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Records Processed under FOI request 2017-10702; Released by CDRH on 08/15/2018
:" ' DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U:S. Food and Drug Administration
Center for Devices and Radtological Health

<,
tvaan Document Control Center W066-G609

10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

August 16,2012

(bj (4), (b) (6) 510k Number: K 121593

Product: 3M ATTEST (TM) SUPER RADID REA

Extended Until: 01/11/2013

Based on your recent request, an extension of time has been granted for you to submit the additional information we
requested. ‘

If the additional information (Al) is not received by the "Extended Until” date shown above, your premarket
notification will be considered withdrawn (21 CFR 807.87(1)). If the submitter does submit a written request for an
extension, FDA will permit the 510(k) to remain on hold for up to a maximum of 180 days from the date of the Al

request.

If you have %rocedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640. ‘

Sincerely yours,

Marjorie Shulman

Director, 510(k) Program

Premarket Notification Section

Office of Device Evaluation :

Center for Devices and Radiological Health.

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH & HUMAN SERVICES ) Public Health Service

Food and Drug Administration

10903 New Hampshire Avenue
Document Control Center - WO66-G609
Silver Spring, MD 20993-0002

(®) @), ®) (6 March 15, 2013

Regulatory Affairs Manager
(OXC))

ST. PAUL MN 55144-1000

Re: K121593

Trade/Device Name: 3M Attest™ 1496V Super Rapid Readout Steam Challenge Pack
3M Attest™ 41482V Super Rapid 5 Steam-Plus Challenge Pack

Regulation Number: 21 CFR 880.2800

Regulation Name: Sterilization Process Indicator

Regulatory Class: 11

Product Code: FRC

Dated: March 1, 2013

Received: March 4, 2013

OIONOIO);

We have reviewed your Section 510(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 Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a 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 include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you; however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class HII (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(®) (4), () (6)
Page 2

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must comply
with all the Act’s requirements, including, but not limited to: registration and listing (21 CFR
Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical device-
related adverse events) (21 CFR 803); good manufacturing practice requirements as set forth in
the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product
radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/ CORH/CDRHOffices/ucm | 1 5809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

© http:/f'www.fda.gov/MedicalDevices/Safetv/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm.

Sincerely yours,

Anthony D. Watson, B.S., M.S., M.B.A.
Director
Division of Anesthesiology, General Hospital,
Respiratory, Infection Control and
Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 3 — Dr. Leung

Concurrence & Témplate History Page
[THIS PAGE IS INCLUDED IN IMAGE COPY ONLY]

Full Submission Number: K121593

For Office of Compliance Contact Information:

http://insideportlets fda.pov:9010/portal/page? pageid=197.415881& dad=porial& schema=PORTAL&org=318

For Office of Surveillance and Biometrics Contact Information:

ortal/page? pageid=197,415881& dad=

http:/finsideportlets.fda.gov:9010/] ortal& schema=PORTAL&org=423

Digital Signature Concurrence Table
Reviewer Sign-Off

s .__.,.,,‘Dng\tall)r yqned by Clarence W. Murray ki lll
a re n Ce —*-o\DN c.us,oxus Government, ou=HHS,
DuwFDn ou»-PeopIe
0.93342 IBMSCI} 100. ! 'I 1300197254,

ot
Murray !n = =t

Branch Chief Sign-Off oy
g Ellzabet@:g Clagerae
T WNE

2013.03(7514:0'50:26)-04'00

Division Sign-Off
Tejashrl S-Purjohltsheth -S
2013.05 TA 51554910400

Template Name: KI(A)— SE after 1996

Template History:

Date of Update By Description of Update

7/27/09 Brandi Stuart ] Added Updates to Boiler Table

8/7/09 Brandi Stuart Updated HFZ Table

1/11/10 Diane Garcia Liability/Warranty sentence added at bottom of 1% page

10/4/11 M. McCabe Janicki Removed IFU sheet and placed in Forms

9/25/12 " | Edwena Jones Added digital signature format

12/12/12 M. McCabe Janicki Added an extra line between letter signature block and the word
“Enclosure”. Also, added a missing digit in 4-digit extension on
letterhead zip code: “002” should be “(002”.

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Number: ~ K121593

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 dynamic-air-removal (pre-vacuum)
steam sterilization cycles of 270°F (132°C) at 4 minutes and 275°F (135°C) at 3 minutes.

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)

Ellzabetl?[g _Cla,¥§qe

2013.03.17 18 42:58 0400

Divigion Sign-Off)
s:)lvislon of Anesthesiolopy, General Hospltal

Infection Control, Dental Devices

s10(x) Number;__ K1 Z! 59%

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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g / DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
% ‘wé U.S. Food and Drug Administration
e, Center for Devices and Radiological Health
“19 : Document Control Center WO66-G609

10903 New Hampshire Avenue
Siiver Spring, MD 20993-0002

December 14, 2012 '

AINA LCORADARTIY SIOk Number: K121593

(b) (4) Product: 3M ATTEST (TM) SUPER RADID REA
S1. FAUL, IVIIINNCOU LA JJ 144-10UU )
ATI'N(b) (4), (b) (6) On Hold As of 12/13/2012

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Boock Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and
e-mail practices at :

http://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/Guidance Documents/ucm089402 htm.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(1) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving
these issues. If, however, you believe that information is being requested that is not relevant to the regulatory
decision or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in
the "A Suggested Approach to Resolving Least Burdensome Issues" document. [t is available on our Center web
page at:

hitp://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/Medical DeviceProvisionsof FDA Moder
nizationAct/ucm136685 htm.

In accordance with 21 CFR 807.87(1), FDA may consider a 510(k) to be withdrawn if the submitter fails to provide
additional information within 30 days of an Additional Information (Al) request. FDA generally permits submitters
additional time to respond to such requests. FDA intends to automatically grant a maximum of 180 calendar days from
the date of the Al request, even if the submitter has not requested an extension. Therefore, submitters are no longer
required to submit written requests for extension. However, submitters should be aware that FDA intends to issue a
notice of withdrawal under 21 CFR 807.87(]) if FDA does not receive, in a submission to the appropriate Document
Control Center, a complete response to all of the deficiencies in the Al request within 180 calendar days of the date that
FDA issued that Al request. In this instance, pursuant to 21 CFR 20.29, a copy of your 510(k) submission will
remain in the Office of Device Evaluation. If you then wish to resubmit tEis 510(k) notification, a new number
will be assigned and your submission will be considered a new premarket notification submission.

1

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



For further inf3RRQEIFIQSRaRE MORer LA LA ind QiRZ aBislaasaditn &R HaRePBA! S12RL S should affect the
review clock for purposes of meeting the Medical Device User Fee Amendments of 2012 (MDUFA 1l1), to the Federal
Food, Drug, and Cosmetic Act, you may refer to our guidance document entitled "Guidance for Industry and Food and
Drug Administration Staff - FDA and Industry Actions on Premarket Notification (510(k}) Submissions: Effect on
FDA Review Clock and Goals". You may review this document at

<http://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089735.htm>.

Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at

(301)796-5640.

Sincerely yours,

Marjorie Shulman

Director, 510(k) Program

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health

£

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

“~om: Microsoft Outlook

x (b) (4), (b) (6)

Sent: Friday, December 14, 2012 10:43 AM
Subject: Relayed: K121593 Hold Letter

destination server:

(b) (4), (®) (6)

Delivery to these recipients or groups is complete, but no delivery notification was sent by the

Subject: K121593 Hold Letter

e

1 .
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5 / DEPARTMENT OF HEALTH & HUMAN SERVICES , Public Health Service
%, ‘w C U.S. Food and Drug Administration
ey, Center for Devices and Radiological Health
4in Document Control Center WO66-G609

10903 New Hampshire Avenue
Silver Spring, MD 20993-6002

November 15,2012

3M COMPANY : 510k Number: K121593 .
(b) (4), (b) (6) N Product: 3M ATTEST (TM) SUPER RADID REA
attn: (D) @). (b)) (6) On Hold As of 11/14/2012

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your $10(k) number and be sent in duplicate to the
Document Mail Center at the above letterhead address. Correspondence sent to any address otﬁer than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and
e-mail practices at :
hitp://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/ucm089402 . htm.

The deficiencies identified represent the issues that we believe need to be resolved before our review ol your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(1) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues” document. It is available on our Center web page at:
http://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/Overview/Medical DeviceProvisionsofFDAModer
nizationAct/ucm 1 36685.htm.

In accordance with 21 CFR 807.87(1), FDA may consider a 510(k) to be withdrawn if the submitter fails to provide
additional information within 30 days of an Additional Information (AI) request. FDA generally permits submitters
additional time to respond 1o such requests. FDA intends to automatically grant a maximum of {80 calendar days from
the date of the Al request, even if the submitter has not requested an extension. Therefore, submitters are no longer
required to submit written requests for extension. However, submitters should be aware that FDA intends to issue a
notice of withdrawal under 21 CFR 807.87(]) if FDA does not receive, in a submission to the appropriate Document
Control Center, a complete response to all of the deficiencies in the Al request within 180 calendar days of the date that
FDA issued that Al request. In this instance, pursuant to 21 CFR 20.29, a copy of your 510(k) submission wili
remain in the Office of Device Evaluation. If you then wish to resubmit this 510(k) notification, a new number
will be assigned and your submission will be considered a new premarket notification submission.

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



For further infoRS3Fbh BE%%?& APPSRl iaeshAd 1AdlR P RRIqeshst iy BRIEARSISH 1D18IR should affect the

review clock for purposes of meeting the Medical Device User Fee Amendments of 2012 (MDUFA 111), to the Federal
Food, Drug, and Cosmetic Act, you may refer to our guidance document entitled "Guidance for Industry and Food and
Drug Administration Staff - FDA and Industry Actions on Premarket Notification (510(k)) Submissions: Effect on

. FDA Review Clock and Goals". You may review this document at
<http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm08973 5 .him>.

Please remember that the Safe Medical Devices Act of 1990 states that yéu may not place this device into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
‘Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely yours,

Marjorie Shulman

Director, 510(k) Program

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ‘L@g
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Chin, Yeuly *

m: Microsoft Outlook

. () (4), (b) (6)
Sent: Inursaay, novemper 19, 2012 7:53 PM
Subject: Relayed: K121593 Hold Letter

Delivery to these recipients or groups is complete, but no delivery notification was sent by the
destination server:

®) @), (®) (6)

Subject: K121593 Hold Letter

1 \
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 8((



Page 1 of |
Records Processed under FOI request 2017-10702; Released by CDRH on 08/15/2018 -

Payne, Melissa T*

(®) (4), () (6)
From:

Sent: Inursaay, August 1o, 2u12 10:12 AM
To: Payne, Melissa T*
Subject: K121593 FDA Extension Letter

Return Receipt
Your K121593 FDA Exiension Letter

st (b) (4), (b) (6)

received
by: .
at: 08/16/2012 09:12:00 AM

53N

8/16/2012 Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records Processed under FOI request 2017-10702; Released by CDRH on 08/15/2018
: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

‘s U.S. Foed and Drug Administration
ey, Center for Devices and Radiological Health
“a Document Contro] Center WO66-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

August 16,2012

IM COMPANY . 510k Number: K121593
(b) (4), (b) (6) , '
ST A e o0 Product: 3M ATTEST (TM) SUPER RADID REA
AaTTN: (B) (4), (B) (6)
C Extended Until: 01/11/2013

Based on vour recent request, an extension of time has been granted for you to submit the additional information we
requested.

If the additional information (Al) is not received by the "Extended Until" date shown above, your premarket
notification will be considered withdrawn (21 CFR 807.87(1)). If the submitter does submit a written request for an
extension, FDA will permit the 510(k) to remain on hold for up to a maximum of 180 days from the date of the Al

request.

If you have procedural questions, g_lease contact the Division of Small Manufacturers International and Consumer -
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at

(301)796-5640.

Sincerely yours,

Marjorie Shulman

Director, 510(k) Program

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 /633_/
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SM FOACORY VO

K6 15 20
August 14,2012 -
U.S. Food and Drug Administration ) SN AN
Center for Devices and Radiological Health
Document Mail Center W066-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

Attention:  Dr. Clarence Murray IIl, Scientific Reviewer
Ms. Marjoric Shulman, Consumer Safety Officer

Subject: Request for Extension of Time — 180 Days
K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge
Pack and 41482V Super Rapid 5§ Steam-Plus Challenge Pack

Dear Dr. Murray and Ms. Shulman,

3M Health Care is requesting a 180 day extension of time for our 510(k) submission K121593
for 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super
Rapid § Steam-Plus Challenge Pack.

Please confirm that this request has been granted by sending an acknowledgment to the
address provided. Thank you very much for your assistance.

Sincerely,

m -
t. Paul, 5

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 47’)) E
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August 14,2012

U.S. Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center W066-G609

10903 New Hampshire Avenue

Silver Spring, MDD 20993-0002

Attention:  Dr. Clarence Murray 111, Scientific Reviewer
Ms. Marjorie Shulman, Consumer Safety Officer

Subject: Request for Extension of Time — 180 Days
K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge
Pack and 41482V Super Rapid 5 Steam-Plus Challenge Pack

Dear Dr. Murray and Ms. Shulman,

3M Health Care is requesting a 180 day extension of time for our 510(k) submission K{21593
for IM™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super
Rapid 5 Steam-Plus Challenge Pack.

Please confirm that this request has been granted by sending an acknowledgment to the
address provided. Thank you very much for your assistance.

Sincerely,

Reiulatoi Aﬂ"aits| 3M Health Care

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5; : DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
5.;,’ U.S. Food and Drug Administration
“yy, Center for Devices and Radiological Health
vin . Document Control Center WO66-G609 -
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002
July 19, 2012
( .‘4,-..... ,“.6.,.. 510k Number: K121593
(b) ( )’ (b) ( ) 20 Product: 3M ATTEST (TM) SUPER RADID REA
At @), ) (6) On Hold As of 7/17/2012

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
[ndustry about Premarket Files Under Review. Please refer to this guidance for information on current fax and
e-mail practices at

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/ucm(89402.htm.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(1) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues™ document. It is available on our Center web page at:
hitp://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceProvisionsofF DAModer
nizationAct/ucm136685.htm. :

If after 30 days the additional information (AI), or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed to ﬁelete your file from our review system (21 CFR
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staft, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment"”. If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. You may review this document at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089735.htm. Pursuant
to 21 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evaluation. If you then
wish to resubmit this $10(k) notification, a new number will be assigned and your submission will be considered a
new premarket notification submission. ‘

R

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



Please remenitescisst fivo@sieediesn A0 vamsesic2 0T7199002a s daseyoby rBdRd bpladél tik0dévice into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796 -7100 or at their toll-free number (800)638-2041, or contact the 510k staff at

(301)796-5640.

Sincerely yours,

Marjorie Shulman

Director, 510(k) Program

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health

2,57

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

Mcdonald, Lisa *

From: Microsoft Outlook

To: (®) (4), (b) (6)

“ant: ‘ S 28.28 AM
ibject: Relayed: K121593 Hold Letter

Delivery to these recipients or distribution lists is complete, but delivery notification was not
sent by the destination: '

(b) (4), (b) (6)

Subject: K121593 Hold Letter

Sent by Microsoft Exchange Server 2007

o

1
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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p/ Records Processed under FOI request 2017-10702; Released by CDRH on 08/1 5/2018
-/ : DEPARTMENT OF HEALTH & HUMAN SERVICES : Public Health Service
- U.S. Food and Drug Admiristration
‘Qh . Center for Devices and Radiological Health
“1a ) Document Contro] Center WO66-G609

10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

May 31,2012
T 510k Number: K121593
®) | |
WWT“@W-J 275 Received: 5/31/2012
T ' . . Product: 3M ATTEST (TM) SUPER RADID REA

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received
the Premarket Notification, (510(k)), you submitted in accordance with Section 510(k) of the Federal Food,
Drug, and Cosmetic Act(Act) for the above referenced product and for the above referenced 510(k) submitter.
Please note, if the 510(k) submitter is incorrect, please notify the 510(k) Staff immediately. We have assigned
your submission a unique 510(k) number that is cited above. Please refer prominently to this 510(k) number in
all future correspondence that relates to this submission. We will notify you when the processing of your
510(k) has been completed or if any additional information is required. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YCU TO DO SO.

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail
Center (DMC) at the above letterhead address. Correspondence sent to any address other than the one above
will not be considered as part of your official 510(k) submission. :

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 2008
- 2012. The legislation - the Medical Device User Fee Amendments of 2007 is part of a larger bill, the Food
and Drug Amendments Act of 2007. Please visit our website at

http://www fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceUserFecandMod

ernizationActMDUFMA/default.htm _

for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm
that chooses to use a standard in the review of ANY new 510(k) needs to fill out the new standards form
(Form 3654) and submit it with their 510(k). The form may be found at
http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm.

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(j)), which expanded the current database
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification

form http://www_fda.gov/AboutFDA/ReportsManualsForms/Forms/default. htm accompany 510(k)/HDE/PMA

submissions. The agency has issued a draft guidance titled: “Certifications To Accompany Drug, Biological

40

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Service Act,
Added By Title VHII of The Food and Drug Administration Amendments Act of 2007”

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketY ourDevice/PremarketSubmissio
ns/PremarketNotification5 1 0k/ucm 134034.htm. According to the draft guidance, 510(k) submissions that do not

contain clinical data do not need the certification form.

Ylease note the following documents as they relate to 510(k) review: 1} Guidance for Industry and FDA Staff
entitled, “Interactive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements”. This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm.  Please
refer to this guidance for information on a formalized interactive review process. 2) Guidance for Industry and FDA
Staff entitled, "Format for Traditional and Abbreviated 510(k)s". This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/

ucm084365.htm. Please refer to this guidance for assistance on how to format an onginal submission for a
Traditional or Abbreviated 510(k). '

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
50, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k}, IDE, PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at -
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/ucm134508.html. In addition, the 510(k) Program Video is now available for viewing on line at

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissio
ns/PremarketNotification5 1 0k/uem070201 . htm .

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as per
21 CFR 807.93, it meets the content and format regulatory requirements. _

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice
http://www.fda gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have questions on the status
of your submission, please contact DSMICA at (301)796-7100 or the toll-free number (800)638-2041 , or at their -
internet address htip://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have
orocedural questions, please contact the 510(k) Staff at (301)796-5640.

Sincerely,

510(k) Staff

A6

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

From: MMirracaft Mintlank
To: (®) (4), (b) (6)
. %ent: L, L, L L217PM
ibject: Relayed: ack letter

Delivery to these recipients or distribution lists is complete, but delivery notification was not
sent by the destination:

®) @), ®) )

" Subject: ack letter

Sent by Microsoft Exchange Server 2007

£

1
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Grayson, Giovanna *

From: Grayson, Giovanna *

Sent: Thursday, May 31, 2012 2:17 PM
1o (b) (4), (b) (6)
Subject: ack letter  °

Attachments: imageQ02.png
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510k Number: K121593
Reecived: 5/31/2012
Product: 3M ATTEST (TM) SUPER RADID REA

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), hgs received the Premarket Notification, (510(k)),
you submitted in aceordance with Section 510{k) of the Federal Food, Drug, and Cosmetic Act(Act) for the above referenced product and for the
above referenced 510¢k) submitter. Please note, if the 510(k) submitter is mcorrect, p!ease,noufa« e 510¢k) Staff immediately. We have assigned
your submission a unigue 510(k) number that is cited above. Pleasc refer prominently 1o this 510tk) number in all future corréspondence that
relates to this submission, We will notify you when lh(u)rocessmg of svour 5IIJ91£I'8 has been com%clcd or if any additional informaticn is required.
¢ Lo“{'vﬁé’%ﬁ"y”écgggés DEVICEINTO COMMERCIAL DISTRIB N UNTIL YOU RECEIVE A LETTER FROM FDA

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail Center EDMC) at the above letterhead
address, Correspondence sent to any address other than the one above will not be considered as part of your official 510(k} submission.

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 2008 — 2012, The legislation - the
Medical Device User Fee Amendments of 2007 is part of 3 Jarger bil, the Food and DWBeA{nendmems Act of 2007. Please visil our website at
Pupﬂ\w, da.goy! M.e.dlcﬂmxilccsmgwceRezuIatlonandGu| anch\'er‘Hm'(Medlcal vuceé%grr:cca dModernizationActMDUFMA/de faul, htm
or more intormation n:gar ing fces and FDA review goais. In addition, effective January 2, 2008, any [irm that chooses (o use & standard in the
review of ANY new 510(k) needs to fill out the new siandards form .

{Form 3654) and submit it with their S10(k). The form may be found at hitp#Awww.ida. gov/AbowtEDA/ReportsManualsForms/Forms/defaulthtm.

We remind you that Title V111 of the Food and Drug Adminisiration Amendments Act of 2007 SFDMA) amended the PHS Act by adding new

section 402(j) (42 U.S.C. § 282&)’)), which expanded the current database known as ClinicalTrials,gov to include mandatory registration and
reporting of results for applicable clinical irials of human drugs (including biological products) and devices, Section 402(j) requires that a

certification form dhwww, QLKQW Rgnqn%Mamblf 5 m accompany S10(k)HDE/PMA submissions. The
agency has issued a draft guidance titked: ™ ct%ﬁéﬂupns 0 Accompany Drug, Biologica Ry ¢

A4

5/31/2012 Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Product, and Device Acf)plicationsfSpbmissions: Compliance with Section 402(j) of The Public Health Service Act, Added By Title VIl of The Food and Drug
annﬁ)istralif(c)ln Amg)/[erg_em]sDAc; 02]280?‘ Regulati Guidance/H MarketYcurldevice/P k bmissions/P: ketNotification3 1QkA 134034.h
attp/fwww.fda.gov/iMedical Deviges/DeviceRegplationandGuidance/HowroMarket YourDevice/Premerkgi Submissions/PremarketNotification 1Qk/ucm 1 14034, him.
According tc lhgdraﬁ guidance, 519(k) sul mlsgt;lon; that go not contain clinical data do not need the cen‘} ication ’?'orm.

Please note the following documents as they relate to 310(k) review: llGuidance for Industry and FDA Staff entitled, “Interactive Review for Medical Device

gubr}}issionst_:d Slﬂ(lm,edngllgal PM.?B, P_MQ Su?pl_emenltis ingma} BLAs an;i)BLA Sup lcmggés‘;‘gjlﬁls gulglance ca:} be f()'l_l.l!'ld a]d for i )
p/iiwww, tda.gev/Medical Devices/DeviceRegulationandGuidanee/GuidanceDocuments/uyem039403 him. Please refer to this guidance for information on a

formalized interactive review process, 2')_Gu1§aic_c for Tndustry and%D%\ Staff entitled, *Format for Traditional and AbbrcvlalegSlO(k)s". This guidance can be

found at_ hipi/iwww.fda.poviMedicalDevices/DeviceRegulatiohandGuidance/GuidanceDocuments! . )

ucm(843635.him.” Please refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated 510(k).

In all future premarket submissions, we encourage you to provide an efectronic copy of your submission. By doing so, you will save FDA resources and may help
reviewers navigate through longer documents mor¢ easity. Under CDRH's e-Copy Program, you may replace one paper copy of any premarket submission {¢.g.,
51 D(k), IDE, PMA, HDE} with an electronic copy‘i. For more information nbﬁut 1 c\?ro Tam, IQJC}EUdmg the formatting requirements, please visit our web site at

W 100 ul :

hutp:Awww. fda.gov/MedicalDevices/DeviceRe, W rDevi remarketSubmissions/ucm 1 34508 himl. In addition, the 510(k}
ogram Video is how available for viewing on line at .. . . T . L
hitp:/fwww.fda.gov/MedicalDevices/DeviceRegulati idance/HowtoMarketYourDevice/PremarketSubmissions/PremarketNotifications 10k/uem070201 . him .

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as pér 21 CFR 807.93, it meets the content and
format regulatory requirements.

www fda, poviMedical Devices/Bevicele uiulb%nan Guidance/defuuii.him. 1T you have questions on the status of your submission, please contact DSMICA at
, or at therr internet address
n i fault.hire. IT you have procedural questions, please contact the 510(k) Staff at (301)

ll_l.astl , you should be familiar with the regulatory requirements for medical devices available a1 Device Advice
11

or the toll-Iree number (3
ov/MedicalDevices/Device

ance/d

it/ fwww.fda.

Sincerely,
510(k} Staff

271

5/31/2012 Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Premarket Notification
3M Attest™ Super Rapid Readout Biological Indicator Challenge Packs for Steam

K12k513
10 510(k) Notice of Intent }ﬁ) / /5/1}@/

M FDA CDRH ppic
MAY 31 2012

May 15, 2012 ReCEiVed

]

Food and Drug Administration

Center for Devices and Radiological Health
Office of Device Evaluation [510(K)]
Document Mail Center - W0O66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Re: Traditional 510(k) Premarket Notification for 3M Attest™ Super Rapid
Readout Biological Indicator Challenge Packs for Steam 1496V and
41482V

Dear Sir or Madam:

In compliance with the Federal Food, Drug and Cosmetic Act (as amended) and as
required in 21 CFR § 807, Subpart E, 3M Health Care submits this subject Premarket
Notification for your review. In accordance with 21 CFR §807.90(c), this document is
submitted in duplicate, with a paper copy and an electronic copy that is an exact
duplicate of the paper copy.

The purpose of the submission is to notify the Agency of the intent of 3M to
manufacture and market the Attest™ Super Rapid Biological Indicator Challenge Packs
1496V and 41482V.

Product Code: FRC

Classification: Class I, 21 CFR 880.2800(a)

Tradenames: 3M Attest™ 1496V Super Rapid Readout Steam Challenge Pack and
41482V Super Rapid 5 Steam-Plus Challenge Pack

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Premarket Notification
3M Attest™ Super Rapid Readout Biological Indicator Challenge Packs for Steam

The table below summarizes the products covered in the current submission, the
Intended Use and the predicate device.

Product Name Intended Use Predicate
Attest™ 1496V Super Rapid To monitor M T™
Readout Steam Challenge Pack | dynamic-air-
and 41482V Super Rapid 5 removal (pre-
Steam-Plus Challenge Pack vacuum) steam

sterilization cycles

3M considers the intent to market these devices as confidential commercial
information. Therefore, 3M considers the information provided under this submission
to be a trade secret and confidential commercial information under 21 CFR §20.61 and
requests that the Food and Drug Administration not disclose this information either in
response to a Freedom of Information Request or by any other means.

An electronic payment of $4,049.00 was made to FDA on April 25, 2012 in support of
this submission, and 3M’s Medical Device User Fee Payment Identification Number
for this submission is MD6061508-956733. Should you have any questions regarding
this submission, please contact me at the phone number provided.

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510k Premarket Notification for
3M Attest™ 1496V and 41482V Super Rapid
Biological Indicator Challenge Packs for Steam

Submitted by

Submission Date: May 30, 2012

Contact
Phone:
Fax:
Email:

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Premarket Notification
3M Attest™ Super Rapid Readout Biological Indicator Challenge Packs for Steam

1.0 510(k) Notice of Intent

May 15, 2012

Food and Drug Administration

Center for Devices and Radiological Health
Office of Device Evaluation [510(K)]
Document Mail Center - WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Re:  Traditional 510(k) Premarket Notification for 3M Attest™ Super Rapid
Readout Biological Indicator Challenge Packs for Steam 1496V and
41482V

Dear Sir or Madam:

In compliance with the Federal Food, Drug and Cosmetic Act (as amended) and as
required in 21 CFR § 807, Subpart E, 3M Health Care submits this subject Premarket
Notification for your review. In accordance with 21 CFR §807.90(c), this document is
submitted in duplicate, with a paper copy and an electronic copy that is an exact
duplicate of the paper copy.

The purpose of the submission is to notify the Agency of the intent of 3M to
manufacture and market the Attest™ Super Rapid Biological Indicator Challenge Packs
1496V and 41482V.

Product Code: FRC

Classification: Class II, 21 CFR 880.2800(a)

Tradenames: 3M Attest™ 1496V Super Rapid Readout Steam Challenge Pack and
41482V Super Rapid 5 Steam-Plus Challenge Pack

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Premarket Notification
3M Attest™ Super Rapid Readout Biological Indicator Challenge Packs for Steam

The table below summarizes the products covered in the current submission, the
Intended Use and the predicate device.

Product Name Intended Use Predicate

Attest™ 496V Super Rapid To monitor 3M Attest™ Steam-Plus
Readout Steam Challenge Pack | dynamic-air-

and 41482V Super Rapid 5 removal (pre-

Steam-Plus Challenge Pack vacuum) steam leared under

sterilization cycles | K925496,

3M considers the intent to market these devices as confidential commercial
information. Therefore, 3M considers the information provided under this submission
to be a trade secret and confidential commercial information under 21 CFR §20.61 and
requests that the Food and Drug Administration not disclose this information either in
response to a Freedom of Information Request or by any other means.

An electronic payment of $4,049.00 was made to FDA on April 25, 2012 in support of
this submission, and 3M’s Medical Device User Fee Payment Identification Number
for this submission is MD6061508-956733. Should you have any questions regarding
this submission, please contact me at the phone number provided.

Sincerely,

A\ VI Health ( are Keonlatorv Attg

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

2.0 Device User Fee Cover Sheet

Form Approved: OMB No. 0910-511. Sex [nswructions fer OMB Statement.

DEPARTMENT OF HEALTH AND HUMAN SERVICES .
FOOD AND DRUG ADMINISTRATION PAYMENT IDENTIFICATION NUMBER:

MEDICAL DEVICE USER FEE COVER SHEET Write the Payment Identification number o

A completed cover sheet must accompany each original application or supplement subject to fees. If payment is sent by U.S. mail or
courier, please include a copy of this completed form with payment Payment and mailing instructions can be found at:
http.//www.fda gov/ioc/mdufma/coversheet.html

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME
address, city state, country, and post office code)

us
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN)
w5

3. TYPE OF PREMARKET APPLICATION (Select ona of the following in each column; if you are unsure, please refer to the application
descriptions at the following web site: http://www.fda.gov/oc/mdufma

Select an apolication type: 3.1 Select a center

[X] Premarket notification(510(k)); except for third party [X] CORH

[1513i(g) Request for Information [1CBER

[ 1 Biologics License Application (BLA) 3.2 Select one of the types below
[ 1 Premarket Approval Application (PMA) [X] Original Application

[ 1 Modular PMA Supple 3

[ 1Product Development Protocol (FDP) [ ] Efficacy (BLA)

[ 1 Premarket Report (PMR) [ ] Panel Track (PMA, PMR, PDP)
[ 1 Annuel Fee for Periodic Reporting (APR) [ ] Real-Time (PMA, PMR, PDP)
[130-Day Notice [ ] 180-day (PMA, PMR, PDP)
4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)

[1YES, | meet the small business criteria and have submitted the required [X] NO, | am not a small business

qualifying documents to FDA
4.1 If Yes, please enter your Small Business Decision Number:

5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE
THAT IS DUE TO FDA. HAS YOUR COMPANY PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA?

[X] YES (Al of our establishments have registered and paid the fee, or this is our first device, and we will register and pay the fee within
30 days of FDA's approvaliclearance of this device.)

[1NO (If "NO," FDA will not accept your submission until you have paid all fees due to FDA. This submission will not be processed; see
http://mww.fda.gov/icdri/mdufma for additional information)

6. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE
APPLICABLE EXCEPTION.

[ This application is the first PMA submitted by a qualified small business, []The sole purpose of the application is to support
including any affiiates conditions of use for a pediatric population

[1The application is submitted by a state or federal
government entity for a device that is not to te distributed
commercially

[ ] This biologics application is submitted under section 351 of the Public
Health Service Act for a product licensed for further manufacturing use only

7. 1S THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE INA
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is
subject to the fee that applies for an original premarket approval application (PMA).

[1YES [X]NO

PAPERWORK REDUCTION ACT STATEMENT

Public reporting burden for this collection of information is estimated to average 18 minutes per response, including the time for reviewing
instructions, searching existing data sources, gathering and maintaining the data needed, and complgting and reviewing the collection of
information. Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for
reducing this burden, to the address below.

Department of Health and Human Services, Food and Drug Administration, Office of Chief Information Officer, 1350 Piccard Drive. 4th
Floor Rockyville, MD 20850
[Please do NOT return this form to the above address, except as it pertains to comments on the burden estmate.]

AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION

25-Apr-2012

“Close Window" Print Cover sheet

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Premarket Notification

3M Attest™ Super Rapid Readout Biological Indicator Challenge Packs for Steam

3.0 CDRH Premarket Review Submission Cover Sheet

DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION OMB No. 0910-0120
Expiration Date: August 31, 2010.
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET e OME Blateiners on 706 5.
Date of Submission 7 FDA Submission Document Number (if known)

05/04/2012

SECTION A 1 YPE OF SUBMISSION

PMA PMA & HDE Supplement PDP 510(k) Meeting
[[] original Submission [[] Reguler (180 day) [] original POP ] original Submission: [[] Pre-510(K) Meeting
[[] Premarket Report [C] special [[] Notice of Completion ] Traditional [[] Pre-IDE Meeting
[] Modular Submission [] Panel Track (PMA Only) | [_] Amendment to PDP [] special [[] Pre-PMA Meeting
[[] Amendment [[] 30-day Supplement 0 Abbreviated (Complete | [ ] Pre-PDP Meeting
[J Report [] 30-day Notice ooy |, Page §) [[] Day 100 Meeting
"] Report Amendment [[] 135-day Supplement O M.dmonal Information [[] Agreement Meeting
[[] Licensing Agreement | [_] Real-time Review [ hird Party [[] Determination Meeting
Amendment to PMA & [] other (specify):
HDE Supplement
[[] other
IDE Humanitarian Device Class Il Exemption Petition | Evaluation of Automatic Other Submission
Exemption (HDE) Class Il Designation
= 5 2 g o o (De Novo)
[[] original Submission [[] original Submission [] original Submission [] Original Submission [51309)
[[] Amendment [J Amendment [] Additional Information [] Additional Information O C‘);her emissiont:
[[] supplement [] supplement {doscribe submission):
[[J Report
[ Report Amendment

Klyes [INo

Have you used or cited Standards in your submission?

SECTION B
Company / Institution Name

(If Yes, please complete Section |, Page 5)

3M Company

Division Name (if applicable)
3M Health Care

Country
USA

Contact E-mail Address

Regulatory Affairs Manager

SECTION C APPLICATION CORRESPONDENT
Company / Institution Name

Division Name (if applicable) Phone Number (including area code)
"Street Address FAX Number (including area code)

City State / Province ZIP Code Country
Contact Name

Contact Title Contact E-mail Address
FORM FDA 3514 (3/08) Page 1 of 5 Pages

PSC Graplaes (101 43000 EF

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Premarket Notification
3M Attest™ Super Rapid Readout Biological Indicator Challenge Packs for Steam

SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR HDE

[] New Device

] withdrawai

[[] Additional or Expanded Indications

D Request for Extension

[] Post-approval Study Protecel

[[] request for Applicant Hold

D Request for Removal of Applicant Hold

[] Request to Remove or Add Manufacturing Site

|:| Change in design, component, or
specification:
[] Software / Hardware
[[] calor Additive
[] material
[ specifications
[7] other (specify befow)

D Location change:
i—| Manufacturer
[ sterilizer
[[] Packager

D Process change:
] Manutacturing
[] sterilization

] Other (specity below)

D Packaging

|:| Response to FDA comespondence:

D Labeling changs:
[] Indications
D Instructions
[} Performance Characteristies
[ shelf Life
[] Trade Name
[] other (specify below)

|:| Report Submission:
D Annual or Periodic
[] Post-approval Study
|:| Adverse Reaction
[] Device Defect
[ Amendment

[[] change in Ownership
[] change in Correspondent
EI Change of Applicant Address

] Ot Reasun (specify);

[] New Ingication

[ Addition of Institution

[[] Expansion / Extension of Study
] IRB Certification

[[] Termination of Study

[] withdrawal of Application

[[] Unanticipated Adverse Effect
[[] Notification of Emergency Use
[[] Compassionate Use Request
[] Treatment IDE

[[] Continued Access

SECTION D2 REASON FOR APFPLICATION - IDE
[[] Mew Device [:‘ Change in: [] Response to FDA Letter Concerning:

[] ceorrespondent/ Applicant
[:I Design fDevice

I:[ Infarmed Consent

[] Manufacturer

[ Manufacturing Process
[] Protacol - Feasibility

[[] Protacol - Other

] sponser

] Report submission:
[[] cument Investigator
D Annual Progress Report
[[] site Waiver Report

[ Final

[[] conditional Approval
[] Deemed Approved
D Deficient Final Report
[[] Deficient Progress Report
[] peficient Investigator Report
[[] pisapproval
[] Request Extension of

Time to Respond to FDA
[[] Request Meeting
[[] Request Hearing

[] other Reason (specify):

SECTION D3

P New Device

REASON FOR SUBMISSION - 510(k)

[] Additicnal or Expanded Indications

] Change in Technology

I:‘ Other Reason (specify):

FORM FDA 3514 (3/08)

Page 2 of 5 Pages
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Traditional 510(k) Premarket Notification
3M Attest™ Super Rapid Readout Biological Indicator Challenge Packs for Steam

SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS
Producl codes of devices to which substantial equivalence is claimed 8 y of, o t ming,
safely and effectiveness information
1| FRC p) 3 4
& 510 (k) summary attached
5 8 7 8 [[]510 (k) statement
Information on devices to which substantial equivak is claimed (if known)
510(k) Number Trade or Proprietary or Model Name Manufacturer
2 2 2
3 3 3
4 4 4
5 5 5
6 6 6

SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS
Common or usual name or classification name

Biological Indicator

Trade or Proprietary or Model Name for This Device [P Model Number
1| 3M Anest(TM) Super Rapid Readout Steam Challenge Pack 1] 149V
‘2 3M Attest(TM) Super Rapid 5 Steam-Plus Challenge Pa;ck 2| 41482V
3 ' o I A i
4 4 : 7
5 5

FDA document numbers of all prior related submissions (regardiess of outcome) i ’
1 2 3 4 5 6

7 ] 9 10 n 12

ata Included in Submission
IX] Laboratory Testing (] Animal Trials (] Human Trials

SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Section (if applicable) Device Class
FRC 21 CFR 880.2800 Olcmsi [ Classii
[Classification Panel
[[classit 7] unclassified
Biological Sterils; Process Ind

Indications (from labeling)

Use the 3M Attest™ Super Rapid Readout Steam Challenge Pack 1496V and 3M Attest™ Super Rapid 5 Steam-Plus Challenge Pack 41482V in conjunction with the
3M Attest™ 490 Auto-reader 1o qualify ond 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 pil
color change result 1s observed in 48 hours.

FORM FDA 3514 (3/08) Page 3 of 5 Pages

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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3M Attest™ Super Rapid Readout Biological Indicator Challenge Packs for Steam

FDA Document Number (if known)

Note: St of this i ion does not affect the need to submit a 2821 or

2891a Device Establishment Registration form.

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION
Facility Establishment Identifier (FEI) Number Sl [] Contract Steriizer

DConlrad" . DP.- -' / Relabel

SECTION H
K] original

O Ad [ pelete

[[] original [ manufacturer [] contract Sterilizer
[Jadd [ Delete [] contract m [[] Repackager
Company / Institution Name Establishment Registration Number
"Division Name (if applicable) Phone Number (inciuding area code)
| Street Address FAX Number (including area code)
City State / Province ZIP Code Country
Contact E-mail Addrass

Contact Title

Contact Name

[] original Facility Establishment Identfier (FEI) Number [] Manufacturer [] Contract Steriizer
[Jadd  []Delete [] Contract Manutacturer  [_] Repackager / Relabeler
Company / Institution Name t Regl ion Numb
Division Name (if applicable) Phone Number (including area code)
Street Address FAX Number (including area code)
City State / Province ZIP Code Country
Contact Name Contact Title Contact E-mail Adcress

Page 4 of 5 Pages

FORM FDA 3514 (3/08)
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SECTION | UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized
Standard" statement.
Standards Mo. Standards Standards Title Version Date
Organization
1 Sterilization of health care products — Biological indicators - Past 1@ 042272010
L1138:1 ANSUAAMITSO | General Requirements 2006/R)2010
Standards No. Standards Standards Title Version Date
‘Organization
2 Sterilization of health care products — Biological indicators - Pan 3 04/22/2010
11138 ? ol : bl
: ANSVAAMIISO Biological indicators for moist heat sterilization processes 2008BIN
Standards Mo, Standards Standards Title Version Date
Organization
3 . Sterilization of health care produets — Chemical indicators - Part 3 07152005
Lriag: ANSVAAMIASO General Requirements 2005
Standards No. Standards Standards Title Version Date
Organization
4 » Sterilization of health care products - Biological and chemical i 10/01/2006
13472:2006 ANSLIAAMIISO | indicators: Test equipment 2006
Standards Mo. Standards Standards Title Wersion Dale
Organization
5 ST79 Comprehensive guide to steam sterilization & sterility assurance in 2010, A1:2010 and |09/19/2011
ANSIAAMI health care facilities A2:2011
Standards No. Standards Standards Title Version Date
Organization
6
Standards No. Standards Standards Title Version Date
Organization
T
Please include any additional standards to be cited on a separate page.
Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the ume for reviewing instructions, searching
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate ot any other aspect of this collection of information, including suggestions for reducing this burden to:
Department of Health and Human Services
Food and Drug Administration
Office of the Chief Information Officer (HFA-T10)
5600 Fishers Lane
Rockville, Maryland 20857
An agency may not conduct or sponsor, and & person is not required to respond to, a collection of information wnless it displays a currenily valid OME control number.

FORM FDA 3514 (3/08) Page 5 of 5 Pages
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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)

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5.0 Premarket Notification (510(k)) Summary

Sponsor Information:
St. Paui, MN 55144-1000
Contact Person:

Regulatory Affairs
Phone Number: (651) 575-8052
FAX Number: (651) 737-5320
Date of Summary: May 15, 2012

Device Name and Classification:

Common or Usual Name:  Sterilization Biological Indicator
Proprietary Name: 3M Attest™ 1496V Super Rapid Readout Steam
Challenge Pack
3M Attest™ 41482V Super Rapid 5 Steam-Plus
Challenge Pack
Classification Name: Indicator, Biological Sterilization Process

(21 CFR § 880.2800(a))

Predicate Devices:

3M Attest™ Steam-Plus Pack

cleared under K92549
3M Attest™ 1492V Super Rapid Readout Biological Indicator for Steam (K121484)
3M Attest™ 490 Auto-reader (K121484)

10
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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:

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

11
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Guidance for Industry and FDA Staff, December 19, 2003

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

e ANSI/AAMI/ISO 11138-3: 2006/(R)2010 Sterilization of health care products —
Biological indicators — Part 3: Biological indicators for moist heat sterilization
processes

e ANSI/JAAMI/ISO 11140-1:2005/(R)2010 Sterilization of health care products —
Chemical indicators, Part 1: General requirements

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

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

o 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 Bls 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.

12
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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.

13
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6.0  Truthful and Accuracy Statement

Pursuant to 21 CFR §807.87(k), I certify that, in my capacity as Regulatory Affairs
Manager for 3M Health Care, I believe to the best of my knowledge, that all data and
information submitted in this Premarket Notification are truthful and accurate and that
no material fact has been omitted.

29 May 2/3
(V4

Date

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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7.0  Class Il Summary and Certification

Not applicable. The subject medical device is not a Class Il device.

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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8.0 Financial Certification or Disclosure Statement

Not applicable. This submission does not contain information from clinical
studies.

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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9.0  Declarations of Conformity and Standards Data Report for 510(k)

Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(K)S
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that references
a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
|E Traditional D Special D Abbreviated

STANDARD TITLE
ANSIVAAMITSO 11138-1:2006(R) 2010 STERILIZATION OF HEALTH CARE PRODUCTS — BIOLOGICAL INDICATORS - PART 1

Please answer the following questions Yes No
Is this standard recognized BY FDA 22 . oo oo oo, [ ]
FDA Recognition number * S P = S T # 14296

Was a third party laboratory responsible for testing conformity of the device to this standard identified
IUEAE BTO(K)? ovvvee oo eeeeeeeeeeeseeeeeeeeeeeeseee e s seeeeoees e se e eeseeesesseeees s eeees s ess e eeeseeeees s esseeeeees e eeeeseeees O B

Is a summary report 4 describing the extent of conformance of the standard used included in the
BAD(K)? oo eeee oo oo e e oo e e e ee e e eee e et ee e ee oo ee et eee e eee e X O
If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

DERETHS O NS IHEVICE R oo crromsmoousmm oo s roms e G S oSS S e ST S SR PR S e O
Does this:standard inclide:acceptance.citena? susyrsssspmenmrmnneemmrmensr s o 4 Ul
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of the standard?.............coooiiiin. X Ol
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? ............... | X
If yes, were deviations in accordance with the FDA supplemental information sheet (S1S) ™7 O O
Were deviations or adaptations made beyond what is specified in the FDA SIS? ..., 0 =
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ... e Il |
If yes, report these exclusions in the summary report table.

6
Is there an FDA guidance that is associated with this standard?............... X L
If yes, was the guidance document followed in preparation of this 510k?.. X O

Title of guidance: Premarket Notification [510(k)] Submissions for Biological Indicators. Oct. 4. 2007

! The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U S.C. 360d], www fda_gov/cdrh/stdsprog html utilized during the development of the device
3 http://www accessdata fda gov/scripts/cdrh/cfdocs/cfStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at

-

The summary report should include: any adaptations used to adapt http: Iwww,acc.essdﬂta,fda,govfs_cﬁms:'cdrhh:fdocsfcmendards.*search cfm
to the device under review (for example, alternative test methods); The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are described; www.fda.gov/cdrh/guidance.html

deviations from the standard; requirements not applicable to the

device; and the name address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 PSC Graphics: (301) 443- 1080 EF
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
ANSTVAAMIISO 11138-1:2006(R) 2010 STERILIZATION OF HEALTH CARE PRODUCTS — BIOLOGICAL INDICATORS - PART 1

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
A C D-value det ation by survivi / thod
nnex value determination by survivor curve methol K ves [INo []na

TYPE OF DEVIATION OR OPTION SELECTED®
Resistance characteristics assessed by: 1. D-value determuination by fraction negative and 2. Venification of Survival/Kill

DESCRIPTION
See Appendix A of this submuission for summary of testing

JUSTIFICATION
Standard only requires 2 methods for resistance characterization. D-value and Survival/Kill window were the methods chosen

SECTION NUMBER SECTION TITLE CONFORMANCE?

(Jves [InNo [] A

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

[(Jves [InNo [ na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a seclion is not applicable (N/A) an
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of aptions
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the
report. More than one page may be necessary.

s

Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimarted to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources. gathering and maintaining the data needed. and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information. including suggestions for reducing this burden. to:

Center for Devices and Radiological Health

1350 Piccard Drive

Rockville. MD 20850

An agency may not conduct or sponsor, and a person Is not required fo respond to, a collection of information
unless it displays a currently valid OMB confrol number.

FORM FDA 3654 (10/06) Page 2

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Form Approved: OMB MNo. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration
STANDARDS DATA REPORT FOR 510(K)S
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that references
a national or international standard. A separate report is required for each standard referenced in the 510(k)

TYPE OF 510(K) SUBMISSION
X Traditional 1 special [1 Abbreviated

STANDARD TITLE '
AAMIANSLTSO 11138-3:2006/(R)2010 Sterilization of health care products - Biological indicators - Part 3

Please answer the following questions Yes No
Is this standard recognized by FDA 2 ..o oo | =
FDA Recognition number * #

Was a third party Iabﬂralory respon5|ble for testing conformity of the device to this standard identified

7 AR - S ST - SO SO S — | X

Is a summary report * describing the extent of conformance of the standard used included in the

B10(K)? oo e A O

If no, ccmplete a summary report table

Does the test data for this device demonstrate conformity to the requirements of this standard as it

PEMaiNg 10 TS QeVICE T e e & U
Does this standard include acceptance criteria? ......... D
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of the standard?.................................... X O
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? ... [i] )
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) [m] O
Were deviations or adaptations made beyond what is specified inthe FDASIS? ... ... O =
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the:standarnd? «..cozvennsnsmnansnn nsessmesmnpas assnes O X
If yes, report these exclusions in the summary report table.
# L . 8y » .

Is there an FDA guidance that is associated with this standard? ... 4 O
If yes, was the guidance document followed in preparation of this 510k? ... ... B4 O
Title of guidance: Biological Indicator (BI) Premarket Notification 510(k) Submissions: Oct. 4. 2007

! The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment fo this

[title of standard] [date of publication] standard. The summary report includes informaticn on all standards
= Authority [21 U.S.C. 360d], www fda.govicdrh/stdsprog html utilized during the development of the device.
* http:/fwww.accessdata fda.goviscripts/cdrh/cfdocs/cfStandards/ * The supplemental information sheet (S13) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
+ The summary report should include: any adaptations used to adapt hitp-fwww.accessdata fda goviscripts/cdrh/cfdocs/cfStandards/search.cfm

-

to the device under review (for example, alternative test methods); The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are described; www fda.gov/cdrh/guidance html

deviations from the standard; requirements not applicable to the

device; and the name address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 PSC Gaghics: (301) $43- 1080 EF

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
ANSIAAMITISO 11138-1:2006(R) 2010 STERILIZATION OF HEALTH CARE PRODUCTS — BIOLOGICAL INDICATORS - PART 3

CONFORMANCE WITH STANDARD SECTIONS™

SECTION NUMBER SECTION TITLE CONFORMANCE?
Section 9 Population and resistance Mves [INo [ Na

TYPE OF DEVIATION OR OPTION SELECTED*
D-value 1s determmed at 270F and 275F, no z-value 1s determined

DESCRIPTION
See Appendix A of this submission for summary of testing

JUSTIFICATION
The product will only be used for 270F and 275F cycles. No z-value is needed as D-values are already determined at those temperatures

SECTION NUMBER SECTION TITLE CONFORMANCE?

[Jves [INo [] na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

[dves [InNo [ Nia

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under “type of deviation or aption selected,” “description” and “justification” on the
report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (S1S), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources. gathering and maintaining the data needed. and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information. including suggestions for reducing this burden., to:

Center for Devices and Radiological Health

1350 Piccard Drive

Rockville. MD 20850

An agency may not conduct or sponsor, and a person is not required to respond fo, a collection of information
unless it displays a currently valid OMB control number.

FORM FDA 3654 (10/06) Page 2

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Premarket Notification
3M Attest™ Super Rapid Readout Biological Indicator Challenge Packs for Steam

Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Semvices
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(K)S
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that references
a national or international standard. A separate report is required for each standard referenced in the 510(k)

TYPE OF 510(K) SUBMISSION
X Traditional [1 special [1 Abbreviated

1
STANDARD TITLE
ANSIAAMITSO 11140-1:2005 STERILIZATION OF HEALTH CARE PRODUCTS — CHEMICAL INDICATORS, PART 1: GENERAL
REQUIREMENTS

Please answer the following questions Yes No
S NS AT AT T OO 2 O I LD PN ottt S P s, |[OR) |
FDA Recognition number ? # 14195

Was a third party Iaboratory resp0n9|ble for testmg conformity of the device to this standard identified
I ENE STOMKY? oo X

Is a summary report 4 describing the extent of conformance of the standard used included in the
S510{K)2 s T S | B
If no, complete a summaryr repon table

Does the test data for this device demonstrate conformity to the requirements of this standard as it

Pertains 10 this QeViCe T e e [
Does this standard include acceptance Critenia? ... 4|
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of the standard?..._..._....___.___....._. ] 4|
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? ....... O X
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5'?..___ O O
Were deviations or adaptations made beyond what is specified inthe FDA SIS? ... ... 0 X
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ... O 2
If yes, report these exclusions in the summary report 1ab|e
8 )

Is there an FDA guidance that is associated with this standard? ... B O
If yes, was the guidance document followed in preparation of this 510K? ... X |
Title of guidance: Premarket Notification [510(k)] Submuissions for Chemical Indicators. Dec. 19, 2003

1 The formatting convention for the fitle is: [SDO] [numeric identifier] certification body involved in conformance assessment to this

[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www._fda.gov/cdrh/stdsprog_himl utilized during the development of the device.
* http:/fiwww.accessdata fda.goviscripts/cdrhicfdocs/cfStandards/ ® The supplemental information sheet (SIS) is additional information
search.cfm which is necessary hefore FDA recognizes the standard. Found at

-

The summary report should include: any adaptations used to adapt hﬂp:fww.accessdam.fcla.gov!gcﬁpts!cdrhfc[docs.fcfSlandardsfsearch.cfm
to the device under review (for example, alternative test methods); The online search of CORH Guidance Documents can be found at
choices made when options or a selection of methods are described; www_fda.gov/cdrh/guidance.himl

deviations from the standard; requirements not applicable to the

device; and the name address of the test laboratory or

-

FORM FDA 3654 (9/07) Page 1 PSC Gaghics: (301) #43- 1080 EF

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

EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

ANSTAAMITSO 11140-1:2005 STERILIZATION OF HEALTH CARE PRODUCTS — CHEMICAL INDICATORS, PART 1: GENERAL
REQUIREMENTS

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
All

B ves [INo []mna

TYPE OF DEVIATION OR OPTION SELECTED*
None

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Cdves [INo [Ina

TYPE OF DEVIATION OR OPTION SELECTED®

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

[Jyes [JNo []na

TYPE OF DEVIATION OR OPTION SELECTED®

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under “type of deviation or option selected,” “description” and *justification” on the
report. More than one page may be necessary.

" Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information 1s estimated to average 1 hour per response, including the
time for reviewing mstructions, searching existing data sources, gathering and maintaming the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of mformation. including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control number.

FORM FDA 3654 (10/086) Page 2

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Premarket Notification
3M Attest™ Super Rapid Readout Biological Indicator Challenge Packs for Steam

Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
/] Traditional [] special [] Abbreviated

STANDARD TITLE'

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

Please answer the following questions

Yes No

Is this standard recognized by FDAZ? ...t s

FDA Recognition number?

Was a third party laboratory responsible for testing conformity of the device to this standard identified

IS, BOKIP csmrcrssmenveimusss s B S S T T ¥
Is a summary report* describing the extent of conformance of the standard used included in the
B0 s 1
If no, complete a summary report table.
Does the test data for this device demonstrate conformity to the requirements of this standard as it
DET AN AT GHOVIEOD osieomarmmmmsseeseasmosessrsscnssssres oS T i S s T ¥4 |
Does this standard include acceptance Criteria? .........ovioeemiceeiecec 1 O
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of tests? ..o Ll ]
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? ... O
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)®?............. O] ]
Were deviations or adaptations made beyond what is specified in the FDA SIS? ... O
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ..................... O 4]
If yes, report these exclusions in the summary report table.
Is there an FDA guidance® that is associated with this standard? ... ¥4 ]
If yes, was the guidance document followed in preparation of this 510K? .........ccrwereeeerricrinsces oo v O
Title of guidance: Biological Indicator (BI) Premarket Notification 510(k) Submissions; Oct. 4, 2007 _—
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http://www.accessdata. fda.gov/scripts/cdrh/cfdocs/cfStandards/ s The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
4 The summary report should include: any adaptations used to adapt http:thwfw.accessdata.fda.guw‘scnplsicdrht‘cfdocsicfStandardsl
to the device under review (for example, alternative test methods); seale c m #
choices made when options or a selection of methods are described; & The online search for‘ CDRH Guidance Documents can be found at
deviations from the standard; requirements not applicable to the www.fda.gov/edrh/guidance.htm|
device; and the name and address of the test laboratory or
FORM FDA 3654 (9/07) F'age 1 PSC Graphics (301) 443-1000  EF

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records Processed under FOI request 2017-10702; Released by CDRH on 08/15/2018
Traditional 510(k) Premarket Notification

3M Attest™ Super Rapid Readout Biological Indicator Challenge Packs for Steam

EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORTTABLE

STANDARD TITLE
ANSI/AAMI/ISO 18472:2006 Sterilization of health care products: Biological and chemical indicators - Test equipment

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER | SECTION TITLE CONFORMANCE?
All WMives [INo [Jna

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER | SEGTION TITLE CONFORMANCE?
Clves [InNo [CIna

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER | SECTION TITLE CONFORMANCE?
Clves Cine Dlnma

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If 2 section is not applicable (N/A)
an explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard is required under “type of deviation or option selected,” “description” and “justifica-
tion” on the report. More than one page may be necessary.

+ Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden cstimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required fo respond to, a collection of information
unless it displays a currently valid OMB control number.

FORM FDA 3654 (9/07) Page 2

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records Processed under FOI request 2017-10702; Released by CDRH on 08/15/2018
Traditional 510(k) Premarket Notification
3M Attest™ Super Rapid Readout Biological Indicator Challenge Packs for Steam

Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(K)S
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that references
a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
X Traditional D Special I:l Abbreviated

STANDARD TITLE '
United States Pharmacopeia 34: 2011, Biological Indicator for Steam Sterilization - Self Contained

Please answer the following questions Yes No
Is this standard recognZEd BY FDA 22 .......i.eeeeeeeeceeeeeeeeeeeeeseeeees e eee s es oo se s ee s es et ee s ee s eeeseees e [ ]

Was a third party laboratory responsible for testing conformity of the device to this standard identified
I ERE BTO(KDT oo eeeeeee e eeee e s eeee e e e seeee s e s ees e ee s e s ees e e ee s eeeeeee s ees e eeseeeees e eremeerenes U B

Is a summary report 3 describing the extent of conformance of the standard used included in the
BTO(K)? oo eeeeeeee e eee et ee e e e eeee e eeee e e e eee s e e s et e ee e e eete e eee s ee s et e ee et ee e eeeeeeeeaereeen L] 2
If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

pertains to this device? ..... 0
Does this standard include acceptance Criteria? ... ... X |
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of the standard?..........c.cccoooiiieciiicnne. O =
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? ...... B U
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) “7......... O ]
Were deviations or adaptations made beyond what is specified in the FDA SIS? ..o
o . I Ll
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ..............cooiiiiiiii e ] X
If yes, report these exclusions in the summary report table.
. 6 . . . . |
Is there an FDA guidance that is associated with this standard?................ccco s B U
If yes, was the guidance document followed in preparation of this 510k? |
Title of guidance: Premarket Notification [510(k)] Submissions for Biological Indicators. Oct. 4. 2007
! The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] st;pdard T_he summary report includes \nf_ormat\un on all standards
2 Authority [21 U.S.C. 360d], www fda_gov/cdrh/stdsprog.html  utilized during the development of the device.
3 hittp:/iwww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ “ The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
4 The summary report should include: any adaptations used to adapt mtp:fwww.accessdata‘.fda.govl;cnpls/cdrhlcfdocs.fcfstandardsr’search cfm
to the device under review (for example, alternative test methods); ® The online search of LD_RH Guidance Documents can be found at
choices made when options or a selection of methods are described; www.fda.gov/cdrh/guidance.html

deviations from the standard; requirements not applicable to the
device; and the name address of the test laboratory or

FORM FDA 3654 (8/07) Page 1 PSC Graphics: (301) 443- 1000 EF

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Premarket Notification
3M Attest™ Super Rapid Readout Biological Indicator Challenge Packs for Steam

EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

UNITED STATES PHARMACOPEIA 34: 2011, BIOLOGICAL INDICATOR FOR STEAM STERILIZATION - SELF CONTAINED

CONFORMANCE WITH STANDARD SECTIONS™

SECTION NUMBER SECTION TITLE
Chapter <1035= Biological Indicators for Sterilization

CONFORMANCE?

B ves [ INo []nma

TYPE OF DEVIATION OR OPTION SELECTED®
D-value is determined at 270F and 275F instead of 250F

DESCRIPTION
See Appendix A of this submission for a summary of testing

JUSTIFICATION
The product will be used for 270F and 275F cycles mstead of 250F cycles

SECTION NUMBER SECTION TITLE
Chapter <55= Biological Indicators - Resistance Performance Tests

CONFORMANCE?

P ves [INo []nma

TYPE OF DEVIATION OR OPTION SELECTED*
Population (Total Viable Spore Count) determination 1s performed on a non-heat shocked sample

DESCRIPTION
See Appendix A of this subnussion for a summary of testing

JUSTIFICATION
Product is used without prior heat shock and therefore the non-heat shocked population is more relevant

SECTION NUMBER SECTION TITLE

CONFORMANCE?

[ves [INa [naA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

explanation is needed under “justification.” Some standards include options, so similar to deviations, the option

report. More than one page may be necessary.

“

information sheet (SIS), a deviation to adapt the standard to the device, or any adapiation of a section

* For completeness list all sections of the standard and indicate whether confarmance is met. If a section is not applicable (N/A) an

chosen needs to be

described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the

Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental

Paperwork Reduction Act Statement

aspect of this collection of information. including suggestions for reducing this burden. to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

unless it displays a currently valid OMB control number.

Public reporting burden for this collection of information is estimated to average 1 hour per response. including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed. and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other

An agency may not conduct or sponsor, and a person is not required fo respond fo, a collection of information

FORM FDA 3654 (10/086) Page 2

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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3M Attest™ Super Rapid Readout Biological Indicator Challenge Packs for Steam

Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration
STANDARDS DATA REPORT FOR 510(K)S
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that references
a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
@ Traditional D Special I:| Abbreviated

STANDARD TITLE :
AAMI/ ANSI ST79:2010 & A1:2010, Comprehensive guide to steam sterilization and sterility assurance in health care facilities

Please answer the fO”Oang quesﬂons Yes No
IsdhisStandardrecognizad by EDA: Aememrmnmmmrmnss s oo | ]
FDA Recognition number 3 B B S #14-312

Was a third party laboratory responsible for testing conformity of the device to this standard identified
R 1] N AN T [

Is a summary report 4 describing the extent of conformance of the standard used included in the
0 S X ]
If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

PEIAINS 10 thisS DEVICET .ottt ee ettt s s an et e s et s e nbe e b e essanmn s enbeebenns U
Daes thisstandard ineNide’a cCeptanCe CEIIAT n mamms s s s e o Vv AT s S R S e e < UJ
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of the standard?............cc O X
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? .......................... g B
If yes, were deviations in accordance with the FDA supplemental information sheet (S1S) oo 0 O
Were deviations or adaptations made beyond what is specified in the FDA SIS7 ...
- S O O
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ... e OJ X
If yes, report these exclusions in the summary report table.
. € . - . .

Is there an FDA guidance that is associated with this standard? ..., & O
If yes, was the guidance document followed in preparation of this 510K? ..o, 2 [l
Title of guidance: Premarket Notification [510(k)] Submissions for Biological Indicators. Oct. 4. 2007

! The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this

[title of standard] [date of publication] stapdard The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html _ unlzed-dimg therdevelopment ot e device
3 http://www accessdata fda gov/scripts/cdrh/cfdocs/cfStandards/ ° The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at

=

The summary report should include: any adaptations used to adapt http Iww,ﬂccessdata,fda,govfs_cﬁptslcdrhfc.fdDcsfcfSlandardsfsearch cfm
to the device under review (for example, alternative test methods); The online search of CDRH Guidance Documents can be found at
choices made when options or a selection of methods are described; www.fda.gov/cdrh/guidance.html

deviations from the standard; requirements not applicable to the

device; and the name address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 PSC Graphics: (301) 443- 1000 EF
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Records Processed under FOI request 2017-10702; Released by CDRH on 08/15/2018
Traditional 510(k) Premarket Notification
3M Attest™ Super Rapid Readout Biological Indicator Challenge Packs for Steam

EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
AAMI/ ANSI ST79:2010 & A1:2010, COMPREHENSIVE GUIDE TO STEAM STERILIZATION AND STERILITY ASSURANCE IN HEALTH
CARE FACILITIES

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTICON TITLE CONFORMANCE?
Annex K Development and qualification of the 16 towel PCD < Yes []No [] nia

TYPE OF DEVIATION OR OPTION SELECTED*
See Section 12, Performance Testing

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

CvYes [Ino [ N

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

[dves [InNo [ Na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be
described and adequately justified as appropriate for the subject device. Explanation of all deviations ar description of options
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the
report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions. searching existing data sources. gathering and maintaining the data needed. and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information. including suggestions for reducing this burden. to:

Center for Devices and Radiological Health

1350 Piccard Drive

Rockville. MD 20850

An agency may not conduct or sponsor, and a person is not required to respond fo, a collection of information
unless it displays a currently valid OMB control number.

FORM FDA 3654 (10/06) Page 2

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Premarket Notification
3M Attest™ Super Rapid Readout Biological Indicator Challenge Packs for Steam

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))

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Premarket Notification

3M Attest™ Super Rapid Readout Biological Indicator Challenge Packs for Steam

10.2  The establishment registration number, if applicable, of the owner or
operator submitting the premarket notification submission.

This 510(k) Premarket Notification is submitted by:

3M Health Care

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Premarket Notification
3M Attest™ Super Rapid Readout Biological Indicator Challenge Packs for Steam

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 (Bl)
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 (Bl)
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/JAAMI/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.

31

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Traditional 510(k) Premarket Notification
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10.4 Concise Description of Device

The 3M Attest™ 1496V and 41482V Super Rapid Challenge Packs are designed to
routinely challenge dynamic-air-removal (prevacuum) steam sterilization processes n

healthcare facilities. The Challenge P,
ﬂM Attest™ Steam-Plus Pack

25496), and are similar in design.

The 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. Each pack has a process indicator on the outside of the pack that changes from
yellow to brown or darker when exposed to steam. This disposable pack has been
designed to present a challenge to the steam sterilization process that is equivalent to or
more resistant than the towel pack biological indicator challenge device recommended
by the Association for the Advancement of Medical Instrumentation (AAMI).

Each Attest™ 1496V Challenge Pack contains an Attest™ 1492V Super Rapid
Readout Biological Indicator and a record keeping sheet. Each Attest™ 41482V
Challenge Pack contains an Attest™ 1492V Super Rapid Readout Biological Indicator,
a SteriGage™ chemical integrator, and a record keeping sheet. Attest™ 1492V
biological indicator controls are provided with both challenge packs.

Biological Indicator Design and Attest ™ Super Rapid Readout Technology

The Attest™ 1492V Super Rapid Readout B1010g1ca1 Indicator (1492V Super Rapld BI
or 1492V SRBI) contamed w1thm the 1496V a

1492V 1s a new mo he Super Rapid cator currently under review

for dynamic-air-removal (prevacuum) steam sterilization cycles (K121484).
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SteriGage™ chemical integrators contain a paper wick and a steam and temperature
sensitive chemical pellet contained in a paper/film/foil laminate. The chemical pellet
melts and migrates as a dark color along the paper wick. The migration is visible
through a window marked ACCEPT and REJECT; the extent of migration depends on
steam, time, and temperature. SteriGage™ has been cleared under K101249.
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The Attest™ 1496V Super Rapid Readout Steam and 41482V Super Rapid 5 Steam-
Plus Challenge Packs are substantially equivalent to the predicate test pack device 3M
Attest™ Steam-Plus Packb) (4)

cleared under K925496, 111 teL111S UL LICHUcU UsE aud LECHIVIVZICAL CLHALACICLISUCS.

The differences between the Attest™ Super Rapid Challenge Packs and the predicate
device are:

1. The substitution of the biological indicator with the 1492V Super Rapid
Readout Biological Indicator.

2. Alignment of the Indications for Use with the steam sterilization cycles claimed
by the 1492V Super Rapid Readout Biological Indicator.

The performance testing summaries provided demonstrate the products meet the
requirements of their intended use for the indications claimed. There are no new
questions of safety or effectiveness.
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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.
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11.0 Device Description and Drawings

The 1496V and 41482V Challenge Packs are similar in design to the predicate 3M
Attest™ Steam-Plus Pack cleared under K925496. Both contain a laminated sheet, die
cut paper sheets, and index cards that form the bulk of the challenge pack

Table 2 shows the composition of the Super Rapid Challenge Packs as compared to the
predicate device Attest™ Steam-Plus Pack cleared under K925496.

Diagrams showing the composition of the 3M Attest™ 1496V and 41482V Challenge
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mrocess indicator dot on the Challenge Pack label (1496V and 41482V) turn from
w to brown or darker when processed in 270°F and 275°F prevacuum cycles. The
process indicator is used by the customer to verify that the Challenge Pack was exposed
to steam. It does not verify that the cycle was complete or that sterilization conditions
were met.
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Design of the SteriGage™ Chemical Integrator (in 41482V only)

3M SteriGage™ Steam Chemical Integrators are single-use chemical indicators
consisting of a paper wick and a steam and temperature sensitive chemical pellet
contained in a paper/film/foil laminate. Upon exposure to steam, the chemical pellet
melts and migrates as a dark color along the paper wick as a moving front. The
migration 1s visible through a window marked ACCEPT or REJECT; the extent of

migration depends on steam, time, and temperature.

3M Comply™ SteriGage™

Steam M Fass THIS POl L

Chemical (
1243leg"" REJECT [leedgyscn

DARK BARK MUST P

Class 5
Unexposed

3M Comply™ SteriGage™ 3M Comply™ SteriGage™

Stean M AR A Steam N R A
1243R Chemical 1243R Chemical QNN

Integrater  REJECT [.Yeei g f5em) Integrater  REJECT [.{&{&dgsem)

Class 5 Class 5

After a passing cycle After a failing cycle

Design of the Attesf™ 1492V Super Rapid BI (SRBI)

The 1492V Super Rapid BI (SRBI) has been submitted as a separate 510(k) K121484.
The basic design is similar to many current self-contamed blologlc 72

tube The sterllant enters the BI through enu'y ports on the cap. Dunng activation, the
cap is depressed fully onto the sleeve which crushes the growth media ampoule,
1 vn to the spores. After activation, the cap
closes the sterilant ent
onfains the haid erowth media within the SRB

The chemical indi i -

he Process Indicator on top of the cap and undergoes a color change from
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pink to light brown upon exposure to steam, allowing the user to identify processed
from unprocessed biological indicators.
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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
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12.2 Equipment
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12.3 Performance Testing Protocols and Results
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All process indicators on the Challenge Pack labels were yellow prior to exposure and
brown or darker after exposure. All process indicators on the BI caps are pink prior to
exposure and light brown or darker after exposure.
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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

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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13.1.2 Label on Attest™ 1496V Super Rapid Readout Steam Challenge Pack

Below is a representation of
each 1496V Challenge Pack
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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

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

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

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

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

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

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

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

13.2.2 Label on Attest™ 41482V Super Rapid 5 Steam-Plus Challenge
Pack

Below is a representation of th

h A1 AN h anca D
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13.3 Template for Certificate of Analysis of Attest™ 1492V Super Rapid
Readout Biological Indicator

Below is the certificate of analysis for the 1492V BI that will be included in each lot of
1496V and 41482V Challenge Pack.
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13.4  Labeling for the Predicate Device

13.4.1 Predicate Instructions for Use
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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 Pac
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 135°C/275°F 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
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510(k) “SUBSTANTIAL EQUIVALENCE”

510(k) Submissions compare new devices to marketed devices FDA requests additional information if the relationship between
marketed and “predicate” (pre-Amendments or reclassified post-Amendments) devices is unclear
This decision is normally based on descnptive information alone, but limited testing information is sometimes required
Data maybe in the 510(k), other 510(k)s, the Center’s classification files, or the literature
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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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Re: K121593

Trade/Device Name: 3M Attest™ 1496V Super Rapid Readout Steam Challenge Pack

IM Attest™ 41482V Super Rapid 5 Steam-Plus Challenge Pack
Regulation Number: 21 CFR 880.2800

Regulation Name: Sterilization Process [ndicator
Regujatory Class: 11

Product Code: FRC

Dated: March 1, 2013

Received: March 4, 2013

Dea

We have reviewed your Section 510(k) premarkot notifioation of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the snclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 2B, 1976, the enactment date of the Medical Device Amendments, or {o
devices that have been reclassified in accordance with the provisions of the Fedcral Food, Drug,
and Cosmetic Act (Act) that do not require approval 6f a premarket approval application (PMA).
You may, therefore, market the device, subjcct to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against mishranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you; however, that device labeling must be truthful and not misleading.

If your device is classified (scc above) into cither class TI (Special Controls) or class IIT (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

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

Office of Device Evaluation &

' Foeod and Drug Administration
C Office of In Vitro Diagnostics

o uuuu‘&
C»

COVER SHEET MEMORANDUM

From: ‘ Reviewer Name Clarence W. Murray, Ili
Subject: 510(k) Number K121593
To: The Record

Please list CTS decision code _SE

o Refused to accept (Note: this is considered the first review cycle, See Screening Checklist
http:/feroom.fda.qgovieRoomReq/Files/CDRH3/CDRHPremarketNotification510kProgram/0 5631IScreenmq%ZOCheckllst“/on?“/o
202%2007 doc )

¢ Hold {Additional Information or Telephone Hold).

X Final Decision (SE, SE with Limitations, NSE (select code below), Withdrawn, etc.}.

Not Substantially Equivalent (NSE) Codes

o NO NSE for lack of predicate

o NI NSE for new intended use

o NQ NSE for new technology that raises new questions of safety and effectiveness

o NU NSE for new intended use AND new technology raising new questions of safety and
effectiveness

o NP NSE for lack of performance data

o NS NSE no response

o NL NSE for lack of performance data AND no response

¢ NM NSE pre-amendment device cali for PMAs (515i)

o NC NSE post-amendment device requires PMAs

o NH NSE for new molecular entity requires PMA

o TR NSE for transitional device

Please complete the following for a final clearance decision {i.e., SE, SE with Limitations, etc.):

Indications for Use Page Attach IFU X

510(k) Summary /510(k) Statement Attach Sumrmary X
Truthful and Accurate Statement. Must be present for a Final Decision X

ts the device Class 1II? X
if yes, does firm include Class |l Summary? Must be present for a Finai Decision

Does firm reference standards? X

(If yes, please attach form from hitp:./iwww.fda. govlogacomlmorechomes/fdaformleDA—
3654.pd

Is this a combination product? X
(Please specify category see

http:/feroom fda . govieRocomReq/Files/CDRH3/CDRHPremarketNotification510kProgram/Q_413b/CO
MBINATION%20PRODUCT%20ALGORITHM%20(REVISED%203-12-03).DOC

Is this a reprocessed single use device? X
{Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for
Reprocessed Single-Use Medical Devices, hitp:/iwww.fda.gov/cdrhiode/quidance/1216 html)

Is this device intended for pediatric use only?

Is this a prescription device? (If both prescription & OTC, check both boxes.)

Did the application include a completed FORM FDA 3674, Certification with Requirements of
ClinicalTrials.gov Data Bank?

P

Is clinical data necessary to support the review of this 510(k)?
For United States-based clinical studies only: Did the application inciude a completed FORM

FDA 3674, Certification with Requirements of ClinicalTrials.gov Data Bank? (If study was

Rev. 9/20/12 - added digital concurrence table L

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov ot 301-796-8118
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conducted in the United States, and FORM FDA 3674 was not included or incomplete, then
applicant must be contacted to obtain completed form.)

Does this device include an Animal Tissue Scurce?

All Pediatric Patients age<=21

Neonate/Newborn (Birth to 28 days)

Infant (29 days -< 2 years old)

Child (2 years -< 12 years cld)

Adolescent (12 years -< 18 years old)

Transitional Adolescent A (18 - <21 years old) Special considerations are being given to this
group, different from adults age = 21 (different device design or testing, different protoco!
procedures, etc.) :

E I L B e

Transitional Adolescent B (18 -<= 21; No special considerations compared to adults => 21 years
old) ‘

Nanotechnology

Is this device subject to the Tracking Regulation? {Medical Device Tracking Contact OC.
Guidance, http:/imww fda.govicdrh/comp/quidance/169.html)

Regulation Number: 21 CFR 880.2800(a) Class: || Product .Code: FRC

(*If unclassified, see 510(k) Staff)
Additionat Product Codes: .

Digital Slgnature Concurrence Table

Revnewer Sl.gn Off

C I a re W D|g|ta|l)' slgned by Clarence W. Murray lii Ill
=U).5. Go HHS,
n ce { - c MIevemmen!,mn
M I ull“ 0.9.234. 99.9;?001001 . 1=1300197254,
WM G
u rray I ' Date 2:’;‘;3 14 1‘;’;?‘2; -04'op

Branch Chicf Sign-Off ElizabethEE=Claverie
;5 DZAN |
2013.03: 15&1@ :25:36 -04'00'

Division Sign-Off
TeJashrliS-—Purohltsheth -S

2013.03155:254:47 -04'00"

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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o SHOVICY
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é DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation
9200 Corporate Boulevard
Rockville, MD 20850

Premarket Notification [510(k)] Review

Traditional
K121593/S003
Date: March 12, 2013
To: The Record ' Office: ODE
From: Clarence W. Murray, IlI Division: DAGRID/INCB

510(k} Holder: 3M Health Care

Device Name: 3M Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid
5 Steam-Plus Challenge Pack

Cont(b) (4), (b) (6)

Phor
Fax:
Emai

. Purpose and Submission Summary:

3M Health Care would like to introduce 3M Attest™ 1496V and 41482V Super Rapid Biological
Indicator Challenge Packs for Steam into interstate commerce, The subject device is a biological
indicator (Class i, 21 CFR § 880.2800(a), product code - FRC}. The subject device is intended to
monitor dynamic — air — removal (pre-vacuum) steam sterilization cycles. This submission was placed
on telephone hold on July 17, 2012.

The submission was placed on telephone hold on November 14, 2012. The firm provided additional
information to FDA on December 6, 2012 and the submission was returned to telephone hold on
December 13, 2012.

It is recommended that this submission be considered for SE.

Indications for Use page (Indicate if: Prescription or OTC)

Truthful and Accuracy Statement

510(k) Summary or 510(k) Statement

XXX

Standards Form

The 510(k) summary for this submissioh is found on pages 10 - 13

® @)

1-K121593/S002

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

Is the device life-supporting or life sustaining?

Is the device an impiant (implanted longer than 30 days)?

Does the device design use software?

XX | XX

Is the device sterile?

Is the device reusable (not reprocessed single use)? ' )
Are “cleaning” instructions included for the end user?

-

Devu:e Summary:
The 3M Attest™ 1496V and 471482V Super Rapid Challenge Packs are designed to routinely ¢hallenge
dynamic-air-removal (pre-vacuum) steam sterilization processes in healthcare facilities

as the predicate 3M AttestTM Steam-Plus Pac

925496) and are similar in design.

The 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 i{abel. Each pack has a
process indicator on the outside of the pack that changes from yellow to brown or darker when exposed
to steam. This disposable pack has been designed to present a challenge to the steam sterilization
process that is equivalent to or more re3|stant than the towel pack blologlcal indicator challenge device
recommended by the AAMI.

Each Attest™ 1496V challenge Pack contains an Attest™ 1482V Super Rapid Readout Biological
Indicator and a record keeping sheet. Each Attest™ 41482V Challenge Pack contains an Attest™ 1492v
Super Rapld Readout Biclogical Indicator, a SteriGage ™ chemical integrator, and a record keeping sheet.
Attest™ 1492V biological indicator controls are provided with both challenge packs.

Biological Indicator Designed and AttestTM Super Rapid Readout Technolo

The AttestTM 1492V Super Rapid Readout Biological Indicator {1492V Super Rapid Bl or 1492V SRBI)
contained within the 1496V and 41482V challenge packs utilizes the AttestTM Super Rapid Readou

Is a new model of the Super Rapid biological Indicator currently under review for dynamic-air-
removal (pre-vacuum) steam sterilization cycles (K121484).

Mechanism:

2 - K12593/5003

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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3 - K12593/S003

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4 - K12593/5003

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5 - K12593/5003

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUé@fda.hhs.gov or 301-796-8118
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6 — K12593/S003

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Design of the SteriGage™' Chemical Integrator (in 41482V only)

'3M SteriGage™ Steam Chemical Integrators are single-use chemical indicators
consisting of a paper wick and a steam and temperature sensitive chemical pellet
contained in a paper/film/foil laminate. Upon exposure to steam, the chemical pellet
melts and migrates as a dark color along the paper wick as a moving front. The
migration is visible through a window marked ACCEPT or REJECT: the extent of
migration depends on steam. time, and temperature.

il
ozt
Class 5

Unexposed

M Comply™ SteriGage™ M Comply™ SteriGage™
Stam Steam
lmu

lukegrter  REJECT
' Class 5

After a passing cycle After a failing cycle

7 - K12593/S003

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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8 — K12593/S003

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

9 ~ K12593/
' 93/3003 \q

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The Attest™ 1496V Super Rapid Readout Steam and 41482V Super Rapid 5 Steam-Plus Challenge
- : : test pack device 3M Aftest™ Steam-Plus Pack,
leared under K925496, in terms of intended use and

The differences between the Attest™ Super Rapid Challenge Packs and the predicate device are:

. 1. The substitution of the biological indicator with the 1492V Super Rapid Readout
Biological Indicator.
2. - Alignment of the Indications for Use with the steam sterilization cycles claimed by the
1492V Super Rapid Readout Biological Indicator.

The performance testing summaries provided demonstrate the products meet the requirements of their
intended use for the indications claimed. There are no new questions of safety or effectiveness.

10 — K12593/S003

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

Labeling for AttestTM 1496V Super Rapid Readout Steam Challenge Pack

11 - K12593/5003
K

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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12 - K12593/5003 : '

79

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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13 - K12593/S003

_ 2
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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14 - K12593/S003

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

1T
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15 — K12593/8003

3
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS @fda.hhs.gov or 301-796-8118
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16 - K12593/S003

A

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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17 - K12593/S003

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

13
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18 — K12593/S003

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

16
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13.1.2 Label on Attest™ 1496V Super Rapid Readout Steam Challenge Pack

19 - K12593/S003

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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20 - K12583/8003

h

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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21 — K12593/S003 ,93\

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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22 - K12593/8003

1%

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
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Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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24 - K12593/5003

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

T



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

25 — K12593/5003

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Label on Arttest™ 41482V Super Rapid 5 Steam-Plus Challenge
Pack

[l - «12593/5003

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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VII. Sterilization/Shelf Life/Reuse

27 - K12593/5003

N

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

28 - K12593/5003

b

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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28 - K12593/5003
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Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Version;

"Level of Concemn:
Software description:

Device Hazard Analysis:
Software Requirements Specifications:

30 - K12593/5003

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ‘St
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Architecture Design Chart:

Design Specifications:

Traceability Analysis/Matrix:

Development;

Verification & Validation Testing:

Revision level history:

Unresolved anomalies:

The firm’s October 24, 2012 S001 response to FDA:

The firm provided the clearance letter for the1492V Attest™ Super Rapid Biclogical Indicator which will be
used in this subject device.

Reviewer Comments; Questlons regardlng software has been addressed in the clearance of the

blo!oglcal indicator: 1492V Attest™ Super Rapid Biological Indicator. This is acceptable. The deficiency
is resolved.

X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety -
N/A

XI. Performance Testing — Bench

31 - K12593/5003

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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32 — K12593/5003
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Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhé.gov or 301-796-8118
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33 - K12593/8003

Y

Questions Cor{tact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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34 — K12693/S003

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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36 — K12593/S003

W

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




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

XIV. Substantial Equivalence Discussion ‘
1. Same Indication Statement? YES=GoTo3
2. Do Differences Alter The Effect Or Raise New YES = Stop NSE
Issues of Safety Or Effectiveness?
3. Same Technological Characteristics? YES=GoTo b
4. Could The New Characteristics Affect Safety Or YES=GoTo6
Effectiveness? )
5. Descriptive Characteristics Precise Enough? NC=GoTo8
: YES = Stop SE
6. New Types Of Safety Or Effectiveness Questions? YES = Stop NSE
7. Accepted Scientific Methods Exist? NO = Stop NSE
8. Performance Data Available? NO = Request Data
9. Data Demonstrate Equivalence? inal Decision: SE

Note: See

http:/feroom.fda.qov/ieRoomReg/Files/CDRH3/CDRHPremarketNotification51 OkPro ation510kProgram/0 4148/FLOWC
HART%20DECISION%20TREE%20.DOC for Flowchart to assist in declsmn-maklng process. Please
complete the following table and answer the corresponding questions. "Yes" responses to questions 2, 4,
6, and 9, and every "no" response requires an explanation.

1. Explain how the new indication differs from the predicate device’s indication:
2. Explain why there is or is not a new effect or safety or effectiveness issue:
3 Describe the new technological characteristics:

4, Explain how new characteristics could or could not affect safety or effectiveness:

6. Explain new types of safety or effectiveness question(s) raised or why the question(s) are not new:
7. Explain why existing scientific methods can not be used:

8. Explain what performance data is needed:

XV, Deficiencies

38 — K12593/S003 : k((>

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Administrative
510(k) Summary

1. Please provide the product code in this summary.
The firm’s December 6, 2012 S002 response to FDA:

3M included the product code in the 510(k) summary.

3. Please include a discussion of the similarities and differences between the subject devices and
the predicate device.

The firm’s December 6, 2012 S002 response to FDA:

3m included a table and discussion of the similarities and differences between the subject device and the
predicate device.

Reviewer Comments: The response is acceptable. The deficiency is resoived.

Indications for Use

39 ~ K12593/5003

un

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

In regards to the labeling for your 3M™ Attest™ Super Rapid Readout Steam Challenge Pack 1496V:

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

10. Please remove the language regarding the Class 5 integrating indicator because the Agency
does not recognize this class of integrating indicators.
The firm's December 6, 2012 S002 response to FDA:

40 - K12593/5003
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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

3M stated that this particular language was cleared through the SteriGage 510(k), K101249. The firm
also provided the 510(k) Summary for K101249 was included in their response.

Reviewer Comments: The response is acceptable. The deficiency is resolved.

Performance Testin

- K12693/S003

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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42 - K12593/S003
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Laenerdl Lomments

43 - K12593/5003
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Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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45 — K12523/5003
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Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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48 - K12593/S003

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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51 - K12593/5003

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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56 — K12593/S003

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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57 — K12593/S003

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301 -796-8118
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XVIIl. Recommendation
It is recommended that this submission is SE.

Regulation Number: 21 CFR 880.2800(a)

Regulation Name: Sterilization process indicator/ Biological Sterilization process indicator
Regulatory Class: Il
Product Code: FRC

Obgifally signed by Clarenca W. Murray Wi I

CI arence W rm‘tmpuswsmmmmousmmim
003I00.100.1.1=1300197254,
Murray lii Nk ﬁghm_w

Eli¥5beth IfL__w‘CIa\\;/gne Date
2013.03.15 14:42:37-04'00"

Branch Chief Date

Tejashnl;-.:- ohitsheth -5

SN

201303-1 51_;5 4858
0400l I ==

\
33

58 - K12593/5003

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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( , Office of Device Evaluation &
Office of In Vitro Diagnostics

Uy

WEALTY
ot L

“bar ¢ COVER SHEET MEMORANDUM

- From: ' Reviewer Name C\MNQE Wl M“‘“\! HL
Subject: 510(k) Number - K12.1.89 % ,’ b7

'To: The Record

Please list CTS decision code ___|_ H’

O Refused to accept (Note: this is considered the first review cycle, See Screening Checklist
httn:ﬂeroom.fda.qow’eRoomRequiIeleDRH3ICDRHPremarketNotiﬁcationS‘iOkProqramIO 5631/Screening%20Checklist%207%

. 202%2007.doc) )

O Hold (Additional Information or Telephone Hold). :

O Final Decision (SE, SE with Limitations, NSE (select code below), Withdrawn, etc.).

Not Substantially Equivalent (NSE) Codes

O NO NSE for lack of predicate

g NI NSE-for new intended use :

O NQ NSE for new technology that raises new questions of safety and effectiveness

O NU NSE for new intended use AND new technology raising new questions of safety and
effectiveness

00 NP NSE for lack of performance data

3 NS NSE no response . o

O NL NSE for lack of performance data AND no response

O NM NSE pre-amendment device call for PMAs {515i)

O NC NSE post-amendment device requires PMAs

O NH NSE for new molecular entity requires PMA

g

TR NSE for transitional device

Please complete the following for a final clearance decision (i.'e.,' SE, SE with Limitations, etc.):

indications for Use Page : ' : Attach IFU

510({k) Summary /510(k) Statement - Aftach Summary

Truthful and Accurate Statement. _ | . Must be present for a Final Decision
Is the device Class Ill? .

If yes, does firm include Class Il Summary? Must be present for a Finaf Decision

Does firm reference standards? .
(If yes, please attach form from http:h‘www.fda.qovlopacomlmorechoiceslfdaforms!FDA-

3654.pdf)

is this a combination product?

(Please specify category , See
httg:lleroom.fda.govleRoomReglFileleDRH3/CDRHPremarketNotiﬁcation510kProgramlO 413b/CO
MBINATION%ZOPRODUCT%ZOALGORITHM%20(REViSED%203-12-03).DOC _

s this a reprocessed single use device?
(Guidance for Industry and FDA Staff — MDUFMA - Validation Data in 510(k)s for
Reprocessed Single-Use Medical Devices, http:/fwww.fda.gov/cdrh/ode/guidance/1216.html)

Is this device intended for pediatric use only?

s this a prescription device? (If both hi‘escﬁptior; & OTC, check bo‘tﬁnt'aloxes.)

Did the application include a completed FORM FDA 3674, Certification with Requirements of
ClinicalTrials.gov Data Bank?

Is clinical data necessary to support the review of this 510(k)?

For United States-based clinical studies only. Did the application include a completed FORM
FDA 3674, Certification with Requirements of ClinicalTrials.gov Data Bank? . (If study was

Rev 2729/12 - Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 vl °
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conducted in the United States, and FORM FDA 3674 was not inciuded or incomplete, then
applicant must be contacted to obtain completed form.)

Does this device include an Animal Tissue Source?
All Pediatric Patients age<=21

Neonate/Newborn {Birth to 28 days)

Infant (29 days -< 2 years old)

Child (2 years -< 12 years old)

Adolescent (12 years -< 18 years old)

Transitional Adolescent A (18 - <21 years old) Special considerations are being given to this
group, different from adults age 2 21 (different device design or testing, different protocol
procedures, efc.)

Transitional Adolescent B (18 -<= 21; No special considerations compared to adults => 21 years
old)

Nanotechnology

Is this device subject to the Tracking Regulation? (Medical Device Tracking Contact OC.
Guidance, http:!lwww.fda.qov/cdrh!complquida_ncem69.html) .

Regulation Number Class* ' Product Code

(*If unclassified, see 510(k) Staff}
Additional Product Codes:

Review: ?&/\)"\'Y\- -F’M : I_Nc-fb ‘ 12&‘5/12
(

Branch Chief) {Branch Code) {Date)

Final Review:

(Division Director) ' (Date)

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

1




(b) (4)
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Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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., é DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

.‘h‘m o ——————————————————————— e oo e i i

Food and Drug Administration
Office of Device Evaluation

9200 Corporate Boulevard
Rockville, MD 20850

Premarket Notification [510(k)] Review CL——/
Traditional >

S

A\
L
| )_,\ \"I\ {
Date: December 13, 2012
To: The Record Office; ODE
From: Clarence W. Murray, lll Division: DAGRID/INCB

K121593/S002

510(k) Holder: 3M Health Care
Device Name: 3M Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid

1- K121593/S002 1%
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

i
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Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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3 - K12593/5002 (l g

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4 - K12593/S002 76
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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. 5 — K12593/3002 171
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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6 — K12593/S002 .S
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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7 - K12593/S002 ,lq
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 :
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8 - K12593/5002 %D
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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9 — K12593/S002 o ?) l
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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10 — K12593/5002 %;‘\
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Labeling for AttestTM 1496V Super Rapid Readout Steam Challenge Pack

v

11 - K12593/S002
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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12 - K12593/S002 3 4
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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—
13 - K12593/8002 ' gs
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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14 - K12593/5002 Bé
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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| 15 — K12593/5002 '
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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16 — K12593/S002 %’g
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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17 — K12593/8002 %‘(
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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18 — K12593/8002
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

ao
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19 - K12593/S002
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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‘ 20 - K12583/S002
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

aT
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21 - K12593/5002
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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22 - K12593/S002
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

qu
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- 23 - K12593/5002
. Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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24 — K12593/5002 qé
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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25 — K12593/S002
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

n
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26 - K12593/S002
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
3~
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27 — K12593/5002
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(02
28 — K12593/5002
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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29 - K12593/5002 .
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

lot
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IX. Software

Version:

[ ——

Leve! of Concern:

“éoftware description:

Device Hazard Analysis:
Software Requirements Specifications:

30 - K12593/8002
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Architecture Design Chart:
Design Specifications:

Traceability Analysis/Matrix:

Development:

Verification & Validation Testing:

Revision level history:

Unresolved anomalies:

X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety
N/A .

XI. Performance Testing — Bench

DES

31 = K12593/S002 )
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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32 - K12593/5002
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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33 ~ K12593/S002
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-811
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35 - K12593/5002 lo q
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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. 36 — K12593/S002
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 -
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Xil. Performance Testing — Animal
N/A

Xlil. Performance Testing — Clinical
' N/A .

109

37 - K12593/8002
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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XIV. Substantial Equivalence Discussion |
1. Same Indication Statement? YES=GoTo3
2. Do Differences Alter The Effect Or Raise New F YES = Stop NSE
Issues of Safety Or Effectiveness?
3. Same Technalogical Characteristics? YES =MGoTos
4. Could The New Characteristics Affect Safety Or YES = Go.To 6
Effectiveness? : ,
5. Descriptive Characteristics Precise Enough? NO=GoTo 8
‘ YES = Stop SE
6. New Types Of Safety Or Effectiveness Questions? YES = Stop NSE
7. Accepted Scientific Methods Exist? NO = Stop NSE
8. Performance Data Available? NO = Request Data
9. Data Demconstrate Equivalence? inal Demsmn )

Note: See

- http:/fercom.fda.gov/eRocmReq/Files/CDRH3/CDRHPremarketNotification510kProgram/0_4148/FLOWC
HART%20DECISION%20TREE%20.DOC for Flowchart to assist in decision-making process. Please
complete the following table and answer the corresponding questions. "Yes" responses to questions 2, 4,
6, and 9, and every "no" response requires an explanation. .

1. Explain how the new indication differs from the predicate device's indication:

2, Explain why there is or is not a ne;N effect or safety or effectiveness issue:

3. Describe the new technological characteristics:

4, Explain how new characteristics could or could not affect safety or effectiveness:
5. Explain how descriptive characteristics are not precise enough:

6. Explain new types of safety or effectiveness question(s) raised or why the question(s) are not new:.

7. Explain why existing scientific methods can not be used:
8. Explain what performance data is needed:
9. . Explain how the performance data demonstrates that the device is or is not substantially equivalent:

XV. Deficiencies

Lo

38 — K12593/5002
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Deficiencies from S001 Review:

Administrative
510(k) Summary

1. Please provide the product code in this summary.
The firm’s December 6, 2012 S002 response to FDA:

3M included the product code in the 510(k) summary.

3. Please include a discussion of the similarities and differences between the subject devices and
the predicate device.

The firm’s December 6, 2012 S002 response to FDA:

3m included a table and discussicn of the similarities and differences between the subject device and the
predicate device.

Reviewer Comments: The response is acceptable. The deficiency is resolved.

Indications for Use

Predicate Device Comparison

39 - K12593/S002 ' . l"/\
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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In regards to labeling for your 3M™ Attest™ Super Rapid 5 Steam-Plus Challenge Pack 41482V:

40 - K12593/S002 ‘ l"l’L
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Labelin

: 40 - K12593/5002 ‘ 1 % :
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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41 - K12593/8002
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 08/1 5/2018

%)

42 - K12593/S002
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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43 - K12593/S002
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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44 - K12593/8002
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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XVIl. Recommendation
Regulation Number: 21 CFR 880.2800(a}
Regulation Name: Sterilization process indicator/ Biological Sterilization process indicator
Regulatory Class: Il
Product Cede: FRC

(Q 0,),[ :% Pec. l%,loq_

Reéviewer Date
'Z‘LP}I\U\\S‘&M— W P~ ;1/13//1-—
Branch Chief Date

Wy

45 - K12593/S002
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Murrax III, Clarence - :
Erom: Murray III, Clarence '

3.28 PM

Sent:
To:
Subject:

K12593 - 3M AttestTM 1496V Super Rapid Readout Steam Challenge Pack and 41482V
Super Rapid 5 Steam-Plus Challenge Pack

Preri'larket Notification [510(k)] Review ‘
Traditional

K12593/S002

Office: ODE
Division: DAGRID/INCB

510(k) Holder: 3M Health Care

Device Name: 3M Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack

Co

Phc
Fax
=m

Dea

| am_ a request for additional information regarding your submission, K12593/S002, for the 3M
Attest’™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V. Super Rapid 5 Steam-Plus
Challenge Pack. Please refer to the FDA guidance document, Biological Indicator (Bl) Premarket Notification

[510(k)] Submissions (October 4, 2007). So that | may continue the review of your submission, please provide
the following information:

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




premarket notrf catson to be W|thdrawn and your submlsswn will be deleted from our system

Finally, please schedule “a teleconference with FDA to_discuss the above deficiencies_prior to your formal
response to this question!

If the information, or a request for an extension of time, is not received within 30 days, we will consider your
premarket notification to be withdrawn and your submission will be deleted from our system.

If you have any questions about the above request or you wish to discuss protocols, please contact me by

phone at (301) 796-0270 or by email at clarence murray@fda.hhs.qov.
Sincerely,

Clarence W. Murray, lll, Ph.D.
Chemist

Infection Control Device Branch
FDA/CDRH/ODE/DAGRID

10903 New Hampshire Ave.
White Oak, Bldg. 66/ Room 2566
Silver Spring, MD 20993
301-796-0270 telephone
301-847-8109 fax

2 | |29

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 .
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RVICE
- L1 {3 o
" cH

& .
s : Food and Drug Administration
i c : Office of Device Evaluation &
5 Office of In Vitro Diagnostics
f‘l
’ Yirvarg COVER SHEET MEMORANDUM

From: Reviewer Name Q\&fe'“( W MW‘W-W
Subject:  510(k) Number \2'5‘?«3! SDo |
To: The Record

. —
Please list CTS decision code ___| l‘\
O Refused to accept (Note: this is considered the first review cycle, See Screening Checklist
http:fferoom.fda. govieRoomReq/Files/CDRH3/CDRHPremarketNotification5 10kProgram/Q 5631/Screening%20Checklist%207%
202%2007.doc ) ‘ ‘
O Hold (Additional Information or Telephone Hold).
[0 Final Decision (SE, SE with Limitations, NSE (select code below), Withdrawn, etc.).

Not Substantially Equivalent (NSE) Codes

O NO NSE for lack of predicate

O Ni NSE for new intended use

O NQ NSE for new technology that raises new questions of safety and effectiveness

O NU NSE for new intended use AND new technology raising new questions of safety and
effectiveness .

1 NP NSE for lack of performance data

O NS NSE no response _

O NL NSE for lack of performance data AND no response

O NM NSE pre-amendment device call for PMAs (515i) .

O NC NSE post-amendment device requires PMAs

O 'NH NSE for new molecular entity requires PMA

O TR NSE for transitional device -

Please complete the following for a final clearance decision (i.e., SE, SE with Limitations, etc.):

Indications for Use Page . Attach IFU

510(k) Sum.mary 1510(k) Statemerﬁ - . ' Aftach Sumrnar);' ‘

Truthful and Accurate Statement. o 7T " Mustbe ;Oresenl" for a Final Decision
Is the device Class 17? | '

If yes, does firm include Class Il Summary? Must be present for a Final Decision

Does firm reference standards?
. (If yes, please attach form from http://www fda. gov/opacom/morechoices/fdaforms/FDA-

3654.pdf)

1s this a combination product?

{Please specify category , see ' : )
httg:ﬂeroom.fda.gov.’eRoomReg!FiIes/CDRHSICDRHPremarketNoliﬁcalionS10kProgramIO 413H/C0O
MBINATION%20PRODUCT%20ALGORI THM%20(REVISED%203-12-03).DOC

Is this a reprocessed single use device?
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for
Reprocessed Single-Use Medical Devices, hitp://www.fda.gov/cdrh/ode/guidance/1216.html)

Is this device intended for pediatric use only?

Is this a prescription de'vice? (If boih_ p;rescription & OTC E:Hebk Botr{ bca_xéé.)
Did the application include a completed FORM FDA 3674, Certification with Requirements of
ClinicalTrials.gov Data Bank? L L

Is clinical data necessary to support the review of this 510(k)? : ‘

For United States-based clinical studies only: Did the application include a completed FORM
FDA 3674 Certification with Requirements of ClinicalTrials.gov Data Bank? (If study was -
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 (‘L%S-f

Rev. 2/29/12

-+
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conducted in the United States, and FORM FDA 3674 was not included or incomplete, then
applicant must be contacted to obtain completed form.)

Does this device include an Animal Tissue Source?
All Pediatric Patients age<=21

Neonate/Newborn {Birth to 28 days)

Infant (29 days -< 2 years old)

Child (2 years -< 12 years old)

Adolescent (12 years -< 18 years old)

Transitional Adolescent A (18 - <21 years old)- Special conside}atidns are being given to this
group, different from adults age = 21 (different device design or testing, different protocol
procedures etc.)

Transitional Adolescent B (18 -<= 21 ‘No spemai consnderatlons compared to adults => 21 years A
old)

Nanétechnology

Is this device subject to the Tracking Regulation? (Medical Device Tracking Contact OC.
Guidance, http://iwww.fda.gov/cdrh/comp/quidance/169.html)

Regulation Number Class* . Product Code

(*If unclassified, see 510(k) Staff)
Additional Product Codes:

oo PN ® O st ( Te iy [re

!
{Branch Chief) {Branch Code) {Date)

Final Review:

(Division Director) . , {Date)

L6

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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“,,“ DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM
’*@y‘m

Food and Drug Administration
Office of Device Evaluation
9200 Corporate Boulevard
Rockville, MD 20850

Premarket Notification [510(k)] Review

Traditional
K121593/S001
Date: November 14, 2012
To. The Record ' Office: ODE
From: Clarence W. Murray, Il : Division: DAGID/INCB

510(k) Holder: 3M Health Care

Device Name: 3M Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid
5 Steam-Plus Challenge Pack

c(b) (4), (b) (6)
Pt
Fe
Er

l.  Purpose and Submission Summary:

3M Health Care would like to introduce 3M Attest™ 1496V and 41482V Super Rapid Biological
Indicator Challenge Packs for Steam into interstate commerce. The subject device is a biological
indicator (Class Il, 21 CFR § 880.2800(a), product code - FRC). The subject device is intended to
monitor dynamic - air - removal (pre-vacuum) steam sterilization cycles. This submission was placed
on telephone hold on July 17, 2012.

The submission was placed on telephone hold on November 14, 2012

Indications for Use page (Indicate if: Prescription or OTC)

Truthful and Accuracy Statement

' 510(k) Summary or 510(k) Statement

Standards Form

The 510(k)} summary for this submission is found on pages 10 - 13

Reviewer Comments: The firm has provided a 510(k) summarv is this submission. The firm will be asked
ta nravide the product code in this summary

(®) @) \Iso the firm will be asked
to include a discussion of the similarities and differences between the subject devices and the predicate
device. This is not acceptable.

The firm will be asked the following:

1-K121593/S001 g
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301 -796-8118 7’(
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lll. Device Description

Is the device life-supporting or life sustaining?

Is the device an implant {implanted longer than 30 days)?
Does the device design use software?
Is the device sterile?

‘Is the device reusable (not reprocessed sing'le use)?
Are “cleaning” instructions included for the end user?

' 2 - K12593/5001 .
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ‘Z%q
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3 - K12593/S001 Q10
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4 - K12593/S001 14 \
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5 — K12593/S001 )}1 7
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 '
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6 — K12593/S001 a7y
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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7 - K12593/S001 QAN
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for U

8 — K12593/S001 s
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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9 - K12593/S001 ) q-ﬂé
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The Attest™ 1496V Super Rapid Readout Steam gad#

The performance testing summaries provided demonstrate the products meet the requirements of their
intended use for the indications claimed. There are no new questions of safety or effectiveness.

Vi. Labeling
Labeling for AttestTM 1496V Super Rapid Readout Steam Challenge Pack

10 — K12593/S001 9&61

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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13.1 Labeling for Attest™ 1496V Super Rapid Readont Steam Challenge Pack

S001 ’ ¥ s
Questions Contact FDA/CDRMISTATUS@fda.hhs.gov or 301-796-8118
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Qaq
12 - K12593/S001

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

13 - K12693/S001
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Yol

14 - K12593/S001
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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15 — K12593/S001
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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16 — K12593/5001
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Vo4
17 = K12593/S001
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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: 18 — K12593/5001 o5
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

19 - K12593/S001 : %og
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

20 - K12593/S001 - 3N
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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.21 -K12593/5001 % 0 @
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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22 - K12593/5001 . ’Bﬂq
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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23 - K12593/S001 ' (&D
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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24 — K12583/3001
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

.'};l(



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

25 - K12593/S001
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 '5\1/
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VII. Sterilization/Shelf Life/Reuse

26 - K12593/S001 (; \’;
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

VIll.Biocompatibility

27 - K12593/S001 | N4
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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IX. Software

Version:

Level of Concern:

Software description:
Device Hazard Analysis:

Software Requirements Specifications:

28 - K12593/S001 ' —\)\S
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Architecture Design Chart:

Design Specifications:

Traceability Analysis/Matrix:

Development:

Verification & Validation Testing:

Revision level history:

Unresolved ancmalies:

XI. Performance Testing — Bench

29 - K12593/S001 S o ’))\é’
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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30 — K12593/S001 “)\ a
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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~

31— K12593/S001 | D%
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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| 32 — K12593/S001 W4
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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" N/A

XIil. Performance Testing — Clinical
N/A .
XIV. Substantial Equivalence Discussion .
1. Same Indication Statement? YES=Go To 3
2. Do Differences Alter The Effect Or Raise New YES = Stop NSE
Issues of Safety Or Effectiveness?
3. Same Technological Characteristics? YES GoTob
4. Could The New Characteristics Affect Safety Or YES=GoTo6
Effectiveness?
5. Descriptive Characteristics Precise Enough? NO=GoTo8
YES = Stop SE
6. New Types Of Safety Or Effectiveness Questions? YES = Stop NSE
| 7. Accepted Scientific Methods Exist? NO = Stop NSE '
8. Performance Data Available? NO = Request Data
9. Data Demoanstrate Equivalence? inal Decision:
Note: See

http://eroom.fda.gov/ieRoomReaq/Files/CDRH3/CDRHPremarketNotification510kProgram/0_4148/FLOWC
HART%ZODECISION%ZOTREE%20 DOC for Flowchart to assist in decision-making process. Please
complete the following table and answer the corresponding questions. "Yes" responses to questions 2, 4,
6,and 9, and every "no" response requires an explanation.

1. Explain how the new indication differs from the predicate device's indication:

2. Explain why there is or is not a new effect or safety or effectiveness issue:

3. Describe the new technological characteristics:

4. Explain how new characteristics could or could not affect safety or effectiveness:

o .

Explain how descriptive characteristics are not precise enough:
6. Explain new types of safety or effectiveness question(s) raised or why the question(s) are not new:
7. Explain why existing scientific methods can not be used: -
8. Explain what performance data is needed:

33 - K12593/S001 | bl
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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9.  Explain how the performance data demonstrates that the device is or is not substantially equivalent:

XV. Deficiencies

Deficiencies from S001 Review:

Administrative

510(k) Summary

the predicate device.

Indlcatlons for Use

Predicate Device Comparison

Labeling

In regards to the labeling for your 3M™ Attest™ Super Rapid Readout Steam Challenge Pack 14396V

In regards to labeling for your 3M™ Attest™ Super Rapid 5 Steam-Plus Challenge Pack 41482V:

34 - K12593/5001 ' q)“)'k
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Sterilization/Shelf Life/Reuse

Please include the shelf life data for the 1492V Attest™ Super Rapid Biological Indicator to
establish the shelf life for both the 3M Attest™ 1496V and 41482V Super Rapid Challenge Packs.

Performance Testing

ease clarlfy whether if there were any changes to the blologlcal lndlcator that was used in your

35 — K12593/S001 '},ﬁl
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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XVIl. Recommendation .
Regulation Number: 21 CFR 880.2800(a)
Regulation Name: Sterilization process indicator/ Biological Sterilization process indicator

Regulatory Class: II
Product Code: FRC
T ——— - “\“’t\n/
Reviewer Date
(‘\
SLAAS Q. s
Branch Chief _ A : Date {

36 — K12593/5001
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Wy
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Murrax 1, Clarence ' .

“rom: Murray III, Clarence

Sent: Wednesday, November 14, 2012 3:20 PM
Subject: )
Premarket Notification [510(k)] Review
Traditional
K121593/S001
_Da
To: Office: ODE
From: Clarence Murray, Ill, Ph.D. Division: DAGID/INCB

§10(k) Holder: 3M Health Care

Device Name: 3M Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-

Co

Ph

‘Fa
Em

November 14, 2012

Dear:
I am “request for additional information regarding your submission, K121593/S001, for the 3M

Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5 Steam-Plus
Challenge Pack. Please refer to the FDA guidance document, Biological indicator (Bl) Premarket Notification
[510(k}] Submissions (October 4, 2007). So that | may continue the review of your submission, please provide
the following information:

Administrative
510(k) Summary

3. Please include a discussion of t t ifferences between the subject
predicate device.

Indications for Use

4.
Predicate Device Comparison

5_

_ 1 |
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ,‘,)3_
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Labeling :

In regards to the labeling for >;our 3M™ Attest™ Super Rapid Readout Steam Challenge Pack 1496V:

8. Please revise the IFU statement in the proposed labeling to include

In regards to labeling for your 3M™ Attest™ Super Rapid 5 Steam-Plus Challenge Pack 41482V:

- 10. Please remove the language regarding the Class b integrating | tor because the Agency does not
recognize this class of integrating indicators. —

ﬂhe IFU statement in the label to include th
12. Please include the shelf life data for the 1492V Attest™ Super Rapid Biological Indicator to establish

Sterilizatiop/Shelf Life/Reuse
the shelf life for both the 3M Attest™ 1496V and 41482V Super Rapid Challenge Packs.

Performance Testing

13. Please clarify whether if there were any changes to the biological indicator that was used in your
pared b | JA

C PIOVIUC - YW Udla diiu DIVVIUC Jdi C UoLldalin 1U ~ Cou
support the conclus:on
- 16. Please provide the raw data and provide all the details for the results shown in this summary table to
support the conclusions mad :

| 7 _Please nrovide a ratinn

8. Please provide the rationa in this study when in your previous

( 20. Please provide the raw data a i ils for the results shown in this summary table to
support the conclusions made '
| Comments: (

2 )

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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22 Please nrovide a rationale for the

(b) (4)

If the information, or a request for an extension of time, is not received within 30 days, we will consider your
sremarket notification to be withdrawn and your submission will be deleted from our system.

Finally, please be aware that other deficiencies may arise in this submission from the review of your
K121593/5001 submission. ‘

If the information, or a request for an extension of time, is not received within 30 days, we will consider your
premarket notification to be withdrawn and your submission will be deleted from our system.

_If you have any questions about the above request or you wish to discuss protocols, please contact me by
phone at (301) 796-0270 or by email at clarence.murray@fda.hhs.gov.

Sincerely,

Clarence W. Murray, Ill, Ph.D.

Chemist

Infection Control Device Branch
FDA/CDRH/ODE/DAGID

10903 New Hampshire Ave.

White Oak,-Bldg. 66/ Room 2566

Silver Spring, MD 20993

301-796-0270 telephone .
301-847-8109 fax

4L

: 3
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
Office of Device Evaluation &
Office of In Vitro Diagnostics

COVER SHEET MEMORANDUM

From: Reviewer Name | C,\ﬂfCNCE W, Muﬁa\\-m
Subject: 510(k} Number . K\Z\SQ‘@Q

To: The Record

Please list CTS decision code T H
O Refused to accept (Note: this is considered the first review cycle, See Screening Checklist
http:/lercom.fda.gov/eRoomReg/Files/CDRH3I/CDRHPremarketNotification510kProgram/0 5631/Screening%20Checklist%207%

202%2007.doc )
O Hold (Additional Information opTelephone Hold
O Final Decision (SE, SE with Limitations, (select code below), Withdrawn, etc.).

Not Substantially Equivalent (NSE) Codes

O NO NSE for lack of predicate

O NI NSE for new intended use :

O NQ NSE for new technology that raises new questions of safety and effectiveness

0 NU NSE for new intended use AND new technology raising new questions of safety and
effectiveness '

O NP NSE -for lack of performance data

O NS NSE no response _

0O NL NSE for lack of performance data AND no response

1 NM NSE pre-amendment device call for PMAs (515i}

O NC NSE post-amendment device requires PMAs

O NH NSE for new molecular entity requires PMA

O TR NSE for transitional device

Please complete the following for a final clearance decision (i.e., SE, SE with Limitations, etc.):
Indications for Use Page Attach IFU
510(k) Summary /510{k} Statement

Truthful and Accurate Statement. Must be pres—e;:f for a Final Decision -

-Aﬁ‘éch Summe;& .

Is the device Class ll1?
If yes, does firm include Class 11l Summary? Must be present for & Final Decision

Does firm reference standards? _
(if yes, please attach form from http://www fda gov/opacom/morechoices/fdaforms/F DA-

3654.pdf)
Is this a combination product?
{Please specify category , see

httg:lferoom.fda.govieRoomRegIFileleDRH3lCDRHPremarkelNotiﬁcation510kProgramIO 413b/CO
MBINATION%20PRODUCT %20ALGORITHM%20(REVISED%203-12-03). DOC

Is this a reprocessed single use device?
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for '
Reprocessed Single-Use Medical Devices, http://www.fda.govicdrh/ode/guidance/1216.html}

Is this device intended for pediatric use only?

Is ihis a prescriptionﬁdevice? (If both p_rescfiptiari &MOTCcheck_[)otr;bc;xes)

Did the application include a completed FORM FDA 3674, Certification with Requirements of
ClinicalTrials.gov Data Bank? S

Is clinical data necessary to support the review of this 510(k)?

For United States-based clinical studies only: Did the application include a completed FORM
FDA 3674, Certification with Requirements of ClinicalTrials.gov Data Bank? (If study was

Rev, 2/29/12 Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 3(”
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conducted in the United States, and FORM FDA 3674 was not mcluded or mcomplete then
applicant must be contacted to obtaln completed form.)

Does this device include an Animat Tlssue Source? _
All Pediatric Patients age<=21

Neonate/Newborn (Birth to 28 days)

Infant (29 days -< 2 years old)

Child (2 years -< 12 years cld)

Adolescent {12 years -< 18 years old)

Transitional Adolescent A {18 - <21 years old) Special considerations are being given to this
group, different from adults age 2 21 (different device design or testing, different protocol
procedures etc.)

Transitional Adolescent B (18 -<= 21 Ndspec:al con5|derat|ons compared to adults => 21 years )
old)

Nanctechnology
Is this device subject to the Tracking Regulation? (Medical Device Tracking Contact OC.
Guidance, http://www.fda.gov/cdrh/comp/quidance/169.html)

Regulation Number ' Class* . Product Code

{*If unclassified, see 510(k) Staff}
Additional Product Codes:, .

Review: %‘/j//llﬂm\jﬁ% : ﬂ/ﬂé 7//7//7\

(Branch Chief) (Branch Code) (Datey

Final Review:

{Division Director) (Date)

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

24



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

510(k) “SUBSTANTIAL EQUIVALENCE”

510(k) Submissions compare new devices to matketed devices. FDA requests additional information if the relationship between
, marketed and "predif:ate” (pre-Amendments or reclassified post-Amendments) devices is unclear. )
This decision is normally based oh descriptive information alone, but {imited testing information is sometimes rc[luircd .

Data maybe in‘the 510(!{), other 510(k)s, the Cemer:s classification files, or .the' literature. ‘ )
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov.or 301-796-8118 \’5 (73
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{( DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

J
"‘hm

ol'“ub(‘
"b

Food and Drug Administration
Office of Device Evaluation
9200 Corporate Boulevard
Rockville, MD 20850

Premarket Notification [510(k)] Review

Traditional
K121593
Date: July 17, 2012
To: The Record Office: ODE
From: Clarence W. Murray, IlI Division: DAGID/INCB

510(k) Holder: 3M Health Care

Device Name: 3M Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid
5 Steam-Plus Challenae Pack

co® (4), (b) (6)
Pht
Fax
Em

|. Purpose and Submission Summary:

3M Health Care would like to introduce 3M Attest™ 1496V and 41482V Super Rapid Biological
Indicator Challenge Packs for Steam into interstate commerce. The subject device is a biological
indicator (Class II, 21 CFR § 880.2800(a), preduct code - FRC). The subject device is intended to
monitor dynamic — air — removal (pre-vacuum) steam sterilization cycles. This submission was placed
on telephone hold on July 17, 2012.

Il. Administrative Requirements

Indlcatlons for Use page (Indlcate if: Prescnptnon or TC) |

Truthful and AccuraCy Statement ;

510(k) Summary or 510(k) Statement

Standards Form |

lil. Device Description

Is the device Ilfe-supportlng or life sustalmng'?

I;'tihe dévnce an implant (|mplanted longer than 30 days)’7

Does the device design use software?

>xX I XX

Is the device sterile?

4y

1-K121583
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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| Is the device reusable (not reprocessed single use)?
Are “cleaning” instructions included for the end user?

Device Summary:

The 3M Attest™ 1496V and 41482V Super Repid _Challenge Pacl_(s are designed to routinely challenge

dynamic-air-removal (pre-vacuum) steam sterilization processes in healthcare facilitie
the predicate 3M AttestTM Steam-Plus Pa
5496) and are similar in design.

!| m !ac!g!asa
side of the pack that changes from yellow to brown or darker when exposed

to steam. Thls disposable pack has been designed to present a challenge to the steam sterilization
process that is equivalent to or more resistant than the towel pack biological indicator challenge device
recommended by the AAMI.

Each Attest™ 1496V challenge Pack contains an Attest™ 1492V Super Rapid Readout Biological
Indicator and a record keeping sheet. Each Attest™ 41482V Challenge Pack contains an Attest™ 1492V
Super Rapid Readout Biological Indicator, a SteriGage™ chemical integrator, and a record keeping sheet.
Attest™ 1492V biological indicator controls are provided with both challenge packs.

Biological Indicator Designed and AttestTM Super Rapid Readout Technology:

The AttestTM 1492V Super Rapld Readout Blologucal Indlcator (1492V Super Rapid BI or 1492V SRBI)

oontained

The 1492V is a new model of the Super Rapid biological Indicator currently under review for dynamic-air-
removal (pre-vacuum) steam sterilization cycles (K121484).

Mechanism:

The super readout technolog enzyme system, which is generated naturall

on of fluorescence upon incubation of the 1492V Super Rapld Bl

tes a steam sterilization failure. The
ich turns yellow in the presence o

2 - K12593 %((S'
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Chemical Integrator Design

.« -

SteriGag M chemical integrators contain a paper wick and a steam and temperature sensitive chemical
pellet contained in a paperlﬁlmtfoul laminate. The chemical pellet melts and migrates as a dark color along
the paper wick. The migraticn is visible through a window marked ACCEPT and REJECT,; the extent of
migration depends on steam, time, and temperature. SterlGage has been cleared under K101249.

Device Description and Drawing provided by the firm:

The 1496V and 41482V Challenge Packs are similar in design to the predicate 3M
Attest™ Steam-Plus Pack cleared under K925496. Both contain & lamin

t form the bulk of the challenge pack

Table 2 shows the composition of the Super Rapid Challenge Packs as compared to th
redicate device Aftest™ Steam-Plus Pack cleared under K925496.

3-K12593 ‘5\{6
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The process indicator dot on the Challenge Pack label (1496V and 41482V) tum from
yellow to brown or darker when processed in 270°F and 275°F prevacuum cycles. The
process indicator is used by the customer to verify that the Challenge Pack was exposed
to steam. It does not veiify that the cycle was complete or that stexilization conditions
were met. :

After reaction -

4-K12593 ' YT
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Design of the SteriGage™! Chemical Integrator (in 41482V only)

3M SteriGage™ Steam Chemical Integrators are single-use chemical indicators
consisting of a paper wick and a steam and temperature sensitive chemical pellet
contained in a paper/film/foil laminate. Upon exposure to steam. the chemical pellet
melts and migrates as a dark color along the paper wick as a moving front. The
migration is visible through a window marked ACCEPT or REJECT: the extent of
migration depends on steam. time, and temperature.

Chemical
'mhv* A 2ol ACCEPT]

o o

lmmdﬂhl [eesar]
L TR o B ACCEPT ro
| Class 5 !

After a passing cycle After a failing cycle

Design of the Attest™ 1492V Super Rapid BI (SRBI)

The 1492V Super Rapid BI (SRBI) has been submitted as a separate 5 lO(k) K121484
The basic design is similar to many current self-contamed btologrc

e serve to secure the spore carrier and growth media ampoule within the
tube The sterilant enters the BI through entry ports on the cap. During activation, the
cap is depressed fully onto the sleeve whnch crushes the growth media ampoule,

wn to the spores After act:vat:on, the cap
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pink to light brown upon exposurc to steam. allowing the user to identify processed
biok

Reviewer Comments: It is noted that the subject devices uses the 3M 1492V Super Rapid Bl (SRBI)
which is currently under review. The 1492V Super Rapid Bl is the subject of a separate 510(K), K121484
and thus the Bl described in this submission is not FDA approved Biological Indicator. The firm will be

asked to provide a | that can be used in the subject devices of this current 510(K). It is also
ntains the 3M SteriGage™ Steam Chemical Integrator. This is not

noted that the on
Please provide a FDA cleared Biological Indicator for use in your challenge pack.

acceptable.

IV. Indications for 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.

Rovtcwer COmments The firm stated that their two challenge packs are to be used to monitor dynamic-
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V. Predicate Device Comparison

“Element .~ 1

Totended Use

Biological Indicatar

Indication for Use

* Method of
Sterilization

s Process
Parameters

‘| Organismin BI

Viable Spore
Population of BY -
Resistance Compatison
to the AAMI ST79
Towel Pack

Chemical Integratar

Pracess Indicator on
Pack Label
Shelf-life

)

The Attest™ 1496V Super Rapid Readout Steam and 41482V Super Rapid 5 Steam-Plus Challenge

1ate test pack device 3M Attest™ Steam-Plus Pack,
cleared under K925496, in terms of intended use and

" The differences between the Attest™ Super Rapid Challenge Packs and the predicate device are:

The performance testing summaries provided demonstrate the products meet the requirements of their
intended use for the indications claimed. There are no new questions of safety or effectiveness.

8 — K12593 : (; \
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i ject device with 3M Attest™ Steam-Plus Pack,
25496). -The subject device uses a biological
vice for K121484. The firm will be asked to use a
FDA cleared biological indicator in their subject device. This is not acceptable.

Please provide a FDA cleared Biological Indicator for use in your challenge pack.

Vl. Labelin

9 - K12593
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VII. Sterilization/Shelf Life/Reuse

14.0  Sterilization and Shelf Life

141  Sterilization
3M Attest™ 1496V and 41482V Super Rapid Challenge Packs are non-sterile devices.

142  ShelfLife

23 - K12593
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Reviewer Comment: The shelf life data could not be evaluated because the firm has based the shelf life
on the biclogical indicator that is currently under review as the subject device for K121484. The firm will
be asked to provide shelf life data for this subject device that uses a FDA cleared bioclogical indicator.

This is not acceptable.

Please provide a FDA cleared biologicat indicator for use in your challenge pack to demonstrate
the shelf life data for this subject device.

VIil.Biocompatibility

24 — K12593
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as been reviewed. Because the
s not been cleared by FDA. The

firm will be asked to provide a FDA biclogical indicator so that the biocompatibility of the entire challenge
pack may be assessed. This is not acceptable.

Please provide a FDA cleared biological indicator for use in your challege pack.

IX. Software

Version:

Level of Concern:

Software description:

Device Hazard Analysis:

Software Requirements Specifications:

Architecture Design Chart:

Design Specifications:

Traceability Analysis/Matrix:

Development:

Verification & Validation Testing:

Revision level history:

Unresolved anomalies:

25 - K12593
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Xl. Performance Testing — Bench

1498V and 41482V Challenge Packs

AAMT Torwel Packs

AAMI Towel Packs were consts .
A2:2011 with towels of approxima

AAMI Towel Packs were loaded with Attest™ 1492V SRBIs and whese appropriate
teri(GaoaT™  AtactT™M 1407V SRRIc (and Steni(Ga0: ncare nlaced heha h

Le AL AR
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123 Performance Testing Protocols and Results

The table below summarizes the test protocols, am‘ i

Reviewer Comments: The subjec! q y under review as
the subject device for K121484. The firm will be asked to use a FDA cleared biological indicator in their
subject device. This is not acceptable.

Please provide a FDA cleared Biolegical Indicator for use in your challenge pack.

Xll. Performance Testing — Animal
N/A

Xill. Performance Testing — Clinical '
N/A

XIV. Substantial Equivalence Discussion

1. Same Indicaticn Statement?

2. Do Differences Alter The Effect Or Raise New
Issues of Safety Or Effectiveness?

3. Same Technological Characteristics?

4. Could The New Characteristics Affect Safety Or
Effectiveness?

5. Descriptive Characteristics Precise Enough?

6. New Types Of Safety Or Effectiveness Question

7. Accepted Scientific Methods Exist?

8. Performance Data Available?

9. Data Demonstrate Equivalence?

Note: See
http.//feroom.fda.gov/ieRoomReq/Files/ICDRH3/CDRHPremarketNotification510kProgram/0_4148/FLOWC
HART%ZDDECISION%20TREE%20 DOC for Flowchart to assist in decision-making process. Please

28 -K12593 A
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complete the following table and answer the corresponding guestions. "Yes" responses to questions 2, 4,
6, and 9, and every "no" response requires an explanation,

1. Explain how the new indication differs from the predicate device's indication:

2. Explain why there is or is not a new effet_:t or safety or effectiveness issue:

3. Describe the new technological characteristics: |

4, Explain how new characteristics could or could not affect safety or effectiveness:

5. Explain how descriptive characteristics are not précise enough:

6. Explain new types of safety or effectiveness question(s) raised or why the question(s) are not new:
7. Explain why existing scientific methods can not be used: .

8. Explain what performance data is needed:

9. Explain how the performance data demonstrates that the device is or is not substantially equivalent:

XV. Deficiencies

Deficiency 1: The firm has provided 3M Attest™ 1496V and 41482V Super Rapid Biological
indicator Challenge Packs that uses the Attest™ 1492V biological indicator that currently under
review for dynamic-air-reroval {pre-vacuum) steam sterilization cycles (K121484).The firm will be
asked to provide a 51Q(k) number for the biological indicator that has been cleared by FDA.

‘Please clarify whether the Attest™ 1492V biological indicator used with the subject challenge
pack is FDA cleared. Please provide the 510(k) number for the biological indicator that has been
cleared by the FDA. In the event the biological indicator is not cleared by the FDA, please submit
your response when the biological indicator has been cleared by FDA.

XVI. Contact History
A deficiency email was sent to the firm on July 17, 2012

XVil. Recommendation
- Regulation Number: 21 CFR 880.2800(a)
Regulation Name: Sterilization process indicator/ Biological Sterilization process indicator
Regulatory Class: ||
Product Code: FRC

(‘ & TN s Toly 17, 201
Mm \/Miﬂ% 7//7//2~

Branch Chief ‘Date

RRE
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Murray III, Clarence '
N
' From: Murray III, Clarence
S t he SIS PRP L.h.1™ "\N4"™ 1.0 NDAa
1'2'-‘ (®) (4), (b) (6)
Subject: N1z1375. 3ivi Auesuvi t4sov super Rapid Readout Steam Challenge Pack and 41482V

Super Rapid 5 Steam-Plus Challenge Pack

Premarket Notification [510(k)] Review
- Traditional

K121593
Date: Julv 17. 2012
To: (b) (4), () (5) Office: ODE
From: Clarence Murray, Ill, Ph.D. : Division: DAGID/INCB

510(k) Holder: 3M Health Care

Device Name: 3M Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack

Cor(b) (4), (b) (6)
Phc
Fax
Em.

July, 17, 2012

) (4), (b) (6)
Des

Our review of your 510(k) submission, 'K121593, 3M Attest™ 1496V Super Rapid Readout Steam Challenge
Pack and 41482V Super Rapid 5 Steam-Plus Challenge Pack show an area of deficiency that need to be
resolved before we can conclude our review of your subject devices. Please address the following concern:

Deficiency 1: Please clarify whether the Attest™ 1492V biological indicator used with the two subject
challenge pack is FDA cleared. Please provide the 510(k) number for the biological indicator that has been
cleared by the FDA. In the event the biological indicator is not cleared by the FDA, please submit your
response when the biological indicator has been cleared by FDA.

Finally, please be aware that other deficiencies may arise in this submission from the review of your K121593
submission.

If the information, or a request for an extension of time, is not received within 30 days, we will consider your
premarket notification to be withdrawn and your submission will be deleted from our system.

If you have any questions about the above request or you wish to discuss protocols, please contact me by
shone at (301) 796-0270 or by email at clarence.murray@fda.hhs.gov.

, | 73
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Sincerely, -

Clarence W. Murray, Ill, Ph.D.
Chemist

Infection Control Device Branch
FDA/CDRH/ODE/DAGID

10903 New Hampshire Ave.
White Oak, Bldg. 66/ Room 2566
Silver Spring, MD 20993
301-796-0270 telephone
301-847-8109 fax

2 ’b
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510(k) "SUBSTANTIAL EQUIVALENCE"

* 510(k) Submissions compare new device to marketed devices. FDA requests additional information if the relationship between
marketed and "predicate” (pre-Amendments or reclassified post-Amendments) devices is unclear .

**This decision is normally based on descriptive information alone, but limited testing information is sometimes required.

“** Data may be in the 510(k), other 510(k)s, the Center's classification files, or literature.
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K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack
and 41482V Super Rapid 5 Steam-Plus Challenge Pack, S002

Dr. Clarence Murray, 111

FDA CDRH DMC

Infection Control Devices Branch MAR 42073
Center for Devices and Radiological Health ,
U.S. Food and Drug Administration Received

10903 New Hampshire Avenue
Document Mail Center — W066-0609
Silver Spring, MD 20993-0002

March 1, 2013

Re: K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V
Super Rapid 5 Steam-Plus Challenge Pack, S002

Dear Dr. Murray,

As we discussed in the telephone conversation of February 26, 2013, 1 am enclosing 3N s responses
to the Agency’s questions related to the 510(k) K121593, Premarket Notification for 3N™ Attest™
1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5 Steam-|’lus
Challenge Pack.

The Agency’s questions took the form of a deficiency letter (December 13, 2013) and st bsequent
requests made during the interactive review (email of January 25, 2013 and telephone cc nversation
of January 29, 2013). The 3M responses to each are provided within this submission.

This document is submitted as one paper copy and an electronic copy that is an exact duj licate of the

paper copy. Please contact me at the number provided if you should have any questions :oncerning
this submission.

Regards,

Fage 1 of I5
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K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack
and 41482V Super Rapid 5 Steam-Plus Challenge Pack, S002

Dr. Clarence Murray, I1I

Infection Control Devices Branch

Center for Devices and Radiological Health
U.S. Food and Drug Administration

10903 New Hampshire Avenue

Document Mail Center — W066-0609
Silver Spring, MD 20993-0002

March 1, 2013

Re: K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V
Super Rapid 5 Steam-Plus Challenge Pack, S002

Dear Dr. Murray,

As we discussed in the telephone conversation of February 26, 2013, I am enclosing 3M’s responses
to the Agency’s questions related to the 510(k) K121593, Premarket Notification for 3SM™ Attest™
1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5 Steam-Plus
Challenge Pack.

The Agency’s questions took the form of a deficiency letter (December 13, 2013) and subsequent
requests made during the interactive review (email of January 25, 2013 and telephone conversation
of January 29, 2013). The 3M responses to each are provided within this submission.

This document is submitted as one paper copy and an electronic copy that is an exact duplicate of the
paper copy. Please contact me at the number provided if you should have any questions concerning
this submission.

Regards,

Page 1 of 15
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K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack
and 41482V Super Rapid 5 Steam-Plus Challenge Pack, S002

Questions from Deficiency Letter of December 13, 2012

tionale for using exposure
Once again, please provide a

3M Response:

Based on the Agency’s feedback, a comparison

Page 2 of 15
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3M Response:

Page 4 of 15
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K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack
and 41482V Super Rapid 5 Steam-Plus Challenge Pack, S002

Deficiency 3:  On November 14, 2012 3M was aske

hat is hiehlichted in the red hoa 0 afionale for

N .
PASe DIroVvIiae

A vationale 1ov wn |

Please provide t, our tables 6 and 7. Please schedule
a releconjerence Wit ¥ A 1o discuss table 7 prior to your formal response to this question.

3M Response:

As part of the interactive review, additional questions were raised surrounding the choice of

DO v asiaar

testing the 1492V biological indicator
e results are provided as part of the response to Question 1.

Page 5 of 15
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K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack
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Another request made as part of the interactive review was to clarify whether th

summary table was presented as part of the response to Deficiency 1. The exposure times needed to

OCTICT A MO Wil 1 S A ACI) XT1)() A DTOVIASA 1) ()
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Additional requests from teleconference of January 29, 2013

As a result of the teleconference of January 29, 2013, the Agency made a request for additional
information, which is provided below.

1. Comparison ith cleared cycle.

3M Response:

The Agency had requested a tabular comparison of the cycles that have been used to generate data in

Page 8 of 15
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3M Response:

As part of the

interactive

o ensure the

Page 9 of 15
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3. Provide data for the Fluorescent results from you testing.

3M Response:

Page 10 of 15
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Discussion of the results

“zed in the Attest™ Rapid Readout biological indicators and
sponse have been characterized in numerous peer-reviewed

publicatior
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In previous reviews of the Rapid Readout technology, the Agency has stated

“As we indicated during the call, CDRH believes that the procedures described in the 1986

‘E

0

References:
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[ performance in the hospital sterilizers

3M Response: (b) (4)

As requested in the teleconference of January 29, 2013, th 4)

indicator was tested in the same hosnital sterilizer cveles as the

® @) W)

(b) (4) Tables 4 and 5. The 1492V BI data has now been add
tables as a revision.

Page 14 of 15
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Conclusion:

This supplement is a summary of the exchange during the interactive review o M™
Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapi team-Plus
Challenge Pack.

As outlined in the 2007 Guidance for Biological Indicators, the following criteria should be met for a
test pack.

1. The performance of the BI in the test pack is equivalent to the performance of the AAMI
reference test pack

Criteria met: The AAMI reference for steam sterilization is the 16 Towel Pack. The
Challenge Packs have demonstrated equivalent or greater resistance to the 16 Towel Pack
through testing in the cleared 132°C/270°F and 135°C/275°F prevacuum cycles.

= o
ough th 3

Supplement S001, and this supplement, 3M has demonstrated the Challenge Packs have fully met

the FDA'’s requirements as outlined in the 2007 Guidance for Biological Indicators.

Page 15 of 15

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



SERVIC,
o £,

> )/ Records Processed under FOI request 2017-10702; Released by CDRH on 08/15/2018
/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Food and Drug Administration

"o} ' Center for Devices and Radiological Health
"1 ‘ Document Control Center WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

o RiALZ,
& 4y

QOctober 24, 2012

(b) (4), (b) (6) 510k Number: K121593
;Inq? (b) (4) (b) (6) " Product: 3M ATTEST (TM) SUPER RADID REA

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will
not be considered as part of your official premarket notification submission. Also, please note the new Blue
Book Memorandum regardm%Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry
_about Premarket Files Under Review. Please refer to this guldance for information on current fax and e-mail
ractices at

Ettp Jiwww.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at

http://www.fda. gov/MedlcaIDevnces/DevxceReguIatlonand(}n|dance/GuldanceDocuments/ucmO84 365. htn Please
refer kto this guidance for assistance on how to format an original submission for a Traditional or Abbreviated
510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so.  As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a S10(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory requirements.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
AssistagngesglnglCA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796- .

Sincerely,

510(k) Staff

A
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Response to Deficiency Letter of July 17, 2012
K121593, 3M™ Attest™ 1496V Super Repid Readout Steam Challenge Pack and 41482V Super Rapid 5

Steam-Plus Challenge Pack \
5% v
y-r7

Dr. Clarence Murray, 111
Infection Control Devices Branch

Center for Devices and Radiological Health F

U.S. Food and Drug Administration DA CDRH bMC
10903 New Hampshire Avenue 0CT 24 2012
Document Mail Center — W066-0609

Silver Spring, MD 20993-0002 Received

October 23, 2012

Re: K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V
Super Rapid S Steam-Plus Challenge Pack

Dear Dr. Murray,

As requested in your email dated July 17, 2012, please find enclosed 3M’s written response to your
question related to the $10(k) K121593, Premarket Notification for 3M™ Attest™ 1496V Super
Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5 Steam-Plus Challenge Pack. The
clearance information for the biological indicator used in the challenge packs is provided.

This document is submitted as two paper copies. Please contact me at the number provided if you

should have any questions concerning this submission.

Regards,
(b) (4), (®) (6)

Reanlatary Affaire Manaoer

(®) @)
Qt _Panl NMN §5144

() (4), (b) (6)

Page | of 2
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Response to Deficiency Letter of July 17, 2012
K 121593, 3MT™™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack

Page 2 of 2
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ATy
%
ff {é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
i
Movee Food and Drug Administration
10903 Ncw Hampshire Avenue
Document Cantrol Room -W066-G609
Silver Spring, MD 20993-0802
MO @. )6 xr ;
Ramilatnrv Affairs %

(b) (4)

St. Paul, Minnesota 55144

Re: K121484
Trade/Device Name: 3M Attest™ 1492V Super Rapid Readout Biological Indicator for
Steam, 3M Attest™ 490 Auto Reader
Regulation Number: 21 CFR 880.2800
Regulation Name; Sterilization Process Indicator
Regulatory Class: 1
Product Code: FRC
Dated: October 17, 2012
Received: October 18,2012

(®) (4), (b) (6)
Dea

We have revicwed your Section 510(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 Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a 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 include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRH does not
evaluate informatjon related to contract liability warranties. We remind you, however, that
device labeling must be truthful and not misleading,

If your device is classified (see above) into either class I (Special Controls) or class Il
(PMA), it may be subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898.In
addition, FDA may publish further announcements concerning your device in the Federal

Register.

M

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2(b) ), (®) (6)

Please be advised that FDA’s issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complics with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act’s requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CER Part 801); medical device reporting
(reporting of medical device-related adverse events) (21 CFR 803); good manufacturing
practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820);
and if applicable, the electronic product radiation control provisions (Sections 531-542 of
the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please go to
hitp://www.{da.gov/AboutFDA/CentersOffices R ffices/ucm15809.him for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also,
please note the regulation entitled, "Misbranding by reference 10 premarket notification”
(21CFR Part 807.97). For questions regarding the reporting of adverse events under the
MDR regulation {21 CFR Part 803), please go to
lm;/[_w_mfggox/Medicachvices/SafcMggp_qngljrobleanefault.htm for the CDRH’s
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act {rom the
Division of Small Manufacturers, International and Consumer Assistance at its toll-frec
pumber (800) 638-2041 or (301) 796-7100 or at its Internet address

/fwww fda.gov/MedicalDevi esforYouw/TInd e

Sincerely yours,

(VN

Anthony D. Watson, B.S., M.S., MB.A.
Director
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure

3L
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510(k) Number: K121484
Device Name: 3M Attest™ 1492V Super Rapid Readout
Biological Indicator for Steam
3M Attest™ 490 Auto-reader
Indications for Use: N

Use the 3M™ Attest™ Super Rapid Readout Biological Indicator 1492V in conj unction
with the 3M™ Attest™ Auto-reader 490 to qualify or monitor dynamic-air-removal (pre-
vacuum) steam sterilization cycles of 4 minutes at 270°F (1 32°C) and 3 minutes at 275°F
(135°C).

The 3M™ Attest™ Super Rapid Readout Biological Indicator 1492V provides a final
fluorescent result in 1 hour. An optiona! 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) ' (2) CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LIN3-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

ivision Sign-Off)
Division of Anesthesiology, General HospHtal
Infection Control, Dente) Devices

51000 humber: __K | 21 ¥6¢

BEE
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Jones, Ashlee *

)
sent: Wednesday, December 05, 2012 12:22 PM

Subject: Relayed: [K121593 Al Letter

Delivery to these recipients or groups is complete, but no delivery notification was sent

i the destination server:

Subject: K121593 AI Letter
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_:f DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
% C . U'S. Food and Drug Adminisiration
"'ah Center for Devices and Radiological Health
a Document Control Center WO66-G609

10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

December 05, 2012

(b) (X)‘ r(~lr)\)- n(%jmr 510k Number: K121593

AN () (4), (b) (6) Product: 3M ATTEST (TM) SUPER RADID REA

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Please remember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under %\eview. Please refer to this guidance for information on current fax and e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.him. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staft: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm.  Please
refer kto this guidance for assistance on how to format an original submission for a Traditional or Abbreviated
510¢k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory requirements.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely,

510(k) Staff

1.
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 l‘?/
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Attachment

Attachment for Submission Numberis):
K121593/5002

The list below identifies the reason(s) why your eCopy failed FDA's eCopy validation process.
All of these items need to he addressed or your eCopy will not pass the validation process.

1. The following PDF file(s) have an invalid naming convention {e.g., numbering scheme
incorrect, no underscore between number and descriptive name, descriptive name
includes prohibited special characteristics):

3M Response to Deficiency Letter of 14Nov2012 K121583 5001.pdf

(273

Page 1 of 1
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K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

Dr. Clarence Murray, 111

Infection Control Devices Branch

Center for Devices and Radiological Health
U.S. Food and Drug Administration

10903 New Hampshire Avenue

Document Mail Center — W066-0609
Silver Spring, MD 20993-0002

December 3, 2012

Re: K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V
Super Rapid 5 Steam-Plus Challenge Pack, S001

Dear Dr. Murray,

As requested in your email dated November 14, 2012, please find enclosed 3M’s written response to
your questions related to the 510(k) K 121593, Premarket Notification for 3M™ Attest™ 1496V
Super Rapid Readout Steam Challenge Pack and the 41482V Super Rapid 5 Steam-Plus Challenge
Pack. In additional to responses to each deficiency question, this supplement includes revisions to
the following documents;

e Indications for Use
e 510(k) Summary
¢ Instructions for Use

This document is submitted as one paper copy and an electronic version that is an exact duplicate of
the paper copy. Please contact me at the number provided if you should have any questions
concerning this submission.

Regulatory Affairs Manager,

Page 1 of 13

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K 121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

510(k) Summary

devices and the predicate device.

3M Response to Questions 1 to 3:

Please se for a modified 510(k) Summary that includes the following:

¢ Addition of a discussion of the similaritics and differences between the 1496V
and 41482V Challenge Packs and the predicate device.

Indications for Use

4.

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K 121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Chailenge Pack and 41482V Super Rapid §
Steam-Plus Challenge Pack, S001

Predicate Device Comparison
5. Please verify the shelf life of your Bl and if there is a change in the shelf life then

please revise your predicate comparnson table to include the new shelf life for the
Bl to be used in this subject device.

3M Response to Question 5:

The design of both the 1496V and 41482V Challenge Packs incorporates a 1492V
Biologica! Indicator (BI). In the case of 41482V Challenge Pack, a SteriGage™

[ XXIRK

\16
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K 121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

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

K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

Labeling

In regards to the labeling for your 3M™ Attest™ Super Rapid Readout Steam Challenge
Pack 1496V:

3M Response to Questions 6 to §:

Please see Attachment C for a revised Instructions for Use statement for the 1496V
hallenge Pack which in des the revised Indications fo e statement tha

[ FCHE

128
Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K 121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid $
Steam-Plus Challenge Pack, S001

In regards to labeling for your 3M™ Attest™ Super Rapid 5 Steam-Plus Challenge Pack

[2

3M Response to Questions 9 to 11:

r a revised Instructions for Use statement for the 41482V
des the revised Indications for Use statemen

The SteriGage chemical integrator meets both the FDA requirements for a chemical
integrator as stated in FDA’s Premarket Notification [510(k}] Submissions for Chemical
Indicators: Guidance for Industry and FDA Staff, December 19, 2003 and the requirements
within ANSI/AAMI/ISO 11140-1:2005/(R)2010 Sterilization of health care products —
Chemical indicators, Part 1: General Requirements for a Class 5 integrating integrator.

Page 6 of 13
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K 121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid §
Steam-Plus Challenge Pack, S001

omply
with the requirements of AN 4 A | -79 Comprehensive cuide 1o steam sterilization &

fv assurance in health ca

Page 7of 13
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K 121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

Sterifization/Shelf Life/Reuse

12. Please include the shelf life data for the 1492V Attest™ Super Rapid Biological
Indicator to establish the shelf life for both the 3M Attest™ 1496V and 41482V
Super Rapid Challenge Packs.

3M Resp

Page 8 of 13
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K 121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

Performance Testing

13. Please clanfy whether if there were any changes to the b:oioglcal md:cator that was

summary table to support the conc!usaons made at 132°C
16. Please provide the raw data and provide all the details for the results shown in this
summary table to support the conclusions made af 135°C.

3M Response to Questions 13 to 16:

. There is no difference between the 1492V Biological Indicator used in the studies
ssion and the 1492V Biological Indicator recently cleared under

he following statement is provided in

are now provided as

course of this study for both 132°C and 135°C cycles

Page 9 of 13
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K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

- summary table fo support the conclusions made at 132°C and 135°C.

3M Response to Questions 17-20:

Page 10 of 13
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K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

General Comments:
2 : hat the 132°C and 135°C cycles are

age 12 0

k3

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K 121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

Page 13 of 13
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K 121593, 3MT™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

Attachment A: Updated 510(k) Summary

A-1
3

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification (510(k)) Summary

Sponsor Information:

Regulatory Affairs Manager
Phone Number:
FAX Number:

Date of Summary: March 14,2013

Device Name and Classification:
Common or Usual Name:  Sterilization Biological Indicator
Proprietary Name: 3M Attest™ 1496V Super Rapid Readout Steam
Challenge Pack
3M Attest™ 41482V Super Rapid 5 Steam-Plus Challenge
Pack '

Classification Name: Indicator, Biological Sterilization Process -
(21 CFR § 880.2800(a))

Product Code: FRC

Product Class: Class Il

Predicate Devices:
3M Attest™ Steam-Plus P
cleared under K92549 ,
~ 3M Attest™ [492V Super Rapid Readout Biological Indicator for Steam and 3M
Attest™ 490 Auto-reader (K121484) :

3%

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-.81 18
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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 (pre-vacuum) steam sterilization cycles in healthcare
facilities.

Similarities to the predicate device

The 1496V and 41482V Challenge Packs are similar in design to the predicate device the 3M
Attest™ Steam-Plus Pack. The packs consist o

he Challenge Packs and the predicate device all contain a biclogical indicator. The

hallenge Pack and the predicate device also contain a SteriGage™ chemical
integrator. 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.

Differences from 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 predicate device contains an Attest™ 1262
Biological Indicator with a visual pH color change result at 48 hours 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.

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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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 dynamic-air-removal (pre-vacuum)
steam sterilization cycles of 270°F (132°C) at 4 minutes and 275°F (135°C) at 3
minutes.

ined in the
isual pH color

The 3M Attest™ Super Rapid Readout Biotogical Indicato
challenge pack provides a final fluorescent result in | hour.
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

Questions Contact FDA/CDRH/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Multiple lots of 3M Attest™ Super Rapid Challenge Packs were prepared containing
multiple ots of 1492V Super Rapid Bls and SteriGage™ chemical integrators. The
Challenge Packs were evaluated against performance requirements below.

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
cffectiveness.
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Attachment B: Indications for Use Statement
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510(k) Number: K121593

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 dynamic-air-removal (pre-vacuum)
steam sterilization cycles of 270°F (132°C) at 4 minutes and 275°F (135°C) at 3 minutes.

The 3M Attest™ Super Rapid Readout Biological Indicator 1492V contained in the
challenge pack provides a final fluorescent result in | 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)

B-2

\43

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

K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, SC01

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

K 121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

C-2

I45<

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

K 121593, 3MT™™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

C3

146

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

K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

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

K 121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

C-5

¢

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

K 121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

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

K 121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

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

K 121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Chalienge Pack and 41482V Super Rapid 5
Steam-Plus Chatlenge Pack, S001

C-3

N

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

K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid §
Steam-Plus Challenge Pack, S001

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

K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

S5

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

K 121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5

\CY

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

K 121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

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

K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5

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

K121593, 3M™ Attest™ [496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

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

K 121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

15¢

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

K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid §

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

K 121593, 3M™ Attest™ 1496V Super Rapid Readout Stecam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

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

K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

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

I



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

K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid §
Steam-Plus Challenge Pack, S001




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

D-3

%

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







D-5

|65

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

K121593, 3M™ Attest™ 1496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

Attachment E:  510(k) Summary for K101249

510(k) Summary

CKlo1ayd
a3M | ~ SEP0 2010

Sponsor Information: _
'!h;l l.lpnlll-\ Care
(®) (4), (®) (6)

St. Paul, MN 55144-1000 :
(®) (4), (®) (6)

Contact Person:
Kegulatorv Afttairs
Phone Number: (b) (4), (b) (6)
~ FAX Number:

Date of Summary: August 16,2010

Device Name and Classification:
Common or Usual Name: Sterilization Process Indicators for Steam

Proprictary Name: IM™ Comply™ StcriGage™ 1243RA, 1243RB, and
1243RE Chemical Integrators for Steam

Classification Name: indicator, Physim.UChcmical Sterilization Process
(21 CFR § 880.2800(b))

Performance Standards: There are no mandatory performance standards

Predicate Devﬁce:

3M™ Comply™ SteriGage™ Chemical Integrator (formerly InfoChem SlcriGiagem
Chemical Integrator) ’

\66

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

K121593, 3M™ Attest™ [496V Super Rapid Readout Steam Challenge Pack and 41482V Super Rapid 5
Steam-Plus Challenge Pack, S001

Description of Device:

3M Comply SteriGage 1243RA, 1243RB, and 1243RE Steam Chemical Integrators are
single-use chemical indicators consisting of a paper wick and steam and temperature
sensitive chemical. pellet contained in a paper/film/foil laminate. The chemical pellet

melts and migrates as a dark color along the paper wick. The migration is visible lhrough
a window marked ACCEPT or REJECT; the extent of migration depends on steam, time,
and temperature

Indicatlons for Use:

The 3M™ Comply™ StenGage"" 1243RA, 1243RB, 1243RE Chemical Integrators for
. Steam are designed for pack controf monitoring of the following cycles.

Cycle Type Temperature Exposure Time
Gravity 250 °F/121°C > 30 minutes
Gravity 270 °F/132 °C >3 minutes
Vacuum-assisted (prevacuum) 270 °F/132°C 2 4 minutes (wrapped)

2 3 minutes (unwrapped)
Vai:uum-assisted (prevacuum) | 273 °F/i34°C . > 4 minutes (wrapped)

> 3.5 minutes (unwrapped)
Vacvum-assisted (prevacoum) | 275 *F/135°C - 2 3 minutes

The Minimum Stated Values for SteriGage as detcrmined usmg a resistometer ar¢ shown
below. :

Minimum Stated Values for SteriGage

250°F |} 270°F 273°F 275°F
121°C 132°C 134°C 138°C

16.5 20 i.g i
minules minutes minutes minute

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

Testing on multiple lots confirmed that the new model of 3IM™ Comply™ SteriGage™
Chemical Integrator for Steam complies with the chemical integrator performance
requircments of FDA's Premarket Notification [510(k)] Submissions for Chemical
Indicators: Guidance for Industry and FDA Staff, December 19, 2003 and
ANSIAAMIZISO 11140-1:2005 Sterilization of health care products ~ Chemical
indicators, Part I: General Requirements (for Class 5). Stated values were obtained
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"using a test vessel compliant to ANSVAAMVISO 18472:2006 Sterilization of Health
Care Product-Biological and Chemical Indicators: Test Equipment.

Summary of Nonclinical Testing

Test Acceptance Criteria Results
Stated Values in See Minimum Stated Valucs Passed
Resistometer
Dry Heat Shows ‘Reject’ at Passed
137 - 138 °C, 30 min .
Comparison to BI Shows *Reject’ at conditions Passed

where BI fails,
Shows ‘Accept’ only at
. conditions where Bl passes
Endpoint Stability An *Accept’ result or a ‘Reject’ Passed
result does not change after
storage for 6 months

The testing summarized above showed that the new model of 3M™ Comply™
SteriGage™ Chemical Integrator for Steam is substantially equivalent to the predicate
device, the current 3M™ Comply™ SteriGage™ Chemical Integrator, cleared under

. K771080 in terms of design, intended use, indications for use, composition, physical
propertics and technological characteristics. The only difference between the predicate
and the new integrators s the change in the shape of the product from trapezoidal 1o
rectangular. Therc are no new questions of safety or cffectiveness.
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Results and Discussion
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Summary of Population Results

In all samples evaluated the population for each carrier was greater than the minimum

population requiremen

D-Value
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Conclusions

11 test results passed the acceptance criteria for Population and D-
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14.2.1.2 Study Xl-tudy with Design Verification Lots 1,2,and 3

Materials

Three lots were evaluated after stora

Equipment

Methodology

F-10
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Results and Discussion

Population (Total Viable Spore Count)
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D-value

The D-value results for the 132°C exposure temperature is shown first, followed by the
results for 135°C for each of the 3 Design Verification lots.
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Conclusions

The 1492V Desig ificati i characteristics that met the
acceptance criteri
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Future Testing

Acceptance Criteria for 1492
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Additional - Data for 1492V BI (Provided as part of Deficiency
Response)

1.0 - Population

Population studies were carried out in order to demonstrate that the population of Attest™ 1492V

58S
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2.0 Resistance Characteristics

Resistance Studies

D-value
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D-Value Testing of 1492V Bls
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Conclusions

Th i i i i ‘stance characteristics met the acceptance
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Attachment G:  Study 1 omparison of 1496V and 41482V Challenge
Packs with AAMI Towel Pack (Raw data sheets included)

The following pages contain Study I, a comparison of the Challenge Packs with the AAMI
Towel Pack in a standard 132°C/270°F and 135°C/275°F prevacuum steam sterilization
cycles (provided in the original submission as Section §2.3.1). Raw data sheets are included
covering the data in the summary tables within the report.

Raw Data Sheets

The data sheets record general test information such as the date of the test, the sterilizer
used, the cycle type, the cycle temperature and exposure time, the operator, and the specific
test results from the 1492V biological indicator (BI) in each Chatlenge Pack and the
SteriGage chemical integrator, if present (in the 41482V Challenge Pack only).
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12.3.1 Study I:Hmparison of 1496V and 41482V Challenge Packs
with AA owel Pac

Objective:
This study was designed to compar 96V and 41482V Challenge

Packs to the AAMI Towel Pack in m steam sterilization cycles and

135°C/275°F prevacuum steam sterilization cycles
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Conclusions:
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