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4.0 Indications for Use Statement 
 

 
510(k) Number (if known):   To be assigned 
 
Device Name:      3M Attest™ 1496V Super Rapid Readout Steam 

  Challenge Pack  
3M Attest™ 41482V Super Rapid 5 Steam-Plus 

Challenge Pack 
    
 
Indications For Use:   
 
 
Use the 3M Attest™ Super Rapid Readout Steam Challenge Pack 1496V  and the 3M 
Attest™ Super Rapid 5 Steam-Plus Steam Challenge Pack 41482V in conjunction with 
the 3M Attest™ Auto-reader 490 to qualify or monitor 270°F (132°C) and 275°F 
(135°C) dynamic-air-removal (pre-vacuum) steam sterilization cycles.  
 
The 3M Attest™ Super Rapid Readout Biological Indicator 1492V contained in the 
challenge pack provides a final fluorescent result in 1 hour.  An optional visual pH 
color change result is observed in 48 hours.  
 
 
 
 
 
 
Prescription Use _______   AND/OR           Over-The-Counter Use ___X____ 
(Part 21 CFR 801 Subpart D)    (21 CFR 801 Subpart C) 
 
 (PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 
 

 
 Concurrence of CDRH, Office of Device Evaluation (ODE) 
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Description of Device: 
 

The 3M Attest™ 1496V Super Rapid Readout Steam and 41482V Super Rapid 5 
Steam-Plus Challenge Packs are specifically designed to qualify or routinely challenge 
270°F (132°C) and 275°F (135°C) dynamic-air-removal (prevacuum) steam 
sterilization cycles in healthcare facilities.   
 
The 1496V and 41482V Challenge Packs consist of multiple layers of medical index 
cards, some of which are die-cut to contain monitoring products.  The pack is 
overwrapped and secured with a label.  The Challenge Packs have the same design as 
the predicate device.  Each 1496V test pack contains an Attest™ 1492V Super Rapid 
Biological Indicator (1492V SRBI) while the 41482V Super Rapid 5 Steam-Plus 
Challenge Pack contains a 1492V SRBI and a SteriGage™ steam chemical integrator.  
The 1492V SRBI is specifically designed for a rapid fluorescent result when used in 
conjunction with the 3M Attest™ 490 Auto-reader.  A fluorescence change indicates a 
steam sterilization process failure.  Attest™ 1492V SRBI controls are provided with the 
Challenge Packs.  The SteriGage™ integrator offers an immediate Accept/Reject 
reading that allows for implant load early release in emergency situations as defined in 
AAMI ST-79.  Each Challenge Pack has a chemical process indicator on the outside of 
the device that changes from yellow to brown or darker when exposed to steam.   
 
 
Indications for Use: 

 
Use the 3M Attest™ Super Rapid Readout Steam Challenge Pack 1496V  and the 3M 
Attest™ Super Rapid 5 Steam-Plus Challenge Pack 41482V in conjunction with the 
3M Attest™ Auto-reader 490 to qualify or monitor 270°F (132°C) and 275°F (135°C) 
dynamic-air-removal (pre-vacuum) steam sterilization cycles.  
 
The 3M Attest™ Super Rapid Readout Biological Indicator 1492V contained in the 
challenge pack provides a final fluorescent result in 1 hour.  An optional visual pH 
color change result is observed in 48 hours.  

 
 
Comparative Data for Determining Substantial Equivalence of New Device to 
Predicate Device: 

 
Testing was conducted on the indicators and the challenge packs following the FDA 
guidance and standards below: 
 

 FDA’s Guidance for Industry and FDA Staff, Biological Indicator (BI) Premarket 
Notification [510(k)] Submissions; October 4, 2007 

 FDA’s Premarket Notification [510(k)] Submissions for Chemical Indicators:  
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Guidance for Industry and FDA Staff, December 19, 2003 
 ANSI/AAMI/ISO 11138-1:2006/(R)2010 Sterilization of health care products – 

Biological indicators – Part 1: General requirements  
 ANSI/AAMI/ISO 11138-3: 2006/(R)2010 Sterilization of health care products – 

Biological indicators – Part 3:  Biological indicators for moist heat sterilization 
processes 

 ANSI/AAMI/ISO 11140-1:2005/(R)2010 Sterilization of health care products – 
Chemical indicators, Part 1: General requirements 

 ANSI/AAMI/ISO 18472:2006 Sterilization of health care products – Biological and 
chemical indicators: Test equipment 

 United States Pharmacopeia, Chapter <1035> Biological Indicators for Sterilization 
and Chapter <55> Biological Indicators – Resistance Performance Tests. 

 ANSI/AAMI ST-79: 2010, A1:2010 and A2:2011, Comprehensive guide to steam 
sterilization & sterility assurance in health care facilities 

 
 
Multiple lots of 3M Attest™ Super Rapid Challenge Packs were prepared containing 
multiple lots of 1492V Super Rapid BIs and Steri-Gage™ chemical integrators.   The 
indicators were evaluated for performance when incorporated into the challenge packs 
and used with the 3M Attest™ 490 Auto-reader.  A Summary of the Nonclinical 
Testing is shown below. 
 
 
Summary of Nonclinical Testing 

 

(b) (4)
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The results of these evaluations showed that the 3M Attest™ 1496V and 41482V Super 
Rapid Challenge Packs present a challenge to the sterilization process equivalent to the 
biological indicator AAMI towel pack recommended by ANSI/AAMI ST-79 
Comprehensive guide to steam sterilization & sterility assurance in health care 
facilities.   
 
 
Conclusion 
The 3M Attest™ 1496V and 41482V Super Rapid Challenge Packs and the 3M 
Attest™ 490 Auto-reader meet all applicable voluntary performance standards and are 
substantially equivalent to the predicate device in terms of their intended use, physical 
properties and technological characteristics.  There are no new questions of safety or 
effectiveness.   
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7.0 Class III Summary and Certification  
 

Not applicable. The subject medical device is not a Class III device. 
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8.0 Financial Certification or Disclosure Statement 
 

Not applicable.  This submission does not contain information from clinical 
studies. 
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9.0 Declarations of Conformity and Standards Data Report for 510(k)   
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10.0 Executive Summary 
 
10.1  The device name, including both the trade or proprietary name and the 

common or usual name or classification name of the device. 
 

 
The following trade name is applicable to this device: 
 
3M Attest™ 1496V Super Rapid Readout Steam Challenge Pack  
3M Attest™ 41482V Super Rapid 5 Steam-Plus Challenge Pack 

 
 

The common or usual names for this type of product: 
  

Sterilization Biological Indicator 
 
 
The classification name for this device: 

 
Indicator, Biological Sterilization Process (21 CFR §880.2800(a)) 
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10.3  Performance Standards - Action taken by 3M to comply with the 

requirements of the act under section 514 for performance standards. 
 

There are no mandatory performance standards under section 514 of the Act to 
which this device is subject.  Voluntary performance standards to which the 
Challenge Packs comply include: 
 
 AAMI ST79: 2010, A1:2010 and A2:2011, Comprehensive guide to steam 

sterilization & sterility assurance in health care facilities 
 FDA’s Guidance for Industry and FDA Staff, Biological Indicator (BI) 

Premarket Notification [510(k)] Submissions; Oct. 4, 2007. 
 
 
Voluntary performance standards to which the 1492V Biological Indicator 
contained within the Challenge Packs comply include: 

 
 FDA’s Guidance for Industry and FDA Staff, Biological Indicator (BI) 

Premarket Notification [510(k)] Submissions; Oct. 4, 2007 
 ANSI/AAMI/ISO 11138-1:2006/(R)2010 Sterilization of health care 

products – Biological indicators – Part 1: General Requirements  
 ANSI/AAMI/ISO 11138-3: 2006/(R) 2010 Sterilization of health care 

products – Biological indicators – Part 3:  Biological indicators for moist 
heat sterilization processes 

 ANSI/AAMI/ISO 18472:2006 Sterilization of Health Care Product-
Biological and Chemical Indicators: Test Equipment 

 United States Pharmacopeia, Chapter <1035> Biological Indicators for 
Sterilization and Chapter <55> Biological Indicators – Resistance 
Performance Tests. 

 
 

Voluntary performance standards to which the SteriGage™ chemical integrator 
contained within the 41482V Challenge Packs comply include: 
 
 ANSI/AAMI/ISO 11140-1:2005/(R)2010 Sterilization of health care 

products – Chemical indicators, Part 1: General Requirements 
 FDA’s Premarket Notification [510(k)] Submissions for Chemical 

Indicators:  Guidance for Industry and FDA Staff, December 19, 2003. 
 
 

 
 

Records Processed under FOI request 2017-10702; Released by CDRH on 08/15/2018

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records Processed under FOI request 2017-10702; Released by CDRH on 08/15/2018

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records Processed under FOI request 2017-10702; Released by CDRH on 08/15/2018

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records Processed under FOI request 2017-10702; Released by CDRH on 08/15/2018

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records Processed under FOI request 2017-10702; Released by CDRH on 08/15/2018

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Traditional 510(k) Premarket Notification 
3M Attest™ Super Rapid Readout Biological Indicator Challenge Packs for Steam 

36 
 

 
10.5 Concise Summary of Performance Testing 
 
 
Three lots of the 3M Attest™ 1496V and 41482V Challenge Packs were manufactured 
and tested to the applicable requirements of FDA’s Guidance for Industry and FDA 
Staff, Biological Indicator (BI) Premarket Notification [510(k)] Submissions, October 
4, 2007.  The resistance of the pack was compared to the Towel Pack biological process 
challenge device as described in ANSI/AAMI ST-79: 2010, A1:2010 and A2:2011, 
Comprehensive guide to steam sterilization & sterility assurance in health care 
facilities. 

(b) (4)
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(b) (4) Diagrams
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pink to light brown upon exposure to steam, allowing the user to identify processed 
from unprocessed biological indicators.   

(b) (4)
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12.0 Performance Testing 
 
 
12.1   Materials 
 
 
1496V and 41482V Challenge Packs 
 
Three lots of the 1496V Challenge Packs were manufactured using 3 lots of 1492V 
Super Rapid Biological Indicators (SRBIs).  Three lots of 41482V Challenge Packs 
were manufactured with 3 lots of 1492V SRBIs and 3 lots of SteriGage™ chemical 
integrators.  Table 3 details the specific SRBI and SteriGage™ lots used in each 1496V 
and 41482V Challenge Pack lot. 
 

 Indicators Used in each 1496V and 41482V Challenge Pack Lots 

 
 
 
AAMI Towel Packs 
 
AAMI Towel Packs were constructed per ANSI/AAMI ST79:2010 & A1:2010 & 
A2:2011 with towels of approximately 16 inches by 26 inches folded lengthwise into 
thirds and then folded widthwise in the middle.  Towels were placed one on top of 
another, with folds opposite each other, to form a stack that was approximately 9 inches 
wide X 9 inches long X 6 inches high (the pack was taped in a manner that resulted in 
the approximately 6 inch height)    

(b) (4)

(b) (4)
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(b) (4)
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12.3 Performance Testing Protocols and Results 
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13.0 Proposed Labeling 
 
 
13.1 Labeling for Attest™ 1496V Super Rapid Readout Steam Challenge Pack 
 
13.1.1 Instructions for Use for Attest™ 1496V Super Rapid Readout Steam 

Challenge Pack 
 

3M™ Attest™ Super Rapid Readout Steam Challenge Pack 1496V  
(b)(4) Specifications, (b) (4) Design
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(b)(4) Specifications, (b) (4) Design
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(b)(4) Specifications, (b) (4) Design
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13.2 Labeling for Attest™ 41482V Rapid 5 Steam-Plus Challenge Pack 
 
13.2.1 Instructions for Use for Attest™ 41482V Rapid 5 Steam-Plus Challenge 

Pack 
(b) (4) Design, (b)(4) Specifications
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13.4 Labeling for the Predicate Device 
 
13.4.1  Predicate Instructions for Use 

(b) (4)
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(b) (4) Biocompatibility
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16.0 Substantial Equivalence Discussion 
 
 16.1 Intended Use and Indications for Use 
 
The 3M Attest™ 1496V and 41482V Super Rapid Challenge Pack

the Attest™ Steam-Plus Pac
cleared under K925496.  Bo
 biological indicator process challenge devices 

that are intended to be used in healthcare facilities to accompany products being 
sterilized and to monitor adequacy of sterilization process.  This is accomplished 
through the biological challenge of bacterial spores.  Subsequent growth or failure of 
the spores upon incubation of the biological indicator indicates the adequacy of the 
sterilization process. 
 

The Attest™ Super Rapid Challenge Packs have been further optimized from the 
design of the predicate device to provide a challenge to 135oC/275oF prevacuum cycles, 
as reflected in the new Indications for Use for the Super Rapid Challenge Packs.  The 
differences in Indications for Use do not alter the fundamental Intended Use of these 
products as load monitors.  The verification data presented within this submission 
substantiates this new claim and do not raise new questions of safety and effectiveness. 

 

16.2  Performance Characteristics 

(b) (4)

(b) (4)
(b) (4)
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Appendix A:  Performance Characteristics of the Attest™ 1492V Super Rapid 
Readout Biological Indicator 

 
 
As both the Attest™ 1496V and 41482V Challenge Packs contain a biological 
indicator, the Challenge Packs fall under FDA’s Guidance for Industry and FDA Staff, 
Biological Indicator (BI) Premarket Notification [510(k)] Submissions, October 4, 
2007.  The Attest™ 1492V Super Rapid Readout Biological Indicator contained within 
the Challenge Packs meet the requirements under this guidance.  The biological 
indicator also meets performance standards ANSI/AAMI/ISO 11138-1:2006/(R)2010, 
ANSI/AAMI/ISO 11138-3:2006/(R)2010, and USP 34. 
 
A 510(k) premarket notification has been submitted to the FDA for Attest™ 1492V 
Super Rapid Readout Biological Indicator (K121484).  A summary of the performance 
characteristics of the Attest™ 1492V Super Rapid Readout Biological Indicators that 
has been provided as part of the 1492V submission is provided on the following page.    
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(b) (4) Testing
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3.  Provide data for the Fluorescent results from you  testing. 
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