














Benefits: 

The probable benefits of the device are based on non-clinical laboratory testing described above. 

The probable benefits of the subject device, include: 
1) increases testing sensitivity with a digital measurement
2) reduces false results and repeat testing with an automatic reader
3) general patient benefit with improved sterilization process monitoring that reduces the
risk of infection from improperly sterilized devices.

Patient Perspectives 

This submission did not include specific information on patient perspectives for this device. 

Benefit/Risk Conclusion 

Based on the performance testing provided (in particular; sensitivity, end point stability, shelf 
life, software validation, labeling, and human factors study), the sponsor has adequately 
supported that the subject device is a digital physical/chemical sterilization process sensor. 

In conclusion, given the testing provided above, for the following indication statement: 

As a Sterilizer Monitoring Device, the 3M™ Attest™ eBowie-Dick Test Card and 3MrM 

Attest eBowie-Dick Card Holder are used in conjunction with the 3M™ Attest™ 

eBowie-Dick Auto-reader to monitor the equipment performance of steam sterilizers each 
day, as well as after a steam sterilizer repair. The 3M™ Attest™ eBowie-Dick Test Card 
will detect steam penetration as a means of measuring air removal efficiency. The 3M™ 

Attest™ eBowie-Dick Test Card and 3M™ Attest™ eBowie-Dick Card Holder is 
designed for testing air removal efficiency of 132-13 5°C (2 70-27 5°F) dynamic-air­
removal steam sterilizers with chamber volumes greater than 54L (approximately 2 cubic 
feet). 

The 3M™ Attest™ eBowie-Dick Auto-reader is designed to automatically interpret, 
store, and display the result of the 3M™ Attest™ eBowie-Dick Test Card. 

The probable benefits outweigh the probable risks for the 3MTM Attest™ eBowie-Dick Test. The 
device provides benefits, and the risks can be mitigated using general controls and the identified 
special controls. 

CONCLUSION 

The De Novo request for the 3M™ Attest™ eBowie-Dick Test is granted and the device is 
classified as follows: 

Product Code: SBE 
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Device Type: Digital physical/chemical sterilization process sensor 
Regulation Number: 21 CFR 880.2801 
Class: II 
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