 Biosign indicator 
test packs and 20 controls) 
Incubator: $665.71 
 
Government:  
Refills: $17.33  (10 Biosign 
BIs); $58.31 (50 Biosign 
BIs) 
EZ-VU® Test Pack: $84.78 
(20 test packs with 20 
Biosign indicator test packs 
and 20 controls) 
Incubator: $220.61 
 

*The manufacturers provided the data in this table. The listing or omission of a product in the following tables does 
not imply endorsement, approval, or disapproval by DECS. 
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Synopsis of In-Office Biological Indicators (BIs)* 

 
Product  SporeCheck™ 24 Hour In-

Office Test System 
 

Bioview™ ProTest Steam BI 
 

Manufacturer or 
Distributor 

Hu-Friedy Mfg. 
3232 N. Rockwell 
Chicago, IL 60618 
(800) 483-7433 
(773) 975-6100 
(800) 729-1299 FAX 
www.hu-friedy.com  

North Bay Bioscience, LLC 
PO Box 232 
13606 S West Bay Shore Dr. 
Traverse City, MI 49685 
(800) 289-7786 
(231) 922-2211 
(231) 922-2274  FAX 
www.nbbs.com  
 

Raven Laboratories 
8607 Park Dr. 
Omaha, NE 68127 
(800) 728-5702 
(402) 593-0781 
(402) 593-0995 FAX 
www.ravenlabs.com  
 

Sterilizer 
Compatibility  
 

Steam 
 

Steam Steam  
 
 

Type  Closed Loop  
 

Closed Loop Closed Loop 

Dual Species BI   
 

No No No 

Product-Specific 
Incubator  
 
 

No 
Can be used in dry block 
incubators 
 

Yes 
Also fits existing 14-hole 
incubators (including 3M 
Attest™): 
• 55-60ºC Steam 
 
 

No 
Fits many different 
incubators (including 3M 
Attest™ and SPS) 

Read Out Time  24 hours 
 

24 hours 24 hours 

Shelf-Life (from date 
of manufacture) 

 

18 months 
 

18 months  
 

18 months 

Price  Retail:  
Starter Kit: $299.00 (25 self-
contained steam biological 
indicators, 1 vial crusher, 1 
record notebook, 1 dry block 
incubator) 
Refills: $129.00 (25 BIs/box) 
Incubator: $227.00 
 
Government:  
Starter Kit: $202.81 (contents 
as listed above) 
Refills: $87.06 (25 BIs/box) 
Incubator: $153.20 
 

Retail:  
Starter Kit: $269.00 
(Incubator, 25 Bioview 
ampoules) 
Refills: $50.00 (25 Bioview 
ampoules); $187.00 (100 
Bioview ampoules)  
Incubator: $265.00 
 
Government:  
Starter Kit: $269.00 
(contents as listed above) 
Refills: $50.00 (25 Bioview 
ampoules); $187.00 (100 
Bioview ampoules)  
Incubator: $265.00 
 

Retail:  
Refills: $41.25 (25/box); 
$157.50 (100/box) 
Incubator: $229.00  
 
Government:  
Refills: $32.81 (25/box); 
$131.25 (100/box) 
Incubator: $229.00 or 2 for 
$299.00  
 

*The manufacturers provided the data in this table. The listing or omission of a product in the following tables does 
not imply endorsement, approval, or disapproval by DECS. 
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Synopsis of In-Office Biological Indicators (BIs)* 

 
Product  ProSpore Ampoule Spore Strips 

 
Sporview® Culture Set 

Manufacturer or 
Distributor 

Raven Laboratories 
8607 Park Dr. 
Omaha, NE 68127 
(800) 728-5702 
(402) 593-0781 
(402) 593-0995 FAX 
www.ravenlabs.com  
 

Raven Laboratories 
8607 Park Dr. 
Omaha, NE 68127 
(800) 728-5702 
(402) 593-0781 
(402) 593-0995 FAX 
www.ravenlabs.com  
 

SPS Medical 
6789 W. Henrietta Rd. 
Rush, NY 14543 
(800) 722-1529 
(585) 359-0130 
(585) 359-0167 FAX 
www.spsmedical.com  

Sterilizer 
Compatibility  
 

Steam Steam, Chemical Vapor, 
Dry Heat, Ethylene Oxide 
(EtO) 
 

Steam, Chemical Vapor 

Type  Ampule 
 

Open Loop Open Loop 

Dual Species BI  
 

No Yes Yes 

Product-Specific 
Incubator  
 
 

Yes 
1-G55-PS incubator, 55°C  

Yes 
1-G55-PS incubator for 
steam and chemical vapor; 
1-G35-16 incubator for dry 
heat and EtO 
 

Yes 
Any dry block incubator 
operating at 55-60°C with a 
13 mm well size 
 

Read Out Time  48 hours 
 

24 hours Steam 
72 hours Chemical Vapor 
7 days Dry Heat, EtO 
 

7 days 

Shelf-Life (from date 
of manufacture) 

 

18 months 
 

24 months—strips  
12 months—media  

12 months 

Price  Retail:  
Refills: $85.00 (50 
ampoules); $22.00 (10 
ampoules) 
Incubator: $229.00  
 
Government:  
Refills: $72.19 (50 
ampoules); $17.49 (10 
ampoules) 
Incubator: $229.00 or 2 for 
$299.00 

Retail:  
Refills: $112.00 (100 dual 
species strips, 100 culture 
media tubes)  
Incubator: $229.00  
 
Government:  
Refills: $100.00 (100 dual 
species strips, 100 culture 
media tubes) 
Incubator: $229.00 or 2 for 
$299.00 
 

Retail:  
Starter Kit: $250.00 (1 box 
of 20 culture sets, 1 record 
notebook, 1 dry block 
incubator) 
Refills: $65.00 (20 culture 
sets); $275.00 (100 culture 
sets) 
Incubator: $165.00  
 
Government:  
Starter Kit: $192.02 
(contents as listed above) 
Refills: $45.38 (20 culture 
sets); $192.02 (100 culture 
sets) 
Incubator: $148.13  
 

*The manufacturers provided the data in this table. The listing or omission of a product in the following tables does 
not imply endorsement, approval, or disapproval by DECS. 
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Synopsis of In-Office Biological Indicators (BIs)* 

 
Product  SporAmpule® BI Sporview® Steam Self-

Contained BI 
 

SporView® Plus Steam 
BI Test Pack 

Manufacturer or 
Distributor 

SPS Medical 
6789 W. Henrietta Rd. 
Rush, NY 14543 
(800) 722-1529 
(585) 359-0130 
(585) 359-0167 FAX 
www.spsmedical.com  

SPS Medical 
6789 W. Henrietta Rd. 
Rush, NY 14543 
(800) 722-1529 
(585) 359-0130 
(585) 359-0167 FAX 
www.spsmedical.com  
 

SPS Medical 
6789 W. Henrietta Rd. 
Rush, NY 14543 
(800) 722-1529 
(585) 359-0130 
(585) 359-0167 FAX 
www.spsmedical.com  

Sterilizer 
Compatibility  
 

Steam Steam  Steam  
 
 

Type  Ampule 
 

Closed Loop Closed Loop 

Dual Species BI  
 

No No No 

Product-Specific 
Incubator  
 
 

Yes 
Any dry block incubator 
operating at 55-60°C with 
an 11 mm well size 
 

Yes 
Any dry block incubator 
operating at 55-60°C with 
an 11 mm well size 
 

Yes 
Any dry block incubator 
operating at 60°C with an 
11 mm well size 
 

Read Out Time  48 hours 
 

24 hours 24 hours 

Shelf-Life (from date 
of manufacture) 

 

18 months 
 

18 months 24 months 

Price  Retail:  
Starter Kit: $250.00 (1box 
of 20 ampules, 1 record 
notebook, 1 dry block 
incubator) 
Refills: $65.00 (20 
ampules); $275.00 (100 
ampules) 
Incubator: $165.00  
 
Government:  
Starter Kit: $192.02 
(contents as listed above) 
Refills: $37.90 (20 
ampules); $162.09 (100 
ampules) 
Incubator: $148.13  
 

Retail:  
Starter Kit: $250.00 (1box 
of 25 BIs, 1 record 
notebook, 1 dry block 
incubator) 
Refills: $70.00 (25 BIs); 
$205.00 (100 BIs)  
Incubator: $165.00  
 
Government:  
Starter Kit: $164.59 
(contents as listed above) 
Refills: $41.39 (25 BIs); 
$106.73 (100 BIs) 
Incubator: $148.13  
 

Retail:  
Refills: $230.00 (25 Test 
Packs with 25 controls and 
immediate readout Class 5 
integrator); $185.00 (25 
Test Packs with 5 controls 
and immediate readout 
Class 5 integrator)   
Incubator: $165.00 
 
Government:  
Refills: $113.21 (25 Test 
Packs with 25 controls and 
immediate readout Class 5 
integrator); $101.49 (25 
Test Packs with 5 controls 
and immediate readout 
Class 5 integrator)   
Incubator: $148.13 
 

*The manufacturers provided the data in this table. The listing or omission of a product in the following tables does 
not imply endorsement, approval, or disapproval by DECS. 
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Synopsis of In-Office Biological Indicators (BIs)* 
 

Product  Spordi Spore Strips 
 

Verify® Self-Contained 
Biological Indicators 

1262 3M™ Attest™ BI for 
121°C (250°F) Gravity and 
132°C (270°F) Vacuum 
Assisted Steam Sterilizers 
 

Manufacturer or 
Distributor 

STERIS Corporation 
5960 Heisley Rd. 
Mentor, Ohio 44060 
(800) 548-4873  
(440) 354-2600 
(440) 350-7086 FAX 
www.steris.com 
 

STERIS Corporation 
5960 Heisley Rd. 
Mentor, Ohio 44060 
(800) 548-4873  
(440) 354-2600 
(440) 350-7086 FAX 
www.steris.com  
 

3M 
3M Center  
St. Paul, MN 55144 
(800) 228-3957 
(651) 633-2072  FAX 
www.3m.com/healthcare 
 

Sterilizer 
Compatibility  
 

Steam, Dry Heat, Ethylene 
Oxide (EtO) 

Steam, Ethylene Oxide (EtO) Steam 
121°C (250°F) Gravity; 
132°C (270°F) Prevacuum 
 

Type  Open Loop Closed loop Closed Loop 
 

Dual Species BI  
 

Yes Yes No 

Product-Specific 
Incubator  
 
 

Yes Yes Yes 
3M 14-vial (#116);  
3M 28-vial (#126) 
 

Read Out Time  7 days  
 

24 hours steam 
48 hours EtO 
 

48  hours 
 

Shelf-Life (from date 
of manufacture) 

 

18 months—strips  
12 months—media 

12 months 24 months 

Price  Retail:  
Refills: $160.17 (100  dual 
species spore strips); 
$545.13 (500 dual species 
spore strips); $166.60 (100 
culture media tubes) 
Incubator: $546.16  
 
Government:  
Refills: $62.78 (100 dual 
species spore strips); 
$133.67 (500 dual species 
spore strips); $75.13 (100 
culture media tubes) 
Incubator: $125.52  
 

Retail:  
Refills: $131.84 (50 BIs); 
$231.75 (100 BIs) 
Incubator: $546.16  
 
Government:  
Refills: $60.85 (50 BIs); 
$79.80 (100 BIs) 
Incubator: $125.52  
 

Retail:  
Starter Kit: $156.50 (1 roll 
#1222-6N indicator tape, 1 
Box 3M #1262P indicators, 1 
#116 Incubator, 1 bag 
#1243B chemical integrators, 
1 log book, in-service video 
and wall chart) 
Refills: $49.00 (25/box, 4 
boxes/case); $136.50 
(100/box, 4 boxes/case) 
Incubator: $111.25 (3M 14 
vial round [#116]); $234.85 
(3M 28 vial—2 tier [#126]) 
 
Government:  
Starter Kit: $147.63 (contents 
as listed above) 
Refills: $43.88 (25/box, 4 
boxes/case); $116.71 
(100/box, 4 boxes/case) 
Incubator: $99.30 (3M 14 vial 
round [#116]); $210.28 (3M 
28 vial—2 tier [#126]) 
 

*The manufacturers provided the data in this table. The listing or omission of a product in the following tables does 
not imply endorsement, approval, or disapproval by DECS. 
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Synopsis of In-Office Biological Indicators (BIs)* 
 

Product  1261 3M™ Attest™ BI for 
132°C (270°F) Gravity 
Displacement Steam 
Sterilizers 
 

1292 3M™ Rapid Readout 
BI  for 121°C (250°F) 
Gravity and 132°C (270°F)  
Vacuum Assisted Steam 
Sterilizers 
 

1291 3M™ Rapid Readout 
BI for 132°C (270°F) Gravity 
Steam Sterilizers 
 

Manufacturer or 
Distributor 

3M 
3M Center  
St. Paul, MN 55144 
(800) 228-3957 
(651) 633-2072  FAX 
www.3m.com/healthcare 
 

3M 
3M Center  
St. Paul, MN 55144 
(800) 228-3957 
(651) 633-2072  FAX 
www.3m.com/healthcare 

3M 
3M Center  
St. Paul, MN 55144 
(800) 228-3957 
(651) 633-2072  FAX 
www.3m.com/healthcare 

Sterilizer 
Compatibility  
 

Steam 
132°C (270°F) Gravity  

Steam 
121°C (250°F) Gravity; 
132°C (270°F) Prevacuum 
 

Steam 
132°C (270°F) Gravity  
 

Type  Closed Loop Closed Loop  
 

Closed Loop 

Dual Species BI  
 

No No No 

Product-Specific 
Incubator  
 
 

Yes 
3M 14-vial  (#116);  
3M 28-vial (#126) 
 

Yes 
3M 290 AutoReader 
 

Yes 
3M 290 AutoReader 
 

Read Out Time  24 hours 3 hours 
 

1 hour 

Shelf-Life (from date 
of manufacture) 

 

24 months 24 months 
 

24 months 

Price  Retail:  
Refills: $136.50 (100/box, 4 
boxes/case); $49.00 (25/box, 
4 boxes/case)  
Incubator: $111.25 (3M 14 
vial round [#116]);  
$234.85 (3M 28 vial—2 tier 
[#126]) 
 
Government:  
Refills: $116.71 (100/box, 4 
boxes/case); $43.88 (25/box, 
4 boxes/case)  
Incubator: $99.30 (3M 14 vial 
round [#116]); $210.28 (3M 
28 vial—2 tier [#126]) 
 

Retail:  
Refills: $123.90 (50/box, 4 
boxes/case) 
Incubator: $1200.00 (3M 290 
AutoReader) 
 
Government:  
Refills: $104.55 (50/box, 4 
boxes/case) 
Incubator: $1200.00 (3M 290 
AutoReader) 
 

Retail:  
Refills: $123.90 (50/box, 4 
boxes/case) 
Incubator: $1200.00 (3M 290 
AutoReader) 
 
Government:  
Refills: $104.55 (50/box, 4 
boxes/case) 
Incubator: $1200.00 (3M 290 
AutoReader) 
 

*The manufacturers provided the data in this table. The listing or omission of a product in the following tables does 
not imply endorsement, approval, or disapproval by DECS. 
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