
3M Health Care 	 3M Center 
2510 Conway Ave, Bldg275-5W-06 
St. Paul, MN 55144 U.S.A. 
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H202 Biological Indicator Compatibility Certificate 

To Whom it May Concern: 

The 3M™ Attest™ Rapid Readout Biological Indicator 1295 has been evaluated by the U.S. 
Food & Drug Administration (FDA) to be compatible with the STERRAD® 1 OOS, STERRAD® 
NX (Standard and Advanced cycles) and lOONX (Standard, Flex, Express and Duo cycles) 
systems. Evidence of this evaluation is provided in the enclosed signed letter. 

Should you have any questions or require additional information, please contact me at (651) 
737-2670. 

Sincerely, 

sen, PhD, RAC 	
Regulatory Affairs Lead 
3M Sterilization 

2'21/-fR._ 201 &, 
Date 

Enclosure: 
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December 1, 2015 

3M Health Care 
Dr. l\.fatt S. Mortensen, Ph.D .. RAC 
Regulatory Affairs Specialist 
3M Center. Bldg. 275-5\1/-06 
St. Paul. MN 55144 

Re: 	 K152060 
I rade/Device Name: 31\lf™ Atte.-..1™ R..cipid Readout Biological Indicator 1295 
Regulation Nl.Ullber: 21 C'FR 880.2800(a) 
Regulation Name: Biological sterilization process indicator 
Regulatory' Class: II 
Product Code: FRC 
Dated: October 20. 2015 
Received: October 2 8. 2015 

Dear Dr_Mortensen. 

\l/e have revie\\ -ed your Section 51 O(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28. 1976. the enactment date of the MedicaJ Device Arnendnlfllts_ or to 
devices tliat l:iave been recJassified in accordance \Vith the provisions of the Federal Food. Thug. 
and Cosmetic Act (Act) that do not require approval ofa premarket approval application (PMA). 
You may. therefore. market the device. subject to the general controls provisions: of the Act. The 
general controls provisions of the Act inchJde requirements for annual registration.. listing of 
devices. good manufacturing practice, labeling_ and prohibitions against misbranding and 
adulteration.. Please note: C'DRH does not evaluate infomiation related to contract liability 
warranties. V. e remind you, however. that device labeling nmst be trnthful and not misle~1ding . 

Ifyour device is classified (see above) into either class II (Special Controls) or class ill (Pi\1A). 
it may be subject to additional controls. Existing niajor regulations affecting your device can be 
found in the Code offederal Regulations. Title 2L Parts 800 to 898. hl addition. FDA niay 
publish ftuther annmmcements concerning your device in the Federal Register. 
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Plea!>e be advi5ed that FDA's issuance ofa substantial equivalence detennination does not mean 

that FDA bas made a determination that your device complies with other requirements ofthe Act 

or any Federal statutes and regulations administered by other Federal agencies_You nrust comply 

\1iith all the Act's requirements_ inchJding, but not limited to: registration and listing (21 CFR 

Part 807)~ labeling (21 CFR Part 801)- medical device reporting (reporting ofmedical device­

related adver!.e even~) (21 CFR 803)· good manufacnuing practice requirements as !.et forth in 

the quality systems (QS) regulation ( 21 CFR Part 820); and ifapplicable. the electronic product 

radiation control provisions (Sections 531 -542 of the Act); 21 CFR 1000-1050_ 


Ifyou desire specific: advice for your device on our labeling regulation 0 1 C'FR Part 801). please 
contact the Division of Industry and COl15um.er Education at its toU-free nmuber (800) 63 8-2041 

or (301) 796-7100 or at its Internet address 





http :l/www_fda. gov/Medic.alDevices/ResourcesforYou/Induscy/defaulth1m_Also_ please note 

the regulation entitled. "lVfisbr.mdi:ng by reference to premarket notification" (21 CFR Part 

807.97)_For questions regarding the reporting of adverse events mder the MDR regulation (21 

CFR Part 803)_ plem>e go to 

http :l/www_fda. gov/Medic.alDeviceslSafety!RqxntaProblem/default ..htm for the CDRH's Office 

of Surveillance and Biometrics/Di\ii!>ion of Pos1market Surveillance_ 


You may obtain other general infonnation on your responsibilities under the Act from the 

Division of Industry and Consumer Education at its toll-free mm1ber (800) 638-2041 or (301) 

796-7100 or at its Internet addre~ 


http: I/ Vt.r'\\'\V_fda. gov/Medic.alDevices/Resourc.esfor Y mJ/Industrv.ldefaulthtm. 


Siocerely yours_ 

Ieja~hri Pur<>hit-Sheth. lLD. 

fJ'ejasliTi <PuroliUr-Sfietfi. ~-Q)- ( linicnl D~puiy Dine tor 

DAGRID. ODE 'CDRH FOR 

Erin I. Keith, I\fS . 
Director 
Division of Anesthesiology. 

General Hospital_ Respiratory. Infection 
Control and Dental Devices 

Office of Device Evaluation 
Center for Devices and Radiological He.altb 

http://www_fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm
http://www_fda.gov/MedicalDevices/SafetyReportaProblem/defaulthtml
http://www_fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm


DEPARTMENT OF HEAL TH AND HUMAN SERVICES Fam Approved: OMB No. 0910--0120 
Food and Drug Administration Expiration Date: January 3 ·1, 2017 

See PRA Statement below. Indicat ions for Use 

51 O(k) Nurri>er (ifk 110WJJ) 

K152 060 

Device Name 
3:MJY AttestnL Rapid Readout Biological Indicator 1295 

Indications fo r Use (Describe) 

Use the J l.-[IM Attestill Rapid Readout Biological Indicator 1295 in conjunction with the J M Attest TI.{ Auto-reader 490H 

a•, a standard method of routine monitoring ofrnporized hydrogen peroxide ;.terilization processes in STERRAD~ lOOS, 

STERRAD~ NX (Standard and AdYanced cycles) and l OONX (Standard, Flex. Expre;,-:. and Duo cycles) sy;,tems. 


Type of Use (Se/ecJ one or both, as applicable) 


D Prescription Use (Part 21 CFR 801 subpart D)  ~ Over-The-Counter Use (21 CFR 801 SUbp3rt C) 


PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED. 

FOR FDA USE ONLY 
Concurrence of Center for Devices and Radiolo!jcal Health (C DRH) (Signature) 

Th is section applie s only to requirements of the Paperwork Reducbon Act of 1995. 

' DO NOT SEND YOU R CO MPLETED FORM TO THE PRA STAFF EMAI L ADDRESS BELOW.' 

The burden time for this colle ction of infom1ation is es ·mated to average 79 hours per response , including the 
time to review instructions. search existing data sources, gather and maintain the data needed and complete 
and review the collection of information. Send comments regarding this burden es ·mate or any other aspect 
of this inforrrn1tion collection , including suggestions for reducing this burden, to: 

Department of Heal th and Hum.:m Services 
Food and Drug Administrat ion 
Office of Chief lnfomiation Office r 
Paperwor11 Reduction Act (PRA) Staff 
PRAStaff(ciJfda.hhs.gov 

•An agency may nor conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number. • 

FORM FDA 3881 (1f14) Pag~ I of. ! 

http://PRAStaff@fda.hhs.gov
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