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510(k) Summary

Introduction According to the requirements of 21 CFR 807.92, the following information
provides sufficient detail to understand the basis for a determination of
substantial equivalence.

1) Submitter Roche Diagnostics Corporation
name, address, 9115 Hague Rd.
contact Indianapolis, IN 46250

Contact Person: Luann Ochs

Date Prepared: January 29, 2007

2) Device name Proprietary name: CoaguChek® XS System
Common name: Prothrombin time test
Classification name: Prothrombin time test

3) Predicate The Roche Diagnostics CoaguChek XS System (patient self-testing) is
device substantially equivalent in materials, design and function to other products

that measure prothrombin time INR in human blood. Most notably, it is
substantially equivalent to the Roche Diagnostics CoaguChek XS System
(professional). In fact, it is identical in materials, design and function to the
CoaguChek XS System (professional) except the labeling has been modified
and validated for patient self-testing.

4) Device The CoaguChek XS is a 3" generation Roche Diagnostic's CoaguChek meter
Description which was cleared for professional use under premarket notification K060978.

This premarket notification is being submitted to obtain clearance for patient
self-testing.



5) Intended Use The CoaguChek XS PT test strips are part of the CoaguChek XS
System. The CoaguChek XS System measures blood-clotting time for people
who are taking anticoagulation medications such as Coumadin® or
warfarin. The CoaguChek XS System uses blood from a finger stick. The
system is intended for properly selected and suitably trained users or their
caregivers on the prescription or other order of the treating doctor. Users
should be stabilized on anticoagulation medications such as Coumadin® or
warfarin prior to self-testing with the CoaguChek XS System.

6) Comparison to The following characteristics have been previously submitted, reviewed
Predicate Device and cleared under the premarket notification for the CoaguChek XS

System (K060978):

*Factor Sensitivity
eHeparin Sensitivity
'Hematocrit Effect
*Interfering Substances
*Normal Range
WMeasuring Range

*Test Strip Stability
*Integrated Quality Control
*nstrument Failsafes
*Calibration
*Software Development

These characteristics are not impacted by the new user population.

The use of the system by self-testers was validated by an external user
study that was conducted as the system is intended to be used. Following
self-directed training, the subjects self-tested in the home setting for up to
8 weeks. The subjects also had 3 scheduled visits to their study site to
collect user vs. technician data as well as user vs. reference method (Dade
Innovin on a Sysmex analyzer) data.

The study results successfully demonstrated that self-trained subjects can
obtain results that are equivalent to healthcare professionals and to the
reference method. This study also demonstrated that self-tester results are
consistent over time.



7) Performance The performance characteristics that are impacted by the new user population
characteristics were evaluated. The following information has been incorporated into our

draft patient self-testing insert.

Claim Statement

Accuracy A study was conducted comparing test results
obtained by self-trained patients with those obtained
by healthcare professionals using the CoaguChek XS
meter. The correlation was very good, as indicated by
the following statistics: N = 258, Slope = 1.00,
Intercept = 0.0 and Correlation Coefficient = 0.974.
This study shows that self-trained patients are able to
obtain results that are as accurate as those obtained by
healthcare professionals trained in the use of the
CoaguChek XS meter.

Precision A study was conducted and the precision of duplicates
for capillary blood results was calculated for both
self-trained patients and healthcare professionals.
The following results were obtained:

Patient Results Professional Results

N 222 257
Mean 2.55 2.50
SD 0.132 0.135
CV 5.19 5.38

This study shows that self-trained patients are able to
obtain results that are as precise as those obtained by
healthcare professionals trained in the use of the
CoaguChek XS meter.



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
2098 Gaither Road
Rockville MD 20850

ROCHE Diagnostics Corp.
C/O Jennifer Tribbett
9115 Hague Road
P.O. Box 50457 LJAN 2 9 20107
Indianapolis, Indiana 46250

Re: k062925
Trade/Device Name: CoaguChek® XS System for Patient Self-testing
Regulation Number: 21 CFR 864.7750
Regulation Name: Prothrombin Time Test
Regulatory Class: Class II
Product Code: GJS
Dated: September 27, 2006
Received: September 28, 2006

Dear Ms. Tribbett:
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.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to such 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.

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); 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.
This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
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marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0450. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21CFR Part 807.97). 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
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

Robert L. Becker, Jr., MD,
Director
Division of Immunology and Hematology
Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and
Radiological Health

Enclosure
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cc: HFZ-401 DMC

HFZ-404 510(k) Staff
HFZ- 440 Division
D.O.



Indications for Use

510(k) Number (ifknown): -K06097 9- 0 (97 ,5"

Device Name: CoaguChek® XS System for Patient Self-Testing

Indications For Use:

The CoaguChek XS PT test strips are part of the CoaguChek XS System. The
CoaguChek XS System measures blood-clotting time for people who are taking
anticoagulation medications such as Coumadin® or warfarin. The CoaguChek XS
System uses blood from a finger stick. The system is intended for properly selected and
suitably trained users or their caregivers on the prescription or other order of the treating
doctor. Users should be stabilized on anticoagulation medications such as Coumadin® or
warfarin prior to self-testing with the CoaguChek XS System.

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Office of In Vitro Diagnostic Device
Evaluation and Safety

510(k)2 ?K265'



November 14, 2006

Food and Drug Administration
Center for Devices and Radiological Health
Document MailI Center (HFZ-401)
9200 Corporate Boulevard
Rockville, MD 20850

Re: Change in application correspondent for K062925

To: Document Mail Center
CC: Valerie Dada Ginyard

Roche Diagnostics hereby requests that the application correspondent for K062925
(Roche Diagnositcs CoaguChek® XS System for Patient Self Testing) be changed from
Jennifer Tribbett to Theresa (Tracy) Bush and/or Luann Ochs.
The correspondent address and fax number remain the same [Roche Diagnostics, 9115
Hague Road, Indianapolis, IN 46256, fax (317) 521-2324]. Tracy Bush can be reached at
(317) 521-3723 or tracv~bush(.droche0.cm; Luann Ochs can be reached at (317)-521-7399
or I.Uann.ochs(W~rochecxoni.

As this submission is currently under expedited review by Valerie Dada Ginyard, we
would appreciate your prompt attention to this matter. Please do not hesitate to contact
me at 317-521-3723 if you require further information.

Sincerely,

Theresa Ambrose Bush, PhD), RAC
Regulatory Affairs Principal
Roche Diagnostics
Telephone: (317) 521-3723
Fax: (317) 521-2324
Email: tracy.bush~oroche.com

Roche Diagnostics
Operations, Inc. (' /



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
2098 Gaither Road
Rockville MD 20850

ROCHE Diagnostics Corp.
C/O Jennifer Tribbett
9115 Hague Road
P.O. Box 50457 IJAN 9 9 2007
Indianapolis, Indiana 46250

Re: k062925
Trade/Device Name: CoaguChek® XS System for Patient Self-testing
Regulation Number: 21 CFR 864.7750
Regulation Name: Prothrombin Time Test
Regulatory Class: Class II
Product Code: GJS
Dated: September 27, 2006
Received: September 28, 2006

Dear Ms. Tribbett:
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.

If your device is classified (see above) into either class H1 (Special Controls) or class mI (PMA), it
may be subject to such 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.

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); 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.
This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
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marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0450. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21CFR Part 807.97). 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
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

Robert L. Becker, Jr., MD,
Director
Division of Immunology and Hematology
Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and
Radiological Health

Enclosure
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cc: HFZ-401 DMC

HFZ-404 5 10(k) Staff
HFZ- 440 Division
D.O.
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Indications for Use

510(k) Number (ifknown): -K060978 - < & 2 ,

Device Name: CoaguChek® XS System for Patient Self-Testing

Indications For Use:

The CoaguChek XS PT test strips are part of the CoaguChek XS System. The
CoaguChek XS System measures blood-clotting time for people who are taking
anticoagulation medications such as Coumadin® or warfarin. The CoaguChek XS
System uses blood from a finger stick. The system is intended for properly selected and
suitably trained users or their caregivers on the prescription or other order of the treating
doctor. Users should be stabilized on anticoagulation medications such as Coumadin® or
warfarin prior to self-testing with the CoaguChek XS System.

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Office of In Vitro Diagnostic Device
Evaluation and Safety

510(k) K t 6 6 2'



DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

January 12, 2007 Rockville, Maryland 20850

ROCHE DIAGNOSTICS CORP. 510(k) Number: K062925
PROFESSIONAL DIAGNOSTICS Product: COAGUCHEK XS
9115 HAGUE RD. SYSTEM
INDIANAPOLIS, IN 46256
ATTN: THERESA BUSH

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 (HFZ-401)
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 Review. Please refer to this guidance for information on
current fax and e-mail practices at www.fda.gov/cdrh/ode/a02-0l.html.

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(i) 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/cdrh/modact/leastburdensome.html.



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 delete your file from our review system
(21 CFR 807.87(1)). Please note our guidance document entitled,
"Guidance for Industry and FDA Staff, 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 AI 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/cdrh/mdufma/guidance/1219.html.
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
510(k) notification, a new number will be assigned and your submission
will be considered a new premarket notification submission.
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 or policy questions, please contact the
Division of Small Manufacturers International and Consumer Assistance
(DSMICA) at (301) 443-6597 or at their toll-free number (800) 638-2041,
or contact me at (240)276-4040.

Sincerely yours,

Marjorie Shulman
Supervisor Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and
Radiological Health



DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

November 14, 2006 Rockville, Maryland 20850

ROCHE DIAGNOSTICS CORP. 510(k) Number: K062925
PROFESSIONAL DIAGNOSTICS Product: COAGUCHEK XS
9115 HAGUE RD. SYSTEM
INDIANAPOLIS, IN 46256
ATTN: JENNIFER TRIBBETT

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 (HFZ-401)
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 Review. Please refer to this guidance for information on
current fax and e-mail practices at www.fda.gov/cdrh/ode/ao2-ol.html.

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(i) 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/cdrh/modact/leastburdensome.html.



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 delete your file from our review system
(21 CFR 807.87(1)). Please note our guidance document entitled,
"Guidance for Industry and FDA Staff, FDA and Industry Actions on
Premarket Notification (510(k)) Submissions: Effect on FDA Review
Clock and Performance AssessmentIT. 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 AI 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/cdrh/mdufma/guidance/1219.html.
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
510(k) notification, a new number will be assigned and your submission
will be considered a new premarket notification submission.
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 or policy questions, please contact the
Division of Small Manufacturers International and Consumer Assistance
(DSMICA) at (301) 443-6597 or at their toll-free number (800) 638-2041,
or contact me at (240)276-4040.

Sincerely yours,

Marjorie Shulman
Supervisor Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiological Health



DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-401
9200 Corporate Blvd.

September 28, 2006 Rockville, Maryland 20850

ROCHE DIAGNOSTICS CORP. 510(k) Number: K062925
PROFESSIONAL DIAGNOSTICS Received: 28-SEP-2006
9115 HAGUE RD. Product: COAGUCHEK XS SYSTEM
INDIANAPOLIS, IN 46256
ATTN: JENNIFER TRIBBETT

The Center for Devices and Radiological Health (CDRH), Office of Device
Evaluation (ODE), has received the Premarket Notification you submitted
in accordance with Section 510(k) of the Federal Food, Drug, and
Cosmetic Act(Act) for the above referenced product. We have assigned
your submission a unique 510(k) number that is cited above. Please refer
prominently to this 510(k) number in any future correspondence that
relates to this submission. We will notify you when the processing of
your premarket notification 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 YOU TO DO SO.

On May 21, 2004, FDA issued a Guidance for Industry and FDA Staff
entitled, "FDA and Industry Actions on Premarket Notification (510(k))
Submissions: Effect on FDA Review Clock and Performance Assessment".
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. Please
review this document at
http://www.fda.gov/cdrh/mdufma/guidance/1219.html.

In future premarket submissions, we encourage you to provide an
electronic copy of your submission. By doing so, you will save FDA
resources and may help reviewers navigate through longer documents more
easily. Under CDRHs eCopy 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 see www.fda.gov/cdrh/elecsub.html.

The Clinical Laboratory Improvement Amendments of 1988 (CLIA) requires
the categorization of commercially marketed test systems by level of
complexity. If your device is a test system that requires
categorization you will be notified of your complexity as an enclosure
with any clearance letter.

Please remember that all correspondence concerning your submission MUST
be sent to the Document Mail Center (DMC) (HFZ-401) 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 Review". Please refer to this
guidance for information on current fax and e-mail practices at
www.fda.gov/cdrh/ode/a02-ol.html.



You should be familiar with the regulatory requirements for medical
device available at Device Advice http://www.fda.gov/cdrh/devadvice/".
If you have other procedural or policy questions, or want information on
how to check on the status of your submission, please contact DSMICA at
(301) 443-6597 or its toll-free number (800) 638-2041, or at their
Internet address http://www.fda.gov/cdrh/dsmamain.html or me at
(301) 594-1190.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Office of Device Evaluation
Center for Devices and Radiological Health
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Form Aroved- 0MB No 09] D-!I i irto 1far A.,us 3 ]. 2005. See iniut onr0MH Scaimeo

DEPARTMENT OF HEALTH AND HUMAN SERVICES PAYMENT IDENTIFICATION NUMBER:  
FOOD AND DRUG ADMINISTRATION
MEDICAL DEVICE USER FEE COVER SHEET Write the Payment Identification number on your check.
A completed Cover Sheet must accompany each original application or supplement subject to fees. The following actions must be taken
to properly submit your application and fee payment:
1 .Electronically submits the completed Cover Sheet to the Food and Drug Administration (FDA) before payment is sent.
2. Include printed copy of this completed Cover Sheet with a check made payable to the Food and Drug Administration. Remember that

the Payment Identification Number must be written on the check.
3. Mail Check and Cover Sheet to the US Bank Lock Box, FDA Account, P.O. Box 956733, St. Louis, MO 63195-6733. (Note: In no case

should payment be submitted with the application.)
4. If you prefer to send a check by a courier, the courier may deliver the check and Cover Sheet to: US Bank, Attn: Government Lockbox

956733, 1006 Convention Plaza, St. Louis, MO 63101. (Note: This address is for courier delivery only. Contact the US Bank at 314-
418-4821 if you have any questions concerning courier delivery.)

5. For Wire Transfer Payment Procedures, please refer to the MDUFMA Fee Payment Instructions at the following URL:
http:/I/vw.fda.govlcdrh/mdufmalfaqs.html#3a. You are responsible for paying all fees associated with wire transfer.

6. Include a copy of the complete Cover Sheet in volume one of the application when submitting to the FDA at either the CBER or
CDRH Document Mail Center.

2. CONTACT NAME
1 .COMPANY NAME AND ADDRESS (include name, street jennifer tribbeft
address, city state, country, and post office code) 2.1 E-MAIL ADDRESS

ROCHE DIAGNOSTICS CORP jennifer~tribbett~roche.com
9115 Hague Road P.O. Box 50457 2,2 TELEPHONE NUMBER (include Area code)
Indianapolis IN 46250-0457 317-521-3742

us ~~~~~~~~~~~~~2.3 FACSIMILE (FAX) NUMBER (include Area code)
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) NO DATA

 

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

Select an applfication type: 3.1_Select one of theltypes eo[Xl Premnarket notification(51 0(k)); except for third party [X] Original Application
fjBiologics License Application (BLA) Supplemet ypes:
[1Premarket Approval Application (PMA) []I Efficacy (BLA)
[JModular PMA [ I Panel Track (PMA, PMR, PDP)
IProduct Development Protocol (PDP) [ I Real-Time (PMA, PMR, PDP)

[1Premnarket Report (PMR) [1I180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)
I1I YES, I meet the small business criteria and have submitted the required [X) NO, l am not a small business
qualifying documents to FDA
4.1 lf Yes, please enter your Small Business Decision Number:

5. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE
APPLICABLE EXCEPTION.
[1I This application is the first PMA submitted by a qualified small business, [ The sole purpose of the application is to support
including any affiliates, parents, and partner firms conditions of use for a pediatric population
[ I This biologics application is submitted under secion 351 of the Public [1I The application is submitted by a state or federal
Health Service Act for a product licensed for further manufacturing use only government entity for a device that is not to be distributedcommercially

6. IS THIS ASUPPLEMENT TO APREMARKET APPLICATION FORVWHICH FEES WERE WAIVED DUE TO SOLE USE IN AC
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 premnarket approval application (PMA).)

[]YES [X] NO

7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION (FOR FISCAL YEAR 2005)
 24-Jul 2006

F     (203)

Close Wino
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September 27, 2006

Food and Drug Administration
Center for Devices and Radiological Health
Office of Device Evaluations, Division of Clinical Laboratory Devices
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, MD 20850

Re: Premarket Notification for the CoaguChek® XS System

Patient Self-Testing

Purpose In accordance with 21 CFR 807.81(a)(2), Roche Diagnostics Corporation
hereby submits official notification as required by Section 510(k) of the
Federal Food, Drug and Cosmetics Act of our intention to market the device
described in this Premarket Notification [5 10(k)].

Introduction The CoaguChek XS is a 3rd generation Roche Diagnostic's CoaguChek meter
which was cleared for professional use under premarket notification
K060978.

This premarket notification is being submitted to obtain clearance
for patient self-testing.

The system is identical in materials (test strip and meter), design and function
to the CoaguChek XS system described in K060978. However, the labeling
has been modified for patient self-testing use.

The use of the system by self-testers was validated by an external user study
that was conducted as the system is intended to be used. Following self-
directed training, the subjects self-tested in the home setting for up to 8
weeks. The subjects also had 3 scheduled visits, to their study site, to collect
user vs. technician data as well as user vs. reference method (Dade Innovin on
a Sysmex analyzer) data.

The study results successfully demonstrated that self-trained subjects can
obtain results that are equivalent to healthcare professionals and to the
reference method. This study also demonstrated that self-tester results are
consistent over time.

Continued on next page
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Device Name Proprietary name: CoaguChek® XS System for Patient Self-Testing

Common name: Prothrombin time test

Classification name: Prothrombin time test

Establishment The CoaguChek XS System (meter and strip) will be manufactured in the
registration Roche Diagnostics facility located in Mannheim Germany. The establishment

registration number for this site is 9610126.

Classification Regulation Number: 21 CER 864.7750

Identification: A prothrombin time test is a device used as a general screening
procedure for the detection of possible clotting factor deficiencies in the
extrinsic coagulation pathway, which involves the reaction between
coagulation factors III and VII, and to monitor patients receiving coumarnn
therapy (the administration of one of the coumarin anticoagulants in the
treatment of venous thrombosis or pulmonary embolism).

Panel Classification Number Class Classification Name
Hematology 81 GJS 11 Prothrombin time test

Performance To date, no performance standards that affect this device have been finalized
Standards under Section 514 of the Act.

Proposed The instructions for use as required by 21 CER 809. 10 are provided in the
labeling

*Test Strip Insert
*Instrument User's Manual
sTraining Video
.Getting Started Guide

All of these labeling pieces have been designed specifically for the patient
self-testing population. They are included in Section VI of this submission.

We believe our draft labeling satisfies the intent of the regulation.

Continued on next page
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Substantial The Roche Diagnostics CoaguChek XS System (patient self-testing) is
equivalence substantially equivalent in materials, design and function to other products

that measure prothrombin time INR in human blood. Most notably, it is
substantially equivalent to the Roche Diagnostics CoaguChek XS System
(professional). In fact, it is identical in materials, design and function to the
CoaguChek XS System (professional) except the labeling has been modified
and validated for patient self-testing.

Evaluations The following characteristics have been previously submitted, reviewed and
Summary cleared under the premarket notification for the CoaguChek XS System

(K060978):

*Factor Sensitivity
*Heparin Sensitivity
'Hematocrit Effect
'Interfering Substances
*Normal Range
eMeasuring Range
*Test Strip Stability
'Integrated Quality Control
'Instrument Failsafes
*Calibration
*Software Development

These characteristics are not impacted by the new user population.

The use of the system by self-testers was validated by an external user study
that was conducted as the system is intended to be used. Following self-
directed training, the subjects self-tested in the home setting for up to 8
weeks. The subjects also had 3 scheduled visits to their study site to collect
user vs. technician data as well as user vs. reference method (Dade Innovin on
a Sysmex analyzer) data.

The study results successfully demonstrated that self-trained subjects can
obtain results that are equivalent to healthcare professionals and to the
reference method. This study also demonstrated that self-tester results are
consistent over time.

Section IV provides information regarding the testing protocol and results
from this external user study.
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Performance The performance characteristics that are impacted by the new user population
characteristics were evaluated as described in Section IV. The following information has

been incorporated into our draft patient self-testing insert.

Claim Statement

Accuracy A study was conducted comparing test results
obtained by self-trained patients with those obtained
by healthcare professionals using the CoaguChek XS
meter. The correlation was very good, as indicated by
the following statistics: N = 258, Slope - 1.00,
Intercept - 0.0 and Correlation Coefficient - 0.974.
This study shows that self-trained patients are able to
obtain results that are as accurate as those obtained by
healthcare professionals trained in the use of the
CoaguChek XS meter.

Precision A study was conducted and the precision of duplicates
for capillary blood results was calculated for both
self-trained patients and healthcare professionals.
The following results were obtained:

Patient Results Professional Results

N 222 257
Mean 2.55 2.50
SD 0.132 0.135
CV 5.19 5.38

This study shows that self-trained patients are able to
obtain results that are as precise as those obtained by
healthcare professionals trained in the use of the
CoaguChek XS meter.

Continued on next page
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Enhanced Meter           
Functions               

          
      

           
            

       

Confidentiality Roche Diagnostics requests that FDA not disclose the nature or existence of
request the premarket notification until the substantial equivalence decision has

been reached.

Closing We trust the information provided in this Premarket Notification [510(k)]
will support an affirmative decision by the agency to extend the use of the
CoaguChek XS System to patient self-testers.

If you should have questions or require further information, please do not
hesitate to contact me.

* Phone: (317)-576-3742
* FAX: (317) 576-2324

Sincerely,

Jennifer Tribbett
Regulatory Affairs Principal

enclosures
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION 0MB No. 9010-0120

Expiration Date: May 31, 2007.
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See 0MB Statement on page 5.

Date of Submission User Fee Payment ID Number FDA Submission Document Number (if known)
September 27, 2006 MD6026741-956733

'lh.,~,e,] -~]~!
PMA PMA & HDE Supplement PDP 510(k) Meeting

F] Original Submission [] Regular (180 day) El Original PDP [ Original Submission: [] Pre-510(K) Meeting
El Premarket Report [] Special El Notice of Completion 0 Traditional E] Pre-IDE Meeting
[] Modular Submission [] Panel Track (PMA Only) [] Amendment to PDP [] Special [] Pre-PMA Meeting
[] Amendment El 30-day Supplement L] Abbreviated (Complete [] Pre-PDP Meeting
E] Report [] 30-day Notice section I, Page 5) [] Day 100 Meeting
[ Report Amendment [ 135-day Supplement El Additional Information [] Agreement Meeting

[] Licensing Agreement El Real-time Review [] Third Party [] Determination Meeting
El Amendment to PMA [] Other (specify):

&HDE Supplement

El Other
IDE Humanitarian Device Class II Exemption Petition Evaluation of Automatic Other Submission

Exemption (HDE) Class III Designation

El Original Submission El Original Submission El Original Submission (De Novo) 513(g)
Amendment Amendment Additional Information lOriginal Submission ] OtherEl Elmel ment El Additional Information (describe submission):

El Supplement de Supplement
E] Report
[] Report Amendment

Have you used or cited Standards in your submission? E] Yes Z No (If Yes, please complete Section t, Page 5)

Company / Institution Name Establishment Registration Number (if known)
Roche Diagnostics 1823260

Division Name (if applicable) Phone Number (including area code)
'fessional Diagnostics ( 317 )521-3742

Street Address FAX Number (including area code)
9115 Hague Road ( 317 ) 521-2324

City State / Province ZIP/Postal Code Country
Indianapolis IN 46256 USA

Contact Name
Jennifer Tribbett

Contact Title Contact E-mail Address
Regulatory Affairs Principal Jennifer.tribbett~roche.com

Company / Institution Name

Division Name (if applicable) Phone Number (including area code)

( )

Street Address FAX Number (including area code)

( )
City State / Province ZIP/Postal Code Country

Contact Name

tact Title Contact E-mail Address

FORM FDA 3514 (6/05) 04)o PAGE 1 of 5 PAGES
2_5 `L~~~~~~~ PSC~OWMc~LArts(Arts443-2454 EF



* I * *. S.,.. *ma g 1111 n- M *S]* W II :

ElWithdrawal ElChange in design, component, or Location change:
FlAdditional or Expanded Indications specification. Manufacturer

Zequest for Extension F1Software I Hardware Sterilizer
U Post-approval Study Protocol F1Color Additive El Packager

El Request for Applicant Hold El Material
FRequest for Removal of Applicant Hold El Specifications
El Request to Remove or Add Manufacturing Site El Other (specify be/ow)

FEl Process change: Labeling change: ElReport Submission:
ElManufacturing Indications Ql Annual or Periodic
ElSterilization Instructions El Post-approval Study

FEl Packaging F1Performance El1 Adverse Reaction
ElOther (specify be/ow) El Shelf Life El1 Device Defect

_______________________________________ E Trade Name ElAmendment

F1Response to FDA correspondence: EJOther (specify below) ElChange in Ownership

[II Change in Correspondent
I!Change of Applicant Address

El Other Reason (specify):

FE1 New Device El Change in: El Repose to FDA Lefter Concerning:
F New Indication ElCorrespondent I Applicant El1 Conditional Approval

Addition of Institution ElDesign I Device El1 Deemed Approved
F] Expansion / Extension of Study Fl Informed Consent El Deficient Final Report
[E] RE Certification El Manufacturer E] Deficient Progress Report
FEl Termination of Study Fl Manufacturing Process FEl Deficient Investigator Report
El] Withdrawal of Application ElProtocol - Feasibility El Disapproval
FEI Unanticipated Adverse Effect ElProtocol -Other El Request Extension of
FD1Notification of Emergency Use ElSponsor ~Time to Respond to FDA
F-1Compassionate Use Request Reotsumsio:L. Request Meeting

Treatment IDE R~~epotsumsso:Request Hearing
Conretmnent IDes Fl Current Investigator

El Continued Access El~~~ Annual Progress Report

El Site Waiver Report
[] Final

ElOther Reason (specify):

* . * S

ElNew Device Additional or Expanded Indications ElChange in Technology

ElOther Reason (specify):

010
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Product codes of devices to which substantial equivalence is claimed Summary of, or statement concerning,

1 GJS 12 3 4 safety and effectiveness information
I I [ 510 (k) summary attached

6 7 8 [ 510 (k) statement

crmation on devices to which substantial equivalence is claimed (if known)

510(k) Number Trade or Proprietary or Model Name Manufacturer

1 K060978 1 CoaguChek XS System I Roche Diagnostics

2 2 2

3 3 3

4 4 4

5 5 5

6 6 6

Common or usual name or classification

Prothrombin time test

Trade or Proprietary or Model Name for This Device Model Number

CoaguChek® XS System 1

2 2

3 3

4 4

5 5

FDA document numbers of all prior related submissions (regardless of outcome)
I 2 3 4 5 6
K060978
7 8 9 10 11 12

Data Included in Submission
[] Laboratory Testing [] Animal Trials H] Human Trials

Product Code C.F.R. Section (if applicable) Device Class
GJS 21 CFR 864.7750 Class I Class 11

Classification Panel [ Class III [] Unclassified
Hematology

Indications (from labeling)

The CoaguChek XS System measures blood-clotting time (Prothrombin Time) for people who are taking anticoagulation
medications such as Coumadin® or warfarin. The CoaguChek XS System measures blood-clotting time using blood from the

mertip.

(Wording has been simplified compared to the wording in the professional insert in order to achieve the appropriate reading level
required for home testers.)

CiL'
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f T ~ ~ ~ ~ ~ ~ ~~~~~~~~~~~~FDA Document Number (if known)]Note Submission of this information does not affect the need to submit a 2891
or 2891a Device Establishment Registration form.

Driginal ~FDA Establishment Registration Number 0 Manufacturer FI Contract Sterilizer

I Add []Delete Contract Manufacturer Repackager/ Relabeler
Company/ Institution Name Establishment Registration Number
Roche Diagnostics GmbH 9610126

Division Name (if applicable) Phone Number (including area code)
Professional Diagnostics ( 317 )521-3742(in the U.S.)

Street Address FAX Number (including area code)
Sandhofer Strasse 116 ( 317 ) 521-2324 (in the U.S.)

City State / Province ZIP/Postal Code Country
Mannheim D-68298 Germany

Contact Name Contact Title Contact E-mail Address
Jennifer Tribbett (in the U.S.) Regulatory Affairs Principal Jennifer.tribbett~roche.com

Original]FDA Establishment Registration Number Manufacturer F[ Contract Sterilizer

Add F[ Delete F[ Contract Manufacturer [] Repackager/ Relabeler

Company / Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including area code)

( )

btreet Address FAX Number (including area code)

( )

City State / Province ZIP/Postal Code Country

Contact Name Contact Title Contact E-mail Address

FDA Establishment Registration Number F]Manufacturer Contract Sterilizer
[] Original [ auatrr[ otatSeiie
F[ Add [] Delete F[ Contract Manufacturer F[ Repackager/ Relabeler

Company / Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including area code)

( )

Street Address FAX Number (including area code)

( )

City State / Province ZIP/Postal Code Country

tact Name Contact Title Contact E-mail Address

FORM FDA 3514 (6/05) PAGE 4 of 5 PAGES



Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized Standard"
statement.

Standards No. Standards Standards Title Version Date
Organization

Standards No. Standards Standards Title Version Date
Organization

2

Standards No. Standards Standards Title Version Date
Organization

3

Standards No. Standards Standards Title Version Date
Organization

4

Standards No. Standards Standards Title Version Date
Organization

Standards No. Standards Standards Title Version Date
Organization

6

Standards No. Standards Standards Title Version Date
Organization

7

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 time 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 or any other aspect of this collection of information, including suggestions for reducing this burden to:

Food and Drug Administration
CDRH (HFZ-342)
9200 Corporate Blvd.
Rockville, MD 20850

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

FORM FDA 3514 (6105) 1 Pj3 PAGE 5 of 5 PAGES



SCREENING CHECKLIST FOR ALL PREMARKET
NOTIFICATION [510(k)] SUBMISSIONS

510(k) Number:

The cover letter clearly identifies the type of 510(k) submission as (Check the appropriate
box):

E] Special 510(k) - Do Sections 1 and 2

[] Abbreviated 510(k)- Do Sections 1, 3 and 4

[] Traditional 510(k) or no identification provided - Do Sections 1 and 4

Section 1: Required Elements for All Types of 510(k) submissions:

Present or Missing or
] ~~~~~~~~~~~~~~~~Adequate Inadequate

Cover letter, containing the elements listed on page 3-2 of the Premarket
[Notification [510)] Manual.
'Table of Contents.

Truthful and Accurate Statement.

Device's Trade Name, Device's Classification Name and Establishment
Registration Number.
Device Classification Regulation Number and Regulatory Status (Class 1, Class
Il, Class III or Unclassified).
Proposed Labeling including the material listed on page 3-4 of the Premarket
Notification [5 10)] Manual.
Statement of Indications for Use that is on a separate page in the premarket
submission.
'Substantial Equivalence Comparison, including comparisons of the new device
'with the predicate in areas that are listed on page 3-4 of the Premarket
Notification [510)] Manual.
510(k) Summary or 510(k) Statement.

Description of the device (or modification of the device) including diagrams,
engineering drawings, photographs or service manuals.
Identification of legally marketed predicate device. *

Compliance with performance standards. * [See Section 514 of the Act and 21
CFR 807.87 (d).]
Class Ill Certification and Summary. **

Financial Certification or Disclosure Statement for 510(k) notifications with a
clinical study. * [See 21 CFR 807.87 (i)]

510(k) Kit Certification ***

- May not be applicable for Special 5 10(k)s.
· * - Required for Class Ill devices, only.

- See pages 3-12 and 3-13 in the Prernarket Notification [510)] Manual and the Convenience Kits Interim Regulatory Guidance.

1114



Section 2: Required Elements for a SPECIAL 510(k) submission:

Present Inadequate or
Missing

Name and 5 10(k) number of the submitter's own, unmodified predicate device.

A description of the modified device and a comparison to the sponsor's
predicate device.
A statement that the intended use(s) and indications of the modified device, as
aescribed i n its l abeling are the same as the intended uses and indications thr
the submitter's unmodified predicate device.
Reviewer's confirmation that the modification has not altered the fundamental
scientific technology of the submitter's predicate device. N!OI
IA Design Control Activities Summary that includes the following element a
[c):
]a. Identification of Risk Analysis method(s) used to assess the impact of the
modification on the device and its components, and the results of the analysis.
b. Based on the Risk Analysis, an identification of the required verification and
'validation activities, including the methods or tests used and the acceptance
criteria to be applied.
c. A Declaration of Conformity with design controls that includes the
following statements:
A statement that, as required by the risk analysis, all verification and validation
activities were performed by the designated individual(s) and the results of the
activities demonstrated that the predetermined acceptance criteria were met.
This statement is signed by the individual responsible for those particular
activities.
A statement that the manufacturing facility is in conformance with the design
control procedure requirements as specified in 21 CFR 820.30 and the records
are available for review. This statement is signed by the individual responsible
for those particular activities.

:21o



Section 3: Required Elements for an ABBREVIATED 510(k)* submission:

Present Inadequate or
Missing

'For a submission, which relies on a guidance document and/or special
'control(s), a summary report that describes how the guidance and/or special
control(s) was used to address the risks associated with the particular device
'type. (If a manufacturer elects to use an alternate approach to address a
particular risk, sufficient detail should be provided to justify that approach.)
For a submission, which relies on a recognized standard, a declaration of
conformity [For a listing of the required elements of a declaration of
conformity, SEE Required Elements for a Declaration of Conformity to a
Recognized Standard, which is posted with the 510(k) boilers on the H
drive.j
For a submission, which relies on a recognized standard without a declaration
of conformity, a statement that the manufacturer intends to conform to a
recognized standard and that supporting data will be available before
marketing the device.
For a submission, which relies on a non-recognized standard that has been
historically accepted by FDA, a statement that the manufacturer intends to
conform to a recognized standard and that supporting data will be available
before marketing the device.
For a submission, which relies on a non-recognized standard that has not been
historically accepted by FDA, a statement that the manufacturer intends to
conform to a recognized standard and that supporting data will be available
before marketing the device and any additional information requested by the
reviewer in order to determine substantial equivalence.
Any additional information, which is not covered by the guidance document,
special control, recognized standard and/or non-recognized standard, in order
to determine substantial equivalence.

· - When completing the review of an abbreviated 510(k), please till out an Abbreviated Standards Data Form (located on the It drive) and list
all the guidance documents, special controls, recognized standards mid/or non-recognized standards, which were noted by the sponsor.
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Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL 510(k)
submissions (If Applicable):

Present Inadequate or
Missing

a) Biocompatibility data for all patient-contacting materials, OR certification
of identical material/formulation:

b) Sterilization and expiration dating information:
li) sterilization process
ii) validation method of sterilization process
iii) SAL
iv) packaging

v) specify pyrogen free
vi) ETO residues
fvii) radiation dose I
viii) Traditional Method or Non-Traditional Method
c) Software Documentation: [

Items with checks in the "Present or Adequate" column do not require e additional
information from the sponsor. Items with checks in the "Missing or Inadequate" column
must be submitted before substantive review of the document.

Passed Screening Yes -No
Reviewer:
Concurrence by Review Branch:

Date:

The deficiencies identified above 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(i) 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.2ov/cdrh/modact/leastburdensome.html
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Screening Checklist

For all Premarket Notification 510(k) Submissions

Device Name: CoaguChek XS System for Patient Self Testing K
Submitter (Company): Roche Diagnostics _ ________

A T
B R
B A

S R D
Items which should be included E IE V T(circle missing & needed information) C 4 IF ITEM IS

NEEDED
A 0 AND IS

A T N MISSING
L E A

D
YES NC) YES NO YS NO

1. Cover Letter clearly identifies Submission as:
a) "Special 510(k): Device Modification"
b) "Abbreviated 510(k)" Page 1
c) Traditional 510(k) Go to GO to Go to 4

# 2-4 3,45 49

2. "SPECIALS'"- ONLY FOR MODIFICATIONS TO MANUFACTURER'S OWN CLASS 11, III OR RESERVED CLASS I DEVICE
a) Name & 51 0(k) number of legally marketed

(unmodified) predicate device
b) STATEMENT - INTENDED USE AND INDICATIONS *If no - STOP not a special

FOR USE OF MODIFIED DEVICE AS DESCRIBED
IN ITS LABELING HAVE NOT CHANGED*

c) STATEMENT - FUNDAMENTAL SCIENTIFIC *If no - STOP not a special
TECHNOLOGY OF THE MODIFIED DEVICE HAS
NOT CHANGED*

d) Design Control Activities Summary
i) Identification of Rick Analysis method(s)

used to assess the impact of the modification on
the device and its components, and the results of
the analysis.

ii) Based on the Risk Analysis, an identification of the
verification and/or validation activities required,
including methods or tests used and acceptance
criteria to be applied.I

iii) A declaration of conformity with design controls.
The declaration of conformity should icue

CI



1) A statement signed by the individual
responsible, that, as required by the risk
analysis, all verification and validation
activities were performed by the designated
individual(a) and the results demonstrated that
the predetermined acceptance criteria were
met.

2) A statement signed by the individual
responsible, that manufacturing facility is in
conformance with design control procedure
requirements as specified in 21 CFR 820.30
and the records are available for review.

-* -* CONTINUE TO SECTION 4 -4
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VIF ITEM
SPEIL ABBREVAED TRADIIONAL IS

NEEDEDm ~~~AND IS
________________________________________________ ~MISSING

3. ABBREVIATED 510(K): SPECIAL CONTROLS/CONFORMANCE TO RECOGNIZED
STANDARDS
a) For a submission, which relies on a guidance

Document and/or special control(s), a summary
report that describes how the guidance and/or special
control(s) was used to address the risks associated
with the particular device type.

b) If a manufacturer elects to us an alternate approach
to address a particular risk, sufficient detail should be
provided to justify that approach.

c)For a submission, which relies on a recognized
standard, a declaration of conformity to the standard.
The declaration should include the following:
i) An identification of the applicable recognized

consensus standards that were met
ii) A specification, for each consensus standard,

That all requirements were met, except for
inapplicable requirements or deviations noted
below

iii) An identification, for each consensus standard, of
any way(s) in which the standard may have been
adapted for application to the device under
review, e.g., an identification of an alternative
series of tests that were performed.

iv) An identification, for each consensus standard, of
any requirements that were not applicable to the
device

v) A specification of any deviations from each
applicable standard that were applied

vi) A specification of the differences that may exist, if
any, between the tested device and the device to
be marketed and a justification of the test results
in these areas of difference

vii) Name/address of test laboratory/certification
body involved in determining the conformance of
the device with applicable consensus standards
and a reference to any accreditations for those
organizations

d6) Data/information to address issues not covered by
guidance documents, special controls, and/or
recognized standards

-* - - CONTINUE TO SECTION 4 e
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4. GENERAL INFORMATION; REQUIRED IN ALL 510(K) SUBMISSIONS
4 IF ITEM IS

NEEDED
SPECIALS ABBREVIATED TRADITIONAL AND IS

YES NO YES NO YES NO MISSING
a) Trade name, classification name, establishment X Page 4

registration number, address of manufacturer, device class

b) OR a statement that the device is not yet FDA - may be a classification request; see
classified coordinator

c) Identification of legally marketed equivalent NA X Page 5
device

d) Compliance with Section 514 - performance NA X Page 4
standards

e) Address of manufacturer X Page 12
f) Truthful and Accurate Statement X_ Page 23
g) Indications for Use enclosure X Page 24
h) SMDA Summary or Statement (FOR ALL DEVICE X Page 27

CLASSES)

i) Class III Certification & Summary (FOR ALL NA
CLASS III DEVICES)

j) Description of device (or modification) X Section VI
including diagrams, engineering drawings,
photographs, service manuals

k) Proposed Labeling: X Section VI
i) Package labeling (user info)
ii) statement of intended use
iii) advertisements or promotional materials
iv) MRI compatibility (if claimed)

m) Comparison information (similarities and x Page 5
differences) to named legally marketed
equivalent device (table preferred) should
include:
i) labeling
ii) intended use
iii) physical characteristics
iv) anatomical sites of use
v) performance (bench, animal, clinical) NA

testing
vi) safety characteristics NA

n) If kit, kit certification NA
5. Additional Considerations: (may be covered by Design Controls)
a) Biocompatibility data for all patient- NA
contacting materials, OR certification of
identical material/ formulation:

i) component & material
ii) identify patient-contacting materials
iii) biocompatibility of final sterilized product

(121



b) Sterilization and expiration dating
information-

i) sterilization method
ii) SAL
iii) packaging
iv) specify pyrogen free
v) radiation dose

c) Software validation & verification Reviewed
in K060978

i) hazard analysis
ii) level of concern
iii) development documentation
iv) certification

Items shaded under "NO" are necessary for that type of submission. Circled items and
items with checks in the "Needed & Missing" column must be submitted before
acceptance of the document.

Passed Screening Yes no
Reviewer:_

Date: Concurrence by Review
Branch:

022



Premarket Notification

Truthful and Accurate Statement

As required by 21 CFR 807.87:

I certify, in my capacity as Regulatory Affairs Principal for Roche Diagnostics, 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.

Jennifer L. Tribbett, RAC

September 27, 2006
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Indications for Use

5 1 0(k) Number (if known): n

Device Name: CoaguChek® XS System for Patient Self-Testing

Indications For Use:

The CoaguChek XS System measures blood-clotting time (Prothrombin Time) for people who
are taking anticoagulation medications such as Coumadin® or warfarin. The CoaguChek XS
System measures blood-clotting time using blood from the fingertip.

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1

(24



Form Approved: 0MB No. 0910-0396
DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration Expiration Date: April 30, 2009

CERTIFICATION: FINANCIAL INTERESTS AND
ARRANGEMENTS OF CLINICAL INVESTIGATORS

TO BE COMPLETED BYAPPLICANT

With respect to all covered clinical studies (or specific clinical studies listed below (if appropriate)) submitted in
support of this application, I certify to one of the statements below as appropriate. I understand that this
certification is made in compliance with 21 CFR part 54 and that for the purposes of this statement, a clinical
investigator includes the spouse and each dependent child of the investigator as defined in 21 CFR 54.2(d).

[ Please mark the applicable checkbox.

[ (1) As the sponsor of the submitted studies, I certify that I have not entered into any financial arrangement
with the listed clinical investigators (enter names of clinical investigators below or attach list of names
to this form) whereby the value of compensation to the investigator could be affected by the outcome
of the study as defined in 21 CFR 54.2(a). I also certify that each listed clinical investigator required to
disclose to the sponsor whether the investigator had a proprietary interest in this product or a
significant equity in the sponsor as defined in 21 CFR 54.2(b) did not disclose any such interests. I
further certify that no listed investigator was the recipient of significant payments of other sorts as
d      

       

      

       
 

fl (2) As the applicant who is submitting a study or studies sponsored by a firm or party other than the
applicant, I certify that based on information obtained from the sponsor or from participating clinical
investigators, the listed clinical investigators (attach list of names to this form) did not participate in any
financial arrangement with the sponsor of a covered study whereby the value of compensation to the
investigator for conducting the study could be affected by the outcome of the study (as defined in 21
CFR 54.2(a)); had no proprietary interest in this product or significant equity interest in the sponsor of
the covered study (as defined in 21 CFR 54.2(b)); and was not the recipient of significant payments of
other sorts (as defined in 21 CFR 54.2(f)).

fl (3) As the applicant who is submitting a study or studies sponsored by a firm or party other than the
applicant, I certify that I have acted with due diligence to obtain from the listed clinical investigators
(attach list of names) or from the sponsor the information required under 54.4 and it was not possible
to do so. The reason why this information could not be obtained is attached.

NAME TITLE

Jennifer Tribbett Regulatory Affairs Principal

FIRM/ORGANIZATION
Roche Diagnostics

SIGNATURE DATE

_~ - - - - -0912712006

Paperwork Reduction Act Statement
An agency may not conduci or sponsor, and a pcrson is not required to respond to, a collection of
information unless it displays a currently valid OMB control number. Public reporting burden for this Department of Health and Human Services
coilection of infoormaion is estimated to average I hour per response, including time for reviewing Food and Drug Administration
instructions, searching existing data sources, gathering and maintaining the necessary data, and 5600 Fishers Lane, Room 14C-03
completing and reviewing the collection of information. Send comments regarding this burden estimate Rockville, MD 20857
or any other aspect of this collection of information to the address to the right: 0'~>.

FORM FDA 3454 (4/06) 'IC CNhw, :301943 I N l,

(b)(6)



Form Approved: 0MB No. 0910-0396
DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration Expiration Date: April 30, 2009

CERTIFICATION: FINANCIAL INTERESTS AND
ARRANGEMENTS OF CLINICAL INVESTIGATORS

TO BE COMPLETED BY APPLICANT

With respect to all covered clinical studies (or specific clinical studies listed below (if appropriate)) submitted in
support of this application, I certify to one of the statements below as appropriate. I understand that this
certification is made in compliance with 21 CFR part 54 and that for the purposes of this statement, a clinical
investigator includes the spouse and each dependent child of the investigator as defined in 21 CFR 54.2(d).

Please mark the applicable checkbox.

[] (1) As the sponsor of the submitted studies, I certify that I have not entered into any financial arrangement
with the listed clinical investigators (enter names of clinical investigators below or attach list of names
to this form) whereby the value of compensation to the investigator could be affected by the outcome
of the study as defined in 21 CFR 54.2(a). I also certify that each listed clinical investigator required to
disclose to the sponsor whether the investigator had a proprietary interest in this product or a
significant equity in the sponsor as defined in 21 CFR 54.2(b) did not disclose any such interests. I
further certify that no listed investigator was the recipient of significant payments of other sorts as
defined in 21 CFR 54.2(f).

    

fl (2) As the applicant who is submitting a study or studies sponsored by a firm or party other than the
applicant, I certify that based on information obtained from the sponsor or from participating clinical
investigators, the listed clinical investigators (attach list of names to this form) did not participate in any
financial arrangement with the sponsor of a covered study whereby the value of compensation to the
investigator for conducting the study could be affected by the outcome of the study (as defined in 21
CFR 54.2(a)); had no proprietary interest in this product or significant equity interest in the sponsor of
the covered study (as defined in 21 CFR 54.2(b)); and was not the recipient of significant payments of
other sorts (as defined in 21 CFR 54.2(f)).

fl (3) As the applicant who is submitting a study or studies sponsored by a firm or party other than the
applicant, I certify that I have acted with due diligence to obtain from the listed clinical investigators
(attach list of names) or from the sponsor the information required under 54.4 and it was not possible
to do so. The reason why this information could not be obtained is attached.

NAME TITLE

Jennifer Trdbbett Regulatory Affairs Principal

FIRMWORGANIZATION
Roche Diagnostics

SIGNATURE DATE

09/2712006

Paperwork Reduction Act Statement
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. Public reporting burden for this Department of Health and Human Services
collection of information is estimated to average 1 hour per response, including time for reviewing Food and Drug Administration
instructions, searching existing data sources, gathering and maintaining the necessary data, and 5600 Fishers Lane, Room 14C-03
completing and reviewing the collection of information. Send comments regarding this burden estimate Rockville, MD 20857
or any other aspect of this collection of information to the address to the right: (126

FORM FDA 3454 (4/06) IhsCGOrphi, (35) 41310* EF
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510(k) Summary

Introduction According to the requirements of 21 CFR 807.92, the following information
provides sufficient detail to understand the basis for a determination of
substantial equivalence.

1) Submitter Roche Diagnostics Corporation
name, address, 9115 Hague Rd.
contact Indianapolis, IN 46250

Contact Person: Jennifer Tribbett

Date Prepared: September 27, 2006

2) Device name Proprietary name: CoaguChek® XS System
Common name: Prothrombin time test
Classification name: Prothrombin time test

3) Predicate The Roche Diagnostics CoaguChek XS System (patient self-testing) is
device substantially equivalent in materials, design and function to other products

that measure prothrombin time INR in human blood. Most notably, it is
substantially equivalent to the Roche Diagnostics CoaguChek XS System
(professional). In fact, it is identical in materials, design and function to the
CoaguChek XS System (professional) except the labeling has been modified
and validated for patient self-testing.

4) Device The CoaguChek XS is a 3 rd generation Roche Diagnostic's CoaguChek meter
Description which was cleared for professional use under premarket notification K060978.

This premarket notification is being submitted to obtain clearance for patient
self-testing.

;oh8



5) Intended Use The CoaguChek XS System measures blood-clotting time (Prothrombin
Time) for people who are taking anticoagulation medications such as
Cournading® or warfarin. The CoaguChek XS System measures blood-
clotting time using blood from the fingertip.

6) Comparison to The following characteristics have been previously submitted, reviewed
Predicate Device and cleared under the premarket notification for the CoaguChek XS

System (K060978):

eFactor Sensitivity
oHeparin Sensitivity
*Hernatocrit Effect

:Interfering Substances
eNormal Range

.:Measuring Range
*Test Strip Stability,

*Integrated Quality Control
hInstrument Failsafes

*Calibration
*Software Development

These characteristics are not impacted by the new user population.

The use of the system by self-testers was validated by an external user
study that was conducted as the system is intended to be used. Following
self-directed training, the subjects self-tested in the home setting for up to
S weeks. The subjects also had 3 scheduled visits to their study site to
collect user vs. technician data as well as user vs. reference method (Dade
Innovin on a Sysmex analyzer) data.

The study results successfully demonstrated that self-trained subjects can
obtain results that are equivalent to healthcare professionals and to the
reference method. This study also demonstrated that self-tester results are
consistent over time.

(!29



7) Performance The performance characteristics that are impacted by the new user population
characteristics were evaluated. The following information has been incorporated into our

draft patient self-testing insert.

Claim Statement

Accuracy A study was conducted comparing test results
obtained by self-trained patients with those obtained
by healthcare professionals using the CoaguChek XS
meter. The correlation was very good, as indicated by
the following statistics: N - 258, Slope = 1.00,
Intercept - 0.0 and Correlation Coefficient - 0.974.
This study shows that self-trained patients are able to
obtain results that are as accurate as those obtained by
healthcare professionals trained in the use of the
CoaguChek XS meter.

Precision A study was conducted and the precision of duplicates
for capillary blood results was calculated for both
self-trained patients and healthcare professionals.
The following results were obtained:

Patient Results Professional Results

N 222 257
Mean 2.55 2.50
SD 0.132 0.135
CV 5.19 5.38

This study shows that self-trained patients are able to
obtain results that are as precise as those obtained by
healthcare professionals trained in the use of the
CoaguChek XS meter.
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Executive Summary

Study Objective        

          
             
            

 

Acceptance          
Criteria

               
       

              
 

Additional (for            
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only) analysis

          
     

           
         

           
 

Conclusion          

              
              

     

            

Continued on next page
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Pages 54 through 67 redacted for the following reasons:
- - - - - - - - - - - - - - - - - - - - - - - - - - - -
Study Data, b4



On-Board (Built In) Quality Control

Previously Reviewed by FDA under K060978

(47
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On-board (built-in) Quality Control

On-Board           
Quality Control            
(OHC)               

             
              

           

            
           

            
        

            
           

            
         

         
               
            
 

Protocol             
Summary              

                
                
               

             
             

    

Roche Confidential 048
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Pages 70 through 83 redacted for the following reasons:
- - - - - - - - - - - - - - - - - - - - - - - - - - - -
Technical Data, b4



Automatic Meter Checks (Failsafes)

Previously Reviewed by FDA under K060978
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Automatic Meter Checks (Failsafes)

Meter Failsafes           
             

               
              

              
          

Failsafe List          
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Pages 86 through 87 redacted for the following reasons:
- - - - - - - - - - - - - - - - - - - - - - - - - - - -
Study Data, b4
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Test Strip Insert
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CoaguChek® XS GETTING STARTED so.
Follow these steps to get started using the meter:
1. Watch the CoaguChek XS System Video. It will help you get comfortableS y ste m ~~~~~~~~~~~~~~~~~~2. Read the Accu-Chek' Softclix lancet device package insert.

3.With this CoaguChekXS System Getting Started guide by the meter, follow
the steps to perform your first test.

Then, as necessary, refer to the User Manual:
Getting Started ~The CoaguChekXS System User Manual is a comprehensive guide to the
Getting Started ~~meter and test stnips. It is designed to provide answers to your questions

about the meter's operation and use.

INSTALLING BATTERIES & SETUP op
1. Open Compartment 2. Insert Batteries

Open the battery compartment on the Insert 4 MAA batteries according to
back of the meter. the diagram inside the battery

Right after you insert the batteries, you'll need to set the date and time.
The date and time settings are important. Each time you run a test, the meter
compares its date with the test strip's expiration date. If the test strip is expired,
the meter displays an error message and prevents you from running a test
Whenever you put batteries in the meter, it automatically goes to Setup mode
(where you set the date and time). You can also go to Setup mode at any time bySETTING DATE AND TIME op pressing the SET button (n)

1. Start Setup 2. Set Date 3. Set Time 4. Check Display

12-3 bO :0 30O
13~ 1O2:00 12-3 1O00

To set the date and time, you'll use Press~ The year flashes. Press ~ The hour/flashes. Press and hold the ON-OFF button
these buttons: 1~ to change a setting 1~ to change the year then 1~m to change the hour then ~ Make sure all the letters, numbers,or (SEE) to accept a setting.an
If the meter is not already in Setup to change the month then m to change the minutes then and symbols on the display appear

____ ~~~~~~~~~~~~~~correctly. See The Metet's Display sect/onmode, press 1~9 to change the day then Turn the meter off in the User Manual to see the full display.
The drata format flashes in the upper The timne format flashes in the upper Release P'.
right corner left corner Turn the meter off

PREPARING FOR A TEST Do-______ 
______

1. Gather Items 2. Match Code 3. Insert Code Chip f 4. Prepare Lancet Device

CoaguChek XS Meter The code number on the test strip Make sure the meter is oft. Pull off the cap of the lancet device.
Container of test strips container and the code chip must With the code number facing up, Insert a new lancet. Twist off the
Test strip code chip match, insert the code chip into the code chip lancet's protective cap. Put the capEach box of lest strips comes with a slot until it snaps into place. back on the lancet device. Line op theAccu-Chelk Softclix lancet device and -~ _~; C., r, ,,;_, - --,,, notches for the cap to fit. Select the



· CoaguChek XS Meter The code number on the test strip Make sure the meter is off. Pull off the cap of the lancet device.

Cdntainer of test strips container and the code chip must With the code number facing up, Insert a new lancet. Twist off the
match. insert the code chip into the code chip lancet's protective cap. Put the cap

-Test strip code chip Each box of test strips comes with a slot until it snaps into place. back on the lancet device. Line up the
* Accu-Chek Softciix lancet device and notches for the cap to fit. Select the

lancet ~~~~~~~matchihg code chip. Every time you open pntaindph
a new box of test strnos, you must replace
The code chip. Press the plunger. A yellow dot

TESTING ap appears in the release button.

Before continuing, review these 1. Wash Hands 2 Get Readycuy tips for getting a good blood drop.
Increasing the blood flow in your
finger will help you get a good drop
of blood: ¢,.
· Warm your hand. Hold it under your

arm, use a hand warmer, and/or
w ash w ith warm water.

· Let your arm hang by your side.
" Massage your finger from its base.

Us e techniques untilyour fingertip Wash your hands in warm, soapy Take a test strip out of the container.Use Inese ehkusutyu ~gri
:~ ' has good color water. Close the container tightly.

ha~~~~~~~~~~~~aesur good conen/stor o gl d rMake sure the fin gertip Is thoroughly dry You have IO minutes to use a test strnp
once you remove it from the container

3. Insert Test Strip 4. Match Code 5. Collect Sample 6. Apply Sample

Slide the test strip into the test strip Confirm that the number displayed Massage the finger until you see The meter must be on a table. Find
guide in the direction of the arrows matches the number on the test strip increased color in the fingertip. the target area on the test strip. Dose
until it stops. container, then press c.1I Keeping the hand down, press the the test strip from the side. See the
The meter turns on. If the numbers are different, first make tip of the lancet firmly against the User Manual for more information.
The code number of the inserted code sure that the correct code chip is Inserted side of the fingertip. Press the release Within 15 seconds of sticking your
chip flashes on the dfsplay If the numbers still don't match, call the button. fingertip, apply the blood to the target

Roche Diagnostics Technical Service Gently squeeze from the base of the area on the test strip.
Center at 1-800-819-106. [finger to develop a hanging drop of blood Hold the blood drop to the test strip until
An hourglass appears as the meter warms you hear a beep. The flashing blood drop
up. A flashing test strip and blood drop symbol will disappear
appear when the meter is ready for a Do not add more blood to the test
sample. strip. Do not touch the test strip.
You have 120 seconds to apply blood

to The test strip. ~~~~~~~~~~~~~~~The result appears in about / minute.to the test strnp.

7. Record Result

Note, See Cleaning the Meter in the User
Manual for more information.

Record the result on the Subject Remove the lancet from the lancet device.
Results Log. Place the used test strip and lancet in a
Note If during testing the meter d/splays puncture-proof container with a lid.
an error message, refer to the Error Turn the meter off. Accu CHEK COAGUCHEK. and
Messages section of the User Manual for If the meter is dirty, wipe t clean with a lint- l 2006 Rot Do

what to do next free tfisue and an approved cleaning solution, rights reserved. 573 -639 0906
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration

Memorandum

From: Reviewer(s)_ Namers) "f.

Subject: 510(k) Number Vc'90 2 ' 2 " g
To: The Record - It is my recommendation that the subject 5 10(k) Notification:

DRefused to accept.
DRequires additional information (other than refuse to accept).

"Qs substantially equivalent to marketed devices.
ONOT substantially equivalent to marketed devices.

-Other (e.g., exempt by regulation, not a device, duplicate, etc.)

Is this device subject to Section 522 Postmarket Surveillance? DYESF-lYS KNOIs this device subject to the Tracking Regulation? DYES 'QNO
Was clinical data necessary to support the review of this 510(k)? 9'ES 1I NO
Is this a prescription device? gYES E NO
Was this 510(k) reviewed by a Third Party? DYES NO
Special 510(k)? DYES NO
Abbreviated 510(k)? Please fill out form on H Drive 5 1 Ok/boilers DYES NO

Truthful and Accurate Statement D]Requestedv Enclosed
510(k) sumrnary OR I'A 510(k) statemento The required certification and summary for class III devices ML4

" The indication for use form

Combination Product Category (Please see algorithm on H drive 5 1 Ok/Boilers)

Animal Tissue Source V YES El NO Material of Biological Origin 'r YES 0 NO

The submitter requests under 21 CFR 807.95 (doesn't apply for SEs):
El No Confidentiality El Confidentiality for 90 days 0 Continued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel (optional):

(Branich Chief ///'(ranch Coe) (Date)

Final Review: A/ A ' ' /
(Division ireo(ae

Revised:4/2/03
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"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

K062925

Reviewer: VALERIE R. GINYARD

Division/Branch: DIHD

Device Name: COAGUCHEK XS SYSTEM (PATIENT SELF-TESTING)

Product To Which Compared (510(K) Number If Known): COAGUCHEK XS SYSTEM
(PROFESSIONAL) (K060978)

YES NO

1. Is Product A Device X If NO Stop

2. Is Device Subject To 510(k)? X If NO = Stop

3. Same Indication Statement? If YES = Go To 5

4. Do Differences Alter The Effect Or X If YES = Stop NE
Raise New Issues of Safety Or

Effectiveness?

5. Same Technological Characteristics? K If YES = Go To 7

6. Could The New Characteristics Affect If YES = Go To 8
Safety Or Effectiveness?

7. Descriptive Characteristics Precise K If NO= Go To 10
Enough? If YES = Stop SE

8. New Types Of Safety Or Effectiveness If YES = Stop NE
Questions?

9. Accepted Scientific methods Exist? If NO= Stop NE

10. Performance Data Available? K if NO= Request
Data

11. Data Demonstrate Equivalence? K Final Decision:
SE



1. Intended Use: The CoaguChek XS System (patient self-testing) is intended
for properly selected and suitably trained users or their caregivers on
the prescription or other order of the treating doctor. Users should be
stabilized on anticoagulation medications such as Coumadin® or warfarin
prior to self-testing with the CoaguChek XS System. The system uses
capillary blood.

2. Device Description: Provide a statement of how the device is either
similar to and/or different from other marketed devices, plus data (if
necessary) to support the statement. Is the device life-supporting or
life sustaining? Is the device implanted (short-term or long-term)? Does
the device design use software? Is the device sterile? Is the device for
single use? Is the device over-the-counter or prescription use? Does the
device contain drug or biological product as a component? Is this device
a kit? Provide a summnary about the devices design, materials, physical
properties and toxicology profile if important.

Summary: The Coaguchek XS System (patient self-testing) is prothrombin
time testing system intended for home users.

The CoaguChek® XS System includes a meter and CoaguChek® XS PT test
strips. The test strip contains a human recombinant tissue factor, and is
calibrated to an IST of 1.0. The test strip incorporates quality control
material that accesses strip integrity. The CoaguChek® XS meter
automatically stores up to 100 test results along with their dates and
times in memory.

           
           

           
               

             
         

         
           

            
          

           
     

To support substantial equivalence, the Sponsor presented precision and
comparison studies. All Studies demonstrated acceptable performance.

7.         
           
          

          
         

             
by the Sponsor.

11. Explain how the performance data demonstrates that the device is or is not
substantially equivalent: Performance data demonstrated that the device is
substantially equivalent to a legally marketed device.
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Analytical performance was demonstrated in K060978.

All results demonstrated acceptable results.

(b)(4), (b)(5)



510(k) SUBSTANTIAL EQUIVALENCE DETERMINATION
DECISION SUMMARY

ASSAY AND INSTRUMENT COMBINATION TEMPLATE

A. 510(k) Number:

K062925

B. Purpose for Submission:

Clearance of a new instrument and test strip

C. Measurand:

Prothrombin Time

D. Type of Test:

Electrochemical

E. Applicant:

Roche Diagnostics

F. Proprietary and Established Names:

CoaguChek® XS System (Patient Self-testing)

G. Regulatory Information:

1. Regulation section:

21 CFR 864.7750

2. Classification:

Class II

3. Product code:

1
It,



GJS

4. Panel:

81 Hematology

H. Intended Use:

1. Intended use(s):

The CoaguChek XS System is intended for properly selected and suitably trained users or
their caregivers on the prescription or other order of the treating doctor. Users should be
stabilized on anticoagulation medications such as Coumadin® or warfarin prior to self-
testing with the CoaguChek XS System. The system uses blood from a finger stick

2. Indication(s) for use:

3. Special conditions for use statement(s):

Intended for home use

4. Special instrument requirements:

I. Device Description:

The CoaguChek® XS System includes a meter and CoaguChek® XS PT test strips. The
test strip contains a human recombinant tissue factor, and is calibrated to an 151 of 1.0.

The test strip incorporates quality control material that accesses strip integrity.

The CoaguChek® XS meter automatically stores up to 1 00 test results along with their dates
and times in memory.

J. Substantial Equivalence Information:

1. Predicate device name(s):

Roche Diagnostics CoaguChek XS System

II ~~~~2



2. Predicate 510(k) number(s):

K060978

3. Comparison with predicate:

Similarities

Intended Use Measure prothrombin time same
Technology Electrochemical with same

amperometric detection of
thrombin activity

Dosing Top and side dosing same

Differences
4 A t~~~~~~~~~~~~~~~~ 1IIIi1- 10ii1!5

Indications Home users Professional use

K. Standard/Guidance Document Referenced (if applicable):

L. Test Principle:

When a blood sample is applied to the test strip, thromboplastin activates the coagulation
cascade which leads to the formation of thrombin. Thrombin cleaves the thrombin substrate
creating an electrochemically active peptide, which generates an electrical signal. The signal
is converted to an TNR value and displayed by the CoaguChek XS System.

The on-board quality control is a bi-level control that accesses test strip integrity. The PT
test and QC testing are performed simultaneously. The test system determines whether the
quality control is within preset limits. If it is, the meter displays a short term "QCV", and
then the PT test result. If the QC is not within limits, the meter displays "error QC", and no
PT test result will be displayed.

M. Performance Characteristics (if/when applicable):

1. Analytical performance:

12-



Pages 145 through 146 redacted for the following reasons:
- - - - - - - - - - - - - - - - - - - - - - - - - - - -
Test Data, b4



calibration results using serial infrared communication in a protected mode, reading and
storage of specific information for strip LOT from code key, calculation of PT time based
on data received from measurement cycle, and checks for failsafe in order to recognize
malfunctions of the measurement electronics or malfunctions within the strip used for
testing.

FDA has reviewed applicant's Hazard Analysis and software development processes for
this line of product types:

Yes ,/ or No

3. Specimen Identification:

Date and time of testing is recorded by the CoaguChek XS meter

4. Specimen Sampling and Handling:

Whole blood is manually applied to the target area of the test strip either from the top or
side of the strip.

5. Calibration:

The CoaguChek XS Test strips are calibrated to a master reagent lot which has in turn
been calibrated to a WHO International Reference Preparations (rTF/95) using the
manual tilt tube method.

6. Quality Control:

The CoaguChek XS System incorporates a bi-level on-board quality control (OBC)
within the CoaguChek XS test strip that monitors test strip integrity.

Level 1 OBC detects strip defects such as reagent defects, capillary compression and
electrode defects. Level 2 OBC directly measures strip damage due to such things as
exposure to increased humidity, light, and temperature.

The pre-determined OBC ranges are programmed into the lot specific code chip that is
packaged with the matching test strip lot.

Acceptable data was presented validating the OBC.

P. Other Supportive Instrument Performance Characteristics Data Not Covered In the
"Performance Characteristics" Section above:

An instrument failsafe checklist was presented outlining the QC check made by the
CoaguChek XS meter.

6



Q. Proposed Labeling:

The labeling is sufficient and it satisfies the requirements of 21 CFR Part 809.10.

R. Conclusion:

The submitted information in this premarket notification is complete and supports a
substantial equivalence decision.

S. Other Supportive Device and Instrument Information:

T. Administrative Information:

1. Applicant Contact Information:

a. Name of applicant:

Roche Diagnostics Inc.

b. Mailing address:

9115 Hauge Road

Indianapolis, IN 46256

c. Phone #:

317-521-3742

d. Fax#:

317-521-2324

e. E-mail address (optional):

tracy.bush~roche.com

f Contact:

Tracy Bush

2. Review Documentation:

7



28 September 2006 Submission received in DMC

29 September 2006 Submission received in OIVD

3 October 2006 Submission assigned to Reviewer

13 November 2006 Submission placed on hold

12 December 2006 Requested additional information received

18 December 2006 Additional information received by Reviewer

10 January 2007 Email correspondence

10 January 2007 Submission placed on hold

18 January 2007 Additional information received by Reviewer

29 January 2007 Request for labeling modifications

29 January 2007 labeling modifications received

29 January 2007 SE

U. Reviewer Name and Signature:

Valerie R. Ginyard
CDRH/OIVD/DIHD

/7~~~~



Indications for Use

510(k) Number (ifknown): -~K-66Oz6~ J'o061,27;

Device Name: CoaguChekg XS System for Patient Self-Testing

Indications For Use:

The CoaguChek XS PT test strips are part of the CoaguChek XS System. The
CoaguChek XS System measures blood-clotting time for people who are taking
anticoagulation medications such as Coumnadin® or warfarin. The CoaguChek XS
System uses blood from a finger stick. The system is intended for properly selected and
suitably trained users or their caregivers on the prescription or other order of the treating
doctor. Users should be stabilized on anticoagulation medications such as Coumadin® or
warfarin prior to self-testing with the CoaguChek XS System.

Prescription Use- -_X__ AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 SubpartD6) (21 CER 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

MivisiSin f

Office of In Vitro Diagnostic Device

Evaluation and Safety



510(k) Summary
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510(k) Summary

Introduction According to the requirements of 21 CFR 807.92, the following information
provides sufficient detail to understand the basis for a determination of
substantial equivalence.

1) Submitter Roche Diagnostics Corporation
name, address, 9115 Hague Rd.
contact Indianapolis, IN 46250

Contact Person: Luann Ochs

Date Prepared: January 29, 2007

2) Device name Proprietary name: CoaguChek® XS System
Common name: Prothrombin time test
Classification name: Prothrombin time test

3) Predicate The Roche Diagnostics CoaguChek XS System (patient self-testing) is
device substantially equivalent in materials, design and function to other products

that measure prothrombin time INR in human blood. Most notably, it is
substantially equivalent to the Roche Diagnostics CoaguChek XS System
(professional). In fact, it is identical in materials, design and function to the
CoaguChek XS System (professional) except the labeling has been modified
and validated for patient self-testing.

4) Device The CoaguChek XS is a 3 d generation Roche Diagnostic's CoaguChek meter
Description which was cleared for professional use under premarket notification K060978.

This premarket notification is being submitted to obtain clearance for patient
self-testing.

2o



5) Intended Use The CoaguChek XS PT test strips are part of the CoaguChek XS
System. The CoaguChek XS System measures blood-clotting time for people
who are taking anticoagulation medications such as Coumadin® or
warfarin. The CoaguChek XS System uses blood from a finger stick. The
system is intended for properly selected and suitably trained users or their
caregivers on the prescription or other order of the treating doctor. Users
should be stabilized on anticoagulation medications such as Coumadin® or
warfarin prior to self-testing with the CoaguChek XS System.

6) Comparison to The following characteristics have been previously submitted, reviewed
Predicate Device and cleared under the premarket notification for the CoaguChek XS

System (K060978):

*Factor Sensitivity
eHeparin Sensitivity
-Hematocrit Effect
sInterfering Substances
-Normal Range
eMeasuring Range
*Test Strip Stability
*Integrated Quality Control
*Instrument Failsafes
-Calibration
eSoftware Development

These characteristics are not impacted by the new user population.

The use of the system by self-testers was validated by an external user
study that was conducted as the system is intended to be used. Following
self-directed training, the subjects self-tested in the home setting for up to
8 weeks. The subjects also had 3 scheduled visits to their study site to
collect user vs. technician data as well as user vs. reference method (Dade
Innovin on a Sysmex analyzer) data.

The study results successfully demonstrated that self-trained subjects can
obtain results that are equivalent to healthcare professionals and to the
reference method. This study also demonstrated that self-tester results are
consistent over time.

Zf



7) Performance The performance characteristics that are impacted by the new user population
characteristics were evaluated. The following information has been incorporated into our

draft patient self-testing insert.

Claim Statement

Accuracy A study was conducted comparing test results
obtained by self-trained patients with those obtained
by healthcare professionals using the CoaguChek XS
meter. The correlation was very good, as indicated by
the following statistics: N = 258, Slope = 1.00,
Intercept = 0.0 and Correlation Coefficient = 0.974.
This study shows that self-trained patients are able to
obtain results that are as accurate as those obtained by
healthcare professionals trained in the use of the

___________________ CoaguChek XS meter.

Precision A study was conducted and the precision of duplicates
for capillary blood results was calculated for both
self-trained patients and healthcare professionals.
The following results were obtained:

Patient Results Professional Results

N 222 257
Mean 2.55 2.50
SD 0.132 0.135
CV 5.19 5.38

This study shows that self-trained patients are able to
obtain results that are as precise as those obtained by
healthcare professionals trained in the use of the

I CoaguChek XS meter.



Message Page 1 of 2

Ginyard, Valerie

From: Ochs, Luann [luann.ochs@roche.com]
Sent: Monday, January 29, 2007 10:36 AM
To: Ginyard, Valerie

Subject: RE: K062925
Attachments: Indications for Use.doc; 510k Summary.doc

Dear Valerie,

Here are the two documents you requested.

Kind regards,
Luann

Luann Ochs, MS
Director, U.S. Regulatory Affairs
Roche Diagnostics Corporation
tel: 317-521-7399
fax: 317-521-4103

.-... Original Message -----
From: Ginyard, Valerie [mailto:valerie.ginyard@fda.hhs.gov]
Sent: Monday, January 29, 2007 10:28 AM
To: Ochs, Luann {D147~[ndianapolis}
Subject: RE: K062925

Here it is:

The CoaguChek XS PT test strips are apart of the CoaguChek XS System. The CoaguChek XS System
measures blood-clotting time for people who are taking anticoagulation medications such as Coumadin® or
warfarin. The CoaguChek XS System uses blood from a finger stick. The system is intended for properly
selected and suitably trained users or their caregivers on the prescription or other order of the treating
doctor. Users should be stabilized on anticoagulation medications such as Coumadin® or warfarin prior to
self-testing with the CoaguChek XS System.

From: Ochs, Luann [mailto:luann.ochs@roche.com]
Sent: Monday, January 29, 2007 10:21 AM
To: Ginyard, Valerie
Subject: RE: K062925

Yes, please send me the wording and I will get the documents right to you.
-.... Original Message -----
From: Ginyard, Valerie [mailto:valerie.ginyard@fda.hhs.gov]
Sent: Monday, January 29, 2007 10:18 AM
To: Ochs, Luann {D147,,Indianapolis}
Subject: RE: K062925

Z3
1/29/2007



Message Page 2 of 2

No-oo. It is the IU found in the strip labeling under Purpose. If you need me to I will send you
the wording. Thanks.

From: Ochs, Luann [mailto:luann.ochs@roche.com]
Sent: Monday, January 29, 2007 10:15 AM
To: Ginyard, Valerie
Subject: RE: K062925

Valerie,

              
  

        
          

         
       

-... Original Message -----
From: Ginyard, Valerie [mailto:valerie.ginyard@fda.hhs.gov]
Sent: Monday, January 29, 2007 5:23 AM
To: Bush, Tracy {D147~Indianapolis}
Cc: Ochs, Luann {D147~Indianapolis}
Subject: K062925

Hi Tracy

Please modify your 510(k) summary and Indications for Use statement to reflect
the updated intended use statement. Forward to me via email ASAP.

Thanks!

Valerie

1/29/2007

(b)(4), (b)(5)



Ginyard, Valerie

From: Ginyard, Valerie
~ent: Monday, January 29, 2007 5:23 AM
o: 'Bush, Tracy'

Cc: 'Ochs, Luann'
Subject: K062925

Hi Tracy

Please modify your 510(k) summary and Indications for Use statement to reflect the updated intended use statement.
Forward to me via email ASAP.

Thanks!

Valerie

[
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration

Memorandum

From: Reviewer(s) -Name(s) b W L C
Subject: 510(k) Number o2?24 '/_2

To: The Record - It is my recommendation that the subject 510(k) Notification:

ERefused to accept.

uies additional information (other than refuse to accept).

'11Is substantially equivalent to marketed devices.

E[NOT substantially equivalent to marketed devices.

El'Other (e.g., exempt by regulation, not a device, duplicate, etc.)

is this device subject to Section 522 Postmarket Surveillance? ElYES El NO

Is this device subject to the Tracking Regulation? E[YES El NO

Was clinical data necessary to support the review of this 510(k)? E] YES El NO

Is this a prescription device? EYES [l NO

Was this 510(k) reviewed by aThird Party? E]YES [] NO

Special 510(k)? D]YES E] NO

Abbreviated 5 10(k)? Please fill out form on H Drive 510k/boilers DYES LI NO

Truthful and Accurate Statement [] Requested [l Enclosed

-A 510(k) summary OR LIA 5I10(k) statement

El The required certification and summary for class ILL devices

El The indication for use form

Combination Product Category (Please see algorithm on H drive 510k/Boilers) '

Animal Tissue Source El YES E] NO Material of Biological Origin El YES L] NO

The submitter requests under 21 CFR 807.95 (doesn't apply for SEs):

LI No Confidentiality El Confidentiality for 90 days El Continued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel (optional):

Review:
(Branch Chief) (Branch Code) (Date)

Final Review:
(Division Director) (Date)

Revised 4/2/03



Ginyard, Valerie

From: Ginyard, Valerie
'ent: Wednesday, January 101 2007 1:39 PM
o: 'Ochs, Luann'

Subject: K062925

Hi LuAnn;

As I mentioned in my phone message earlier today, we have a few additional concerns we need you to address.

                      
                    

                   
           

                     
            

Please respond to these issues in writing to

Food and Drug Administration
Center for Devices and Radiological Health
Office of In Vitro Device Evaluation and Safety
Document Mail Center (HFZ-401)
9200 Corporate Blvd
Rockville, Maryland 20850

The submission will be placed on hold pending receipt of the requested additional information.

- you have any questions, please feel free to contact me.

.incerely,

Valerie R. Ginyard
Scientific Reviewer
Division of Immunology and Hematology Devices
Office of In Vitro Diagnostic Device Evaluation and Safety (OIVD)
(240) 276-0443, X153
fax: (240) 276-0663

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER
LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have
received this document in error, please immediately notify us by email or telephone.

1~ ~ 4

(b)(4), (b)(5)



Ginyard, Valerie

From: Russek-Cohen, Estelle
lent: Friday, January 05, 2007 5:26 PM

X ~~~~~~Ginyard, Valerie
,;c: D~~~~BS Reviews; Vishnuvajjala, R. Lalkshmi; Bautista, Josephine

Subject: Review of Roche Patient self-test K062925/Sl

Attachments: review 010507.doc

review 010507.doc

(38 KB)

HI Valerie:

                         
                       

                   
                    

                     
 

Josie: I probably need to talk with you about the HW assignment for the chempaq submission ..welcome back, happy new
year and the vacation is over!

telle Russek-Cohen, Ph.D.
iceam Leader and Mathematical Statistician
Diagnostic Devices Branch
Division of Biostatistics HFZ-550

Office of Surveillance and Biometrics
Center for Devices and Radiological Health
1350 Piccard Drive
Rockville MD 20850

eyr~cdrh.fda.gov
Estelle.Russek-Cohen~fda.hhs .gov
Phone 240-276-3043
Fax 240-276-3131
Division phone number 240-276-3133

(b)(4), (b)(5)



Date: January 5, 2007

From: Mathematical Statistician (Estelle Russek-Cohen, PhD), HFZ-550
DXDB/DBS/OSB

To: Valerie Dada
DlHD/OIVD

Re: Statistical review of Response by Sponsor
Roche CoaguChek XS System for Patient Self-Testing
510(k) K062925/S 1

Background
There were 11 questions posed by th           s
and I will focus my review on these.         

             

Question 1              
                
              

               
   

Question 3.            
                 

                
              

                
        

           
             

            
  

             
        

               
             

               
             

1

(b)(4), (b)(5)

(b)(4), (b)(5)

(b)(4), (b)(5)

(b)(4), (b)(5)

(b)(4), (b)(5)

(b)(4), (b)(5)

(b)(4), (b)(5)



                
         

                   
               

     

Question '7          

               
               

Question 9.              
      

If I can be of any assistance, please do not hesitate to contact me at evr(2cdrh~fda ov.

Cc: R. Lakshmi Vishnuvajjalla
J. Bautista

2

(b)(4), (b)(5)

(b)(4), (b)(5)

(b)(4), (b)(5)

(b)(4), (b)(5)

(b)(4), (b)(5)

(b)(4), (b)(5)

(b)(4), (b)(5)

(b)(4)

(b)(4)

(b)(4), (b)(5)



CONSULTATIVE REVIEW MEMORANDUM

DATE: January 04, 2007

TO: Valerie Dada
Scientific Reviewer
Hematology,DIHD,OIVD

FROM: Dave Li, M.D.
Medical Officer
OIVD/DIHD/IMDB
Telephone: (240)276-0443 Ext. 151
E-mail: dai.liCfda.hhs.gov

SUBJECT: Review Issues K062925 S001
Device Name: Roche Diagnostics CoaguChek® XS System for Patient
Self-testing: Prothrombin Time

CONTACT: Jennifer Tribbert
Regulatory Affair Principal
Roche Diagnostics
915 Hague Road
P.O. Box 50457
Indianapolis, IN 46250-0457
Phone 317-576-3742
Fax 317-576-2324

RECEIVED: December 13, 2006

I. BACKGROUND
A. Device description and principle
A prothrombin time test is a device used as a general screening procedure for the
detection of possible clotting factor deficiencies in the extrinsic coagulation pathway,
which involves the reaction between coagulation factors III and VIJ, and to monitor
patients receiving coumarin therapy (the administration of one of the coumarin
anticoagulatants in the treatment of venous thrombosis or pulmonary embolism).

The Roche Diagnostics CoaguChek® XS System is a third generation Roche
Diagnostics's CoaguChek meter which was cleared for professional use under pre-market
notification K060978.

K062925 S001 Roche CoaguChek® XS System for Patient Self-testing: Prothrombin Time



Ginyard, Valerie

From: Li, Dai
'ent: Thursday, January 04, 2007 11:37 AM

Z: Ginyard, Valerie
,Jc: Bautista, Josephine; Becker, Robert; Chan, Maria M
Subject: K062925 S001 Roche Diagnostics CoaguChek® XS System for Patient Self-testing:

Prothrombin Time

Attachments: K062925 S001 Roche CoaguCheckXS System PT for Patient Self Testing Review Issues
20070104.doc

Attached please find my comments on the Roche 510K.

Thanks,

K062925 SOO1
oche CoaguCheckX.



               
            

    

      
            

           
              
               

            
         

    
            

   
       

   
             

       

     

   
                 

             
 

                    
           

            
            

               
                 

   
              

                 
                  

               
         

                
                  

             
          

            

K062925 S001 Roche CoaguChek® XS System for Patient Self-testing: Prothrombin Time 2
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510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS

New Dcvice is Compared toA
Marketed Device *4

34, 4
Descriptive Information Does New Device Have Same NO Do the Differences Alter tile lntei-ded Not Substantially

about New or Marketed Indication Statenlent?- ,* Therapeutic/Diagnostic/etc Effect YES Equivalent Determination
Device Requested as Needed (in Deciding, May Consider hipatt on

YES Safety and Effectiveness)?**

New Device Has Same Intended NO
Use and May be "Substantially Equivalent" 1 e D 0

New Device Has
New Intended Use

Does New Device Have Same
Technological Characteristics, NO Could the New S
e~g Des~ign, Materials, etc.? a Characteristics Do the New Characteristics

YES Affect Safety or --- *Raise New Types of Safety YES
Effectiveness? or Effectiveness Questions?

NO Are the Descriptive NO
Characteristics Precise Enoug, NO

to Ensure Equivalence?

Are Performance Data Do Accepted Scientific
Available to Asses Equivalence? YES Methods Exist for

Assessing Effects of NO
the New Characteristics?

YES.
ws~~~~~~~~~~~~~~~1

(D ~YES
Perkormance Are Performance Data Available NO

Data Required To Assess Effects of New
Characteristics? *

YES

Performance Data Demonstrate Performance Data Demonstrate
Equivalence? C) gEquivalence?

{NO YES YES NO

O

'Substantially Equivalent"
ro Determination To

q I 0(1<) Sub missions conmpare new dcievice to fiiarketed devieces FDA iequesis additional iinto rnati on if thei-lati oiship between-
in airketed al/d 'P)redicate' (p i--Amlenid'nleilts or reel-ass ified post-Amlendmlenlts) devices is un ichear.

* * I 'hi 's decision is nIonlnla[[¥y baised on descriptive in form ation ahone, bhut binited testing in hornation is somet imnes requiiired-

*~ -*ic * i)it avh ,, the m i 10(k), otlter S 10(k-)s. lie Center's classificatiooi fltes, or the literatuirc



REVISED:3/14/9S

THE SI10 (K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UND)ER 5 10 (K)

BOILERPLATES TITLED nDOCOMENTATION" AND MUST PB FILLED OUT WITH

EVERY FINAL DECISION (SE, NSE, NQT A DEVICE, ETC.).

-SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

Reviewer : _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Division/Branch:

Devi de game: _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Product To Which Compared 
(510(K) Number If Known) ___________

YES No

1. Is Product A Device 
If No Stop

2. Is Device Subject To 510(k)? 
If NO =Sto

2. Same indication Statement? 
If YES =Go To 5

4. Do Differences Alter The Effect 
Or If YES = Stop NE

Raise New Issues of Safety Or

Effectiveness?

5. Same Technological Characteristics? 
If YES = Go To 1

c. Could The New Characteristics 
Affect If YES = Go To S

Safety Or Effectiveness?

7. Descriptive Characteristics 
precise -If NO = G o1

Enough? 
if YES = tpS

8. New Types Of Safety Or Effectiveness 
If YES =StpN

Questions?

9. Accepted Scientific Methods 
Exist? IfNO = Stop NE

Perform a Available? ~~~If NO -Re quest

Data

ii. Dta Deonstate Euiva ene Final Decision:

Note: In addition to completing the 
form on the LAN, "yes" responses to

questions 4, 6, 8, and ii, and every "no.. response requires an

explanation.



intended Use:

2. Device Description: provide a statement of 
how the device is either

similar to and/or different 
from other marketed 

devices, plus data 
(if

necessary) to support the statement. 
Is the device life-supporting 

or

life sustaining? Is the device implanted 
(short-term or long-term)? 

Does

the device design use 
software? Is the device sterile? 

Is the device for

single use? Is the device over-the-counter 
or prescription use? 

Does the

device contain drug or 
biological product as a component? Is this device

a kit? Provide a summary about 
the devices design, materials. 

physical

properties and toxicol~h' 
profile if important.

EXPLANATIONS TO "YES" AND "NO ANSWERS TO QUESTIONS 
ON PAGE 1 AS NEEDED

I. Explain why not a device:

2- Explain why not subject to 510(k):

3. How does the new indication 
differ from the predicate device&s

indication:

4. Explain why there is or is not a new effect or 
safety or effectiveness

issue:

5. Describe the new technological 
characteristics:

6- Explain how new characteristics 
could or could not affect 

safety or

effectiveness:

7- Explain how descriptive characteristics are not precise enough:

a- Explain new types of safety or effectiveness questions 
raised or why the

questions are not new:

9. Explain why existing scientific 
methods can not be used:

10. Explain what performance 
data is needed:

ii. Explain how the performance data demonstrates that the device is or is

not substantially equivalenT:

ATTACH ADDITIONAL SUPPORTING 
INFORMATION

cw



internal Administrative Form

YES NO

'I.Did the frm request expeidrvew

2. Did werant exeid revew

3. Have yu verified tat teDouetilaldGas 
frGM

purposes?
4. f nthas PO8 been notified?

5. is the product adei?

6. is the device eyemPi from 510(k) by regulation or Policy?

7. is the device subject to review b~ CORH?

8. Are you aaetathsdithabenheubjectof 
a-previous S

decision?
9. If yes, does this new 510(k) address the NSE issue(s), (e-g.,

performnce dt)?

10.Are you aware of the submitter being the ujc fa nert

investigation?
I if, yes, consult the ODE integrity Officer-siotopcedwhte

12. Has the ODE integrity officer givenl permisotopcedwhte

review? (Blue Book MemO #191-2 and Federal Register 90NO332,

September 10, 1991.



Dada, Valerie

From: Dada, Valerie
Sent: Monday, November 13, 2006 1 1:10 AM

a: 'Tribbett, Jennifer'
Subject: K062925- CoaguChek Home Use

Good Morning Jennifer;

I have completed my initial review of the Tina-Quant D-Dimer submission, and have the following concerns:

1.                    
              

               
               

                     
                  

                
      

                  
               

              
                 
                 
                 

             
                 
                

       

2.                    
  

3.                  
                       

                    
        

4.                
                

                   
     

5.                
              

               

6.                   
                

                  

7.                   
               

1 ~ ~ o

(b)(4), (b)(5)



8.                 
        
      
      

                 
    

9.                   
  

10.               
                  

              

1 1             

Please respond to these issues in writing to

Food and Drug Administration
Center for Devices and Radiological Health
Office of In Vitro Device Evaluation and Safety
Document Mail Center (HFZ-401)
9200 Corporate Blvd
Rockville, Maryland 20850

The submission will be placed on hold pending receipt of the requested additional information.

If you have any questions, please feel free to contact me.

.ncerely,

V/alerie R. Dada Ginyard
Scientific Reviewer
Division of Immunology and Hematology Devices
Office of In Vitro Diagnostic Device Evaluation and Safety (OIVD)
(240) 276-0443, X153
fax: (240) 276-0663

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER
LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any
review, disclosure, dissemination, copying, or other action based on the content of this communication is not authorized. If you have
received this document in error, please immediately notify us by email or telephone.

2~ ~~70

(b)(4), (b)(5)



DEPARTMENT OF HEALTH & HUMAN SERVICES
Public Health Service

Food and Drug Administration
Center for Devices and Radiologic Health

Date: 6 Nov 2006 MEMORANDUM

To: FILE K062925
COAGUCHEK® XS SYSTEM
ROCHE DIAGNOSTICS

Subject: Request for additional information

From: Valerie R. Dada Ginyard, DIHO Reviewer

The Roche CoaguChek XS is a portable prothrombin time (PT) meter intended to
monitor patients on anticoagulation therapy (warfarin). It is intended for home users.

The device consists of a meter with and test strips. The test strips are made of human
recombinant thromboplastin and incorporates on-board integrated quality controls which
use electrochemical signals to detect test strip integrity.

              
            

          
               
 

               
            
                 
                  
        

             
        

        

              
            
           

M~

(b)(4), (b)(5)



The Sponsor will be asked to address the following:

I.            
            
       

             
           

         

              
              

            
             

        

              
           

          
          

            
           

            
           

           
          

            
            

            
          

2.               
  

3.           
           

            
            

 

(b)(4), (b)(5)



DEPARTMENT OF HEALTH & HUMAN SERVICES
Public Health Service
Food and Drug Administration
Center for Devices and Radiological Health
Office of In Vitro Diagnostic Device Evaluation and Safety

To: Lu Ann Ochs, Director Regulatory Affairs
Roche Diagnostics

From: Valerie R. Dada
Scientific Reviewer, DIHD

RE: 1050128
CoaguChek XS

Date: 26 May 2005

Dear Ms. Ochs,

Thank you for submitting this premarket application for our review. The purpose of the
premarket application review by FDA staff is to give manufacturers an idea of the types
of questions or concerns the agency is likely to express during the review of a
submission. As a rule, FDA review of premarket applications lead to better prepared
submissions and shorter review time.

This is an informal communication that represents the best judgment of the
(Hematology/Pathology) staff and consultants who reviewed the submitted information.
It does not constitute an advisory opinion and does not bind or otherwise obligate or
commit the agency to the views expressed, as per 21 CFR 10.85(k).

With the understanding that the study for which you have submitted this protocol has not
yet started, we have provided the following evaluation of your proposed protocol.

Comments:

1.            
           

              
           

           
         

2.             
           

 

zo&,

(b)(4), (b)(5)



3.              
             

            
              

    

4.               
                 
               

             
             
        

5.              
              

6.             
              

           
        

             
               

              
  

You have also requested to be exempt from conducting a post-market study for this
device. Because this will be a newly marketed device with new technology and you are
proposing a patient self training program, we feel that post market studies are warranted
for this device.

Thank you for allowing us to assist you with your protocol. Our comments and
suggestions are strictly for your assistance. You are not required to respond. However,
if you would like to respond please submit any revisions in triplicate to the address
below. Please reference the pre-IDE number above to facilitate processing:

Document Mail Center (HFZ-401)
Center for Devices and Radiological Health
Food and Drug Administration
9200 Corporate Blvd.
Rockville, MD 20850

If you have any questions or comments regarding this review, please contact Valerie R.
Dada at 240-276-0443 ext.162.

2

40

(b)(4), (b)(5)

(b)(4), (b)(5)



Date: October 30, 2006

From: Mathematical Statistician (Estelle Russek-Cohen, PhD), HFZ-550
DXDB/DBS/OSB

To: Valerie Dada
DIHD/OIVD

Re: Statistical Review of 5 10(k) K062925
Coaguchek XS PST
Roche Diagnostics Corp, Indianapolis, TN 46250

Background

The Roche Coaguchek XS PST is a submission for an already 5 10(k) cleared device. The
purpose of this submission is to extend the intended use of the device for patient self-
testing. The device measures prothrombin time and JNR (an index calculated from the
prothrombin time result).

              
              

              
 

         
                  

  
              

      
            
          
               
         
          

      
             
     

            

      

(b)(4), (b)(5)



Pages 178 through 180 redacted for the following reasons:
- - - - - - - - - - - - - - - - - - - - - - - - - - - -
Study Data, b4



CONSULTATIVE REVIEW MEMORANDUM

DATE: November 3, 2006

TO: Valerie Dada
Scientific Reviewer
Hematology,DIHD,OIVD

FROM: Dave Li, M.D., Ph.D., FACB
Medical Officer
OIVD/DIHD/IMDB
Telephone: (240)276-0443 Ext. 151
E-mail: dai.i&ifda.hhs.gov

SUBJECT: Review Issues K062925
Device Name: Roche Diagnostics CoaguChek® XS System for Patient
Self-testing: Prothrombin Time

CONTACT: Jennifer Tribbert
Regulatory Affair Principal
Roche Diagnostics
915 Hague Road
P.O. Box 50457
Indianapolis, IN 46250-0457
Phone 317-576-3742
Fax 317-576-2324

RECEIVED: October 18, 2006

I. BACKGROUND
A. Device description and principle
A prothrombin time test is a device used as a general screening procedure for the
detection of possible clotting factor deficiencies in the extrinsic coagulation pathway,
which involves the reaction between coagulation factors III and VII, and to monitor
patients receiving coumarin therapy (the administration of one of the coumarin
anticoagulatants in the treatment of venous thrombosis or pulmonary embolism).

The Roche Diagnostics CoaguChek ® XS System is a third generation Roche
Diagnostics's CoaguChek meter which was cleared for professional use under pre-market
notification K060978.

This system is identical in materials (test strip and meter), design and function to the
CoaguChek XS system described in K060978. However, the labeling has been modified
for patient self-testing use.

2.\t



B. intended use
The CoaguChek XS System measures blood-clotting time (Prothrombin Time) for people

who are taking anticoagulation medications such as Coumadin or warfarin. The

CoaguChek XS System measures blood-clotting time using blood from the fingertip.

C. Reason for submission
This pre-marker notification is being submitted to obtain clearance for patient testing.

D. Predicate device
Roche Diagnostics CoaguCheko XS System (professional) K060978.
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510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS

New Device is Compared to

Marketed Device

Descriptive Information Does New Device Have Same NO Do tihe Differences Alter the Intended Not Substantially

about New or Marketed Indication Statement ' · merapeuticDiagnosticdetc. Eeffct YES Equivalent Determination

Device Requcstcd as Needed (in Deciding. May Consider Impact on

I YES Safety and Effcctiveness)?*

New Device Has Same Intended NO

Use and May be "Substantially Equivalent" 4 New Device Itas 0

New Intended Use

Does New Device Have Same (5
Technological Characteristics, NO Could the New

e g. Design, Materials, etc.? ----- Charaderistics Do the New Characteristics

YES Affect Safety or -* Raise New Types of Safety YES_*.

Effectivness? or Effectiveness Questions?

NO Are the Descriptive NO

Characteristics Precise Enough NO

NO 10 to Ensure Equivalence? A t

NO Arc Perfornlance Data 
Do Accepted Scientific

Available to Asses Equivalence? YES Methods Exist for
Assessing Effects df NO

the New Characteristics?

YES

PcerforurnaincC 
Are Performance Data Available N(

Data Required 
To Assess Effects of New

Characleristics? * * *

jYES

Perinrinace Data Demonstrate 
Performance Data Demonstrate

l~qtiivaleciic - * O~~_~ Equivalence? '4 -

YNE Ni S YES NO

Subsianlially F quivalcin"

(A D)cIermhnatioi In

* 51I0(k) Stiuhri ssiris enitpale nrew devices to minartcled devices F[C) A reqqtests additional iiifnibmtioii if the re Iatioi s0 i p hetweeii

in arkcled arid p..redicate' {[rre-Ae
cndillents or reclassified post-Airnendlirnts) devices is unclear

·* II lis decisiol is 5orlitally based Oui desclrptive info rinal ion alone, but I in.eid testing i/formation is solictlilles required

· ** D cita rch, i tire 10(k), oilicr5 10((k)s, lire(crei'sclassificatiflrilhs, or tll hitcratrr.c



Internal Administrative Form

YES NO

1. Did the firm request expedited review?

2. Did we rant ex edited review?
3. Have you verified that the Document is labeled Class III for GMP

purposes?
4. If, not, has POS been notified?
5. Is the product a device?
6. Is the device exempt from 510(k) by regulation or policy?

7. Is the device subject to review by CDRH?

8. Are you aware that this device has been the subject of a previous NSE

decision?
9. If yes, does this new 510(k) address the NSE issue(s), (e.g.,

investigation?
11. If, yes, consult the ODE Integrity Officer.

12. Has the ODE Integrity Officer given permission to proceed with the

review? (Blue Book Memo #191-2 and Federal Register 90N0332,

September 10, 1991.



SCREENING CHECKLIST

FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS

510(k) Number:

The cover letter clearly identifies the type of 510(k) submission as (Check the

appropriate box):

D Special 510(k) Do Sections 1 and 2

[] Abbreviated 510(k) Do Sections 1, 3 and 4

U Traditional 510(k) or no identification provided Do Sections 1 and 4

Section 1: Required Elements for All Types of 510(k) submissions:

Present or M issing or

Ade uate Inade qate

Cover letter, containing the elements listed on page 3-2 of the

Premarkct Notification [510)] Manual.

Table of Contents.
Truthful and Accurate Statement.

Device's Trade Name, Device's Classification Name and

Establishment Re stration Number.

Device Classificaton Regulation Number and Regulatory Status

Class I, Class 1, Class ILL or Unclassified).

Proposed Labeling including te ial listed on page 3-4 of the

Premarket Notification 510)] Manual.

Statemern of Indications for Use that is on a separate page in the

)jemarket submission.

Substantial Equivalence Comparison, including comparisons of

the new device with the predicate.

510(k Summar or 510(k) Statement.

Description of the device (or modification f the device) including

diagrams, eniinecn drawin's hot raphs or service manuals.

Identification of l 1 ?1
r arketed predicate device, *

Compliance with pcrformance standards. * [See Section 514 of

the Act and 21 CFlR 807.87 d=4)']
('lass 111 Certification and Sunmaty **

Finrancial (crtiflcation or Disclosure Statement for 510(k)

notihcations with a clinical study. * [See 21 CRFi 807.S7 00j

510(k) l it Ccrtification ***

· Mai not be applicable for Special 510(k)s

·** - Required for Class IlII devices, only.

- See pages 3-12 and 3-13 in the Prernarket Notification [510)] Manual and the

Convenience Kits Interim Regulatory Guidance.

Section 2: Required Elements for a SPECIAL 510(k) submission:



Present Inadequate
or Missin

Name and5~10(k)number of the subritter's own, unmodified

predicate device.
A description of the modified device and a comparison to the

sponsor's predicate device.

A statement that the intended use(s) and indications of the

modified device, as described in its labeling are die same as the

intended uses gnd indications for the submitter's unmodified

predicate device.

Reviewer's confirmation that the modification has not altered the

fundamental scientific technology of fihe submitter's predicate

device·
iA Design Control Activities Summary that includes tile following

el¢,ents (a-c):
a~ denifiatin o Rsk Analysis method(s) used to assess the

impact of the modification on the device and its components, and

the results of the analysis.
b. Based on the Risk Analysis, an identification of the required

verification and validation activities, including the methods or

tests used and the acceptance criteria to be applied.

e. A Declaration of Conformity with design controls that includes

the following statements:
A statement that, as required by the risk analysis, all

verification and validation activities were performed by the

designated individual(s) and the results of the activities

demonstrated that the predetermined acceptance criteria were

met. This statement is signed by the individual responsible

for those particular activities.

A statement that the manufacturing facility is in conformance

with the design control procedure requirements as specified

in 21 CFR 820.30 and tie records are available for review.

This statement is signed by the individual responsible for

those )articular activities.

Section 3: Required Elements for an ABBREVIATED 510(k)* submission:

Present Inadequate
or Missin

For a submission, which relies on a guidance document and/or

special control(s), a summary report that describes how the

guidance and/or special control(s) was used to address the risks

associated with the particular device type. (If a manufacturer

elects to use an alternate approach to address a particulai risk,

sufficient detail should be provided to justify tht approach.)

For a submission, which relies oil a recognized standard, a

declaration of conformity [For a listing of the required elements

of a declaration of conformity, SEE Required Elements for a

Declaration of Conformity to a Recognized Standard, which

is posted with the 510 -) boilers on the 1 drive.1



For a submissin, whrich relc on a recognize standard wihut a

declaration of confotniity, a statement that the manufacturer

intends tQ conform to a recognized standard and that supporting

data will be available before marketing the device.stnadht

For a submissin, which relies on a noni-recognized tnadta

has been historically accepted by FDA, a statement that the

manufacturer intends to conform to a recognized standard and

tha suporingdata will be available before marketing the device.

and an additsional winformation reuse by di revewrandorder

Asnyt addtina hinformcation whichspotcoeed by FA ttmn the guidne

doufctument spteialt control, o recognized standard and/rn-

recognized standard, in order to determine substantial

* -When completing the review of an abbreviated 510(k), please fill out an

Abbreviated Standards Data Form Qlocated on the H drive) and list all the guidance

documents, special controls, recognized standards and/or nion-recognized

.standards, which were noted by die sponsor.

Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL

510(k) submissions (If Applicable):

Present Inadequate
or Missin

a) Biocompaibilt dta for al patient-contactinig materials, OR

certification ofidntical material/formulationi:

b) Sterilization an xiaindtninformation:

c) Software ljocurmecntatoni

hten N Iith checks in the 'Plresent or Adequa7te" colunin do not require e additional

informatioti 1fro tihe spyonsor. Items Wiidti checks in the "Missing, or Inadequate"

column i frist he submitted be fore sub~stanitive re~evie Of the documlent.

Passed Screening -Yes -___N o

Reviewer: ______-_____ 
_ ____

Concurrence by Review B ranch: __________-__

Date: ---



The deficiencies identified above represent the issues that we believe need to be resolved

before our reviexv of your 510(k) submission can be successfully completed. In developing

die deficiencies, we carefully considered die statutory criteria as defined in Section 513(i) of

the Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your

device. We also considered the burden that may be indurred in youi ttempt to respond to

the deficiencies. We believe that we have considered die 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 die

issues, you should follow the procedures outlined in die "A Suggested Approach to

Resolving Least Burdensome Issues" document. It is available on our Center web page at:

http://xvxvxv. fda.gov/cdrh/tflodact/leastburdellsoflie.mhtiil



REVISED:3/14/95

THE 510(IK DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN 
UNDER 510(K)

BOILERPLATES TITLED "DOCUMENTATION" AND MUST BE FILLED OUT WITH

EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.).

"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

K____________

Reviewer:

Division/Braflch :_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Device Name: __________________________________

Product To which Compared (510(K) Number If Known):_ __________

YES NO

1. Is Product A Device 
If NO Stop

2. Is Device Subject To 510(k)? 
if NO=Sop

3. Same Indication Statement? 
If YES = Co To5

4. Do Diferences Alter The Effect Or 
if YES = Sop N

Rais NewIssues of Safety Or

Efciveness?

5. Sme echological Characteristics? if YES =Co To 7

6. Could The New Characteristics Affect 
If YES = Go To 8

Safety Or Effectiveness?

7. Descipive Characteristics Precise 
If NO Go To 10

Enough? ~~~~~~~~~if YES =Stop SE

8 NewTypesOf Safety Or Effectiveness 
If YES Stop NE

Qusins?

9. Accepted Scientific Methods Exist? 
if No Stop NE

10. erfrmace Data Available? 
If NO Request

Data

11. ata emontrate Equivalence? 
Final Decision:

Nate: In addition to completing the form on the LAN, -yes" responses to

qjuestions 4, 6, 8, and 11, and every 'no" response requires an

expl.anation-



i. Intended Use:

2. Device Description: Provide a statement of how the device is either

similar to and/or different from other marketed devices, plus data (if

necessary) to support the statement. is the device life-supporting or

life sustaining? Is the device implanted (short-term or long-term)? Does

the device design use software? Is the device sterile? is the device for

single use? Is the device over-the-counter or prescription use? 
Does the

device contain drug or biological product as 
a component? is this device

a kit? Provide a summary about the devices 
design, materials, physical

properties and toxicology profile if important.

EXPLANATIONS TO "YES" AND "NO" ANSWERS TO QUESTIONS ON PAGE 
1 AS NEEDED

i. Explain why not a device:

2. Explain why not subject to 510(k):

3. How does the new indication differ from the predicate 
device's

indication:

4. Explain why there is or is not a new effect or safety or effectiveness

issue:

S. Describe the new technological characteristics:

6. Explain how new characteristics could or could not affect safety or

effectiveness:

7. Explain how descriptive characteristics are not precise enough:

8. Explain new types of safety or effectiveness questions raised 
or why the

questions are not new:

9. Explain why existing scientific methods can 
not be used:

io. Explain what. performance data is needed:

ii. Explain how the performance data demonstrates that the device 
is or is

not substantially equivalent:

ATTACH ADDITIONAL SUPPORTING INPORMATION



510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS

New Device is Compared toA
Marke Device

Descriptive Intormation Does New ieice Have Same NO Do the Differences Alter the Intended Not Substantially
about New or Marketed lndicati Statement9 - , Therapeutic/Diagnosticletc. Effect YES Equivalent.Determination

Device Requested as Needed (in Deciding, May Consider ronpact onl
YES Safety and Effectiveness)?9 '

New Device H~s ame [ntended NO
Use and May be "S stantially Equivalent" '4'

New Device Has 0
New Intended Use

Does New Device Same
Technological Ch acteristics, NO Could the New
e.g· Design, Mate s. et 9 . Characteristics Do the New Characteristics

Affect Safety or I Raise New Types of Safety Y 4 ,
Effectiveicess? or Effectiveness Questions?

NO criptive NO
Characteristics Precise Enough

to Ensure ivalenee? ·

NO
Are Perf rmance Data Do Accepted Scientific

Available to sses Equivalence? YES Methods Exist for
Assessing Effects of NO

tlhe New Characteristics?
YES S~~~E

Pterfomance Are Performance Data Available NO
Data Required To Assess Effects of New

Characteristics? * *

ES

Perform ce Data Demonstrate Performance Data Demonstrate
muivaence? O ( Equivalence? ,

YES NO

-'stantially Euivalet
To ~ ~ ~~-Deternnimation TO0

510(k) Sublllissios scoipllare iew devices to iiiarketed devices. FDA ieqLests additional intornlatioit i tie relationsuip between
nIarketed amid "predicate" (pre-Amnehdilnents or reclassitied post-Aienidmnents) devices is tiiiclear.

"' Th is decision is normally based on descriptive informat ion alone, but Limited testing information is sometimes required.

*' * l)1nm mnmavbe ii thie 51 0(k) ither 5.1 0(k<s, (lie Center's classifmcation files, or tie hiterature

ke



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service -
Food and Drug Administration

Memorandum

From: Reviewer(s)- Name(s) ,(j l a
Subject: 510(k) Number / ( 0r

To: The Record - It is my recommendation that the subject 510(k)'Notification:

El Refused to accept.t ReqUires additional information (other than refuse to accept).

Is substantially equivalent to marketed devices.

ElNOT substantially equivalent to marketed devices.

f[-Other (e.g., exempt by regulation, not a device, duplicate, etc.)

Is this device subject to Section 522 Postmarket Surveillance? E-lYES [] NC

Is this device subject to the Tracking Regulation? ElYES [ N(

Was clinical data necessary to support the review of this 510(k)? EYES [] NC

Is this a prescription device? EYES [] NC

Was this 510(k) reviewed by a Third Party? E]YES [] NC

Special 510(k)? E]YES El N(

Abbreviated 510(k)? Please fill out fonn on t Drive 510k/boilers E]YES [l N(

Truthful and Accurate Statement El Requested El Enclosed

EA 510(k) summary OR [EA 510(k) statement

F1 The required certification and summary for class Ill devices

El The indication for use form

Combination Product Category (Please see algorithm on H drive 510k/Boilers)

Animal Tissue Source Cl YES El NO Material of Biological Origin [] YES E N

The submitter requests under 21 CFR 807.95 (doesn't apply for SEs):

C No Confidentiality S Confidentiality for 90 days El Continued Confidentiality exceeding 90

Predicate Product Code with class: Additional Product Code(s) with panel (optional):

Review:

(Branch Chief) (Branch Code) (Date)

Final Review:

(Division Director) (Date)

Revised: 4/¥/O/( 
23



DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

December 12, 2006 Rockville, Maryland 20850

ROCHE DIAGNOSTICS CORP. 510(k) Number: K(062925
PROFESSIONAL DIAGNOSTICS Product: COAGUCHEK XS
9115 HAGUE RD. SYSTEM
INDIANAPOLIS, IN 46256
ATTN: THERESA BUSH

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 y u ubmission MUST
be sent to the Document Mail Center (HFZ-40) 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 Review. Please refer to this guidance for information on current
fax and e-mail practices at www.fda.gov/cdrh/ode/a02-0l.html.
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.¶~ov/cdrh/ode/guidance/1567.html. Please refer
to 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.



If you have procedural or policy questions, please contact the
Division of Small Manufacturers International and Consumer Assistance
(DSMICA) at (301) 443-6597 or at their toll-free number (800) 638-2041,
or contact me at (240)276-4040.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and
Radiological Health
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Additional Information for K062925 (Roche Diagnostics
CoaguChek XS System for Patient Self-Testing)

Overview This additional information supplement contains the answers to the questions
posed by Valerie Dada via e-mail on November 10, 2006

FDA Question 1

Question I You propose to eliminate the training provided by the health care provider,
and allow patients to self-train, which is a significant departure from current
recommendations, and raises new concerns of safety and effectiveness
We currently recommend that manufacturers of home use PT devices provide

training material to healthcare providers (HCP) to ensure that potential users
are properly trained to use the PT device. Given that the CoaguChek XS has
just recently been cleared by the FDA (August 2006) and we have no history
of performance for the device, and that the CoaguChek XS incorporates a new
technology for you, and given the compliance and post-market study issues
with your previous home use PT device, we have concerns regarding the safe
use of this device.
Therefore, we recommend that you provide a training guide to be used by the
healthcare professional to train potential patients. This manual should follow
21 CFR 809.10(b), and should include information describing the clinical trial
(patient demographics, failure rates, etc.), the intended target population, and
device performance related to the clinical trial. The manual should state that
patients should be stabilized on oral anticoagulation therapy before being
trained for this device, describe the patient training program, and state that
patients should undergo training, demonstrate proficiency, and have at least
two follow-up visits prior to being allowed to self-test unsupervised. The
Professional training manual should also include a recommendation that
proficiency checks should be performed at six-month intervals in which the
HCP checks the patient's monitor and observes the patient performing a blood
test. Include a log sheet/checklist outlining all elements that the patient must
demonstrate proficiency before being allowed to self-test.

Roche response Attached please find a health care provider training manual containing the
requested information.
Please note that six pages are blank. These pages are 'left-hand/ facing'
pages and will remain blank in the assembled, double-sided guide; except for
a page number.
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Introduction Roche Diagnostics is pleased to present this guide to assist you in training individuals in the
use of the CoaguChekg XS System. The guide contains a variety of materials to help you plan

the curriculum:

* an overview of the CoaguChek XS System

* a description of training materials available from Roche Diagnostics

*a guide to selecting appropriate individuals to participate in self-testing

*a suggested outline for the training class

*Skills Checklist and Knowledge Test

*Certificate of Completion to be given to trainees

*suggestions for refresher training.

If you have questions, please contact the Roche Diagnostics Technical Service Center

1-800-428-4674, 24 hours a day, 7 days a week, 365 days a year.

Obtaining CoaguChek XS Roche Diagnostics uses a network of certified national distributors to assist you with acquiring a

Meters for Users CoaguChek XS System for your users. Contact your Roche Account Manager or the Roche

Diagnostics Technical Service Center at 1-800-428-4674, 24 hours a day, 7 days a week, 365 days

a year. Potential users who will be self-testing must have a doctor's prescription for the

CoaguChek XS meter and complete a training program offered through an approved Roche

distributor.

JTel
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The CoaguChek XS System from Roche Diagnostics measures blood-clotting time for people who

are taking anticoagulation medications such as warfarin (for example Coumnadin'). Warfarin is an

oral anticoagulant that changes the formation of certain blood factors produced in the liver in
such a way that the clotting time is slowed. (Refer to the latest warfarin package insert for

contraindications.) The goal is to prevent clots from forming or moving. At the same time,
however, it is important to avoid excessive anticoagulation, or blood thinning, which carries

a risk of hemorrhage.

People on warfarin therapy must be monitored closely for two reasons. First as indicated above, it

is very important to keep blood coagulation time within an optimal therapeutic, or target range.

Second, each individual reacts differently to warfarin, and the medication's ability to prevent a clot

is affected by a person's metabolism, diet, and other medications.

The variability of laboratory results due to reagent differences is a common problem. The

CoaguChek XS System minimizes the variability that is seen with traditional PT/lNR assay

reagents. Each lot of test strips is compared to a reference material by Roche Diagnostics.

The strips are then assigned a 'code," which standardizes the reported insult via a mathematical
algorithm, thus minimizing lot-to-lot variability. No manual calibration of the system is
required: each lot of strips comes with a code chip that stores the information needed for

automatic calibration.

The CoaguChelk XS System offers significant advantages in both convenience and reliability.
It is a hand-held, battery-operated system that can perform a PT/lNR blood test on a fresh whole

blood sample from a fingerstick. A test strip is inserted into the meter and a blood sample applied

to the strip. The test result is displayed in about one minute. The need for trips to the laboratory or

for venipuncture is virtually eliminated.

The CoaguChek System by Roche Diagnostics has been used successfully since 1994 by health

care pmofessionals in anticoagulation clinics, physicians' offices, and home health agencies and

since 1997 for self-testing. Now, there is the CoaguChek XS System available for self-testing.
The materials that follow are designed to help you select appropriate users and train them to
use the CoaguChek XS System properly.

K



Roche Diagnostics has developed the following materials, provided in the product care kit
specifically for your use in training new users to self-test with the CoaguChelk XS System:

Twaining IDVI This program, which runs approximately 15 minutes, provides step-by-step instruction in setting

up the meter, preparing for and performing a fingerstick blood test running quality control checks,

and cleaning the meter. It is intended to be the basis of the training session. You may also use the
DVD as a trainee selection aid; individuals who are unsure of what self-testing involves may be
shown the DVD to help them decide if they want to go through training and try self-testing.

CoaguChek XS System A copy of the manual is provided with each CoaguChelk XS Meter. It is intended to be used as an
User Manual ongoing reference guide by users, but should also be used in training to familiarize trainees with

the content and structure of the manual and make them comfortable with referring to it.

Getting Started Guide A Getting Started reference guide is included in each CoaguChek XS System Care Kit. It provides

an easy reference for testing.

Package inserts Both the test strips and lancet device have package inserts with information about proper storage

and use. It is important to call the users' attention to the inserts during training.

To order additional copies of any of these materials, or to make comments or suggestions about

the training materials, please contact the Roche Diagnostics Technical Service Center
1-800-428-4674, 24 hours a day, 7 days a week, 365 days a year.



It is important that users be screened carefully before beginning a self-testing program. The

following questions are designed to guide the physician, clinic nurse, or other health care

professional in determining an individual's suitability for self-testing.

Are specific diagnoses more No, the specific diagnosis is not necessarily indicative of who should or should not self-test.

appropriate for self-testing? However, prior to beginning self-testing, users should be stabilized on anticoagulation

medications such as warfarin. People with chronic conditions (for example, congestive heart

failure, atrial fibrillation, prosthetic heart valve replacement) who will need frequent monitoring

over a long period of time are certainly candidates for self-testing.

What personal characteristics The person must be reliable, compliance-orented, and able to follow instructions.

must the potential user have?

What do I look for in judging Consider the following:
these characteristics? · Does the person keep appointments?

, Does he or she comply with medication dosing and other elements of the treatment regimen?

· Is he or she capable of understanding the importance of testing and the details of the

testing procedure?

* Are vision and motor skills adequate?

What else should I consider? Look for motivated individuals who want to take an active part in managing their condition,

Lifestyle factors may be important; people who travel, work, or find it difficult to get to the

laboratory may be especially motivated to learn self-testing.

Which individuals probably · It is up to the attending physician to determine which individuals are eligible for self-testing.

should not self-test? s Refer to the test strip package insert for current limitations of procedure.

Is it appropriate to train Motivated parents of children who need testing or caregivers for other individuals (for example,

a third-party tester? a spouse) may be trained. The caregiver should be screened using the same criteria.

rio



3 User Selecton Guidelines

Once the potential user has Explain to the person in general terms what will be involved and provide an opportunity to ask

passed the initial screening, questions. If he or she expresses interest, send a copy of the training DVD home or show it in the

what do we do next? office. Stress that this overview is only intended to give a better idea of what self-testing involves

and that more detailed training and follow-up support will be provided. Each potential user will be

instructed on the fingerstick procedure and perform a fingerstick as part of the screening. If the

person wants to continue participation after seeing the DVD and performing a fingerstick, he or

she should be enrolled in a training class.

Clinical Study Information A clinical study was conducted by Roche Diagnostics consisting of four visits to the clinical site.

Informed consent and randomization occurred at Visit 1. Testing began at Visit 2. Ninety-one

individuals completed at least one visit after Visit 1. The following table outlines the demographic

information for the users who completed at least one visit after Visit 1.

Total number of users 91 100%

Caregivers 4 4.4%

Males 51 56%

Females 40 44%

Age range 32 - 89 100/

Mean Age 64 years N/A

Age 65 - 69 years 16 17.6%

Age 70 - 74 years 13 14.3%

Age 75 years and up 16 17.6%

Education Level- 91 100%
Eighth grade or less through
advanced college degree

Median Education Level Some college N/A

On warfarin 3 - 12 months 19 20.9%

On warfarin I - 2 years 22 24.2%

On warfarin 3 - 5 years 23 25.3%

On warfarin > 5 years 27 29.7%

Atrial fibrillation 38 41.8%

Valve replacement 25 27.5%

Stroke/stroke prevention 7 7.7%

DVT 5 5.5%

Other heart conditions 6 6.6%

Other clotting disorders 10 11%
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There were 107 people enrolled. A total of 88 people completed all four visits to the site.

The reasons for drop-outs were as follows:

Felt it was too stressful 2

Didn't have time 3

Didn't want to use meter on his own I

Didn't think he could learn to use meter 1

Was having knee surgery 1

Study terminated prior to Visit 4 1

Unknown 7

Disqualified due to target INR range outside of study protocol 3

PERRORM WEXCH9 IPCTEIiSTICS

Measuring Range: The CoaguChek XS PT System has a PT/INR measuring range of 0.8-8.0 INR and

9.6-96.0 seconds.

Accuracy: A study was conducted comparing test results obtained by trained users with those obtained by

healthcare professionals, when both were using the CoaguChek XS System. The correlation was

very good, as indicated by the following statistics: N-463, Slope-1.000, lntercept=0.0 and

Correlation Coefficient=0.977 This study shows that trained users are able to obtain results that

are as accurate as those obtained by healthcare professionals trained in the use of the

CoaguChek XS System.

Precision:

A study was conducted and the precision of duplicates for capillary blood results was calculated

for both trained users and healthcare professionals. The following results were obtained:

User Professional
Results Results

N 214 249

Mean 2.57 2.52

SD 0.13 0.13

CV 5.13 5.36
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This study shows that trained users are able to obtain results that are as precise as those
obtained by healthcare professionals trained in the use of the CoaguChek XS System.

During the study, the following error rates were observed:

Error 6 Test Strip Interference 0.8% 0.9% 0.5% 0.7%

Error 5 Blood Application 31.7% 23.9% 18.9% 25.2%

Error 4 Test Strip Unusable 0.8% 0.0% 2.8% 1.1%

Error 000 Time Exceeded 1.5% 1.3% 0.0% 1.0%

Error QC Quality Control Failure 1.1% 0.0% 0.0% 0.4%

Unknown Error 1.1% 0.0% 0.5% 0.6%
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The suggested time for each training session is two hours. If you prefer, you may break this into

two one-hour sessions. Some trainers have found that it works well to have one educational

session and one hands-on practice session. However the training is scheduled, it is important

to allow plenty of time for trainees to practice the testing procedure and ask questions.

Training is mandatory. Users should not be permitted to take a meter home without satisfactorily

completing a training session and passing the Knowledge Test and Skills Checklist.

Schedule training in a room free of distractions and with adequate facilities for trainees to take

notes and practice with the meters.

Limit training classes to small groups so trainees can have individual attention during the practice

session. It may be helpful to have an assistant.

Organize the presentation, gather the needed supplies, and make sure the meters are operational.

Coaguchek XS Testing CoaguChek XS System Care Kit, consisting of:

Supplies · CoaguChek XS Meter
(one set for each trainee
plus one for demonstration) 4 AAA batteries

CoaguChek XS System User Manual

*CoaguChek XS System Getting Started Guide

*CoaguChek XS System Prothrombin Time Self-Testing Log Book

*ACCU-CHEK' Softclix lancet device and lancets

*CoaguChek XS System Training DVD

* CoaguChek XS Test Kit, consisting of:

* A container of test strips

* A test strip code chip

* The test strip package insert

WA



4 Twining Users for Self-Testing

Other Supplies -Alcohol wipes

* Cotton bails or tissue

* Pre-packaged towelettes such as CoaguWipes' or 10% bleach solution (1 part bleach to

9 parts water)

* Biohazard waste and sharps containers for disposal of supplies and lancets used during practice

* Disposable gloves for instructor and assistants to wear when assisting trainees in

practicing fingersticks

* OVO player

* TV monitor

•Sufficient copies of the class outline, Knowledge Test, Skills Checklist Log Book, Certificate
of Completion, and key sections of the CoaguChek XS User Manual, especially the Error
Messages section

rTR~ij-iPROPG UNT INL

User Training *

CoaguChek XS System Introduction and Overview of Training Session 5 minutes

CoaguChek XS System Training DVD 15 minutes

Review of CoaguChek XS System and Operating Guidelines 10 minutes

Review System Set-Up 5 minutes

Testing Fingerstick Samples (including practice and completion of Skills Checklist) 40 minutes

Documenting Results on Log Book 5 minutes

Review Built-in Quality Control 10 minutes

Cleaning the CoaguChek XS System 5 minutes

Knowledge Test 10 minutes

Local Information and Wrap-Up 10 minutes
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Introduction and Overview of 1. Explain the importance of regular PT/INR testing.

Training Session

2. Review the policy for certification. Explain that each trainee will be asked to successfully

complete a Knowledge Test and Skills Checklist

3. Review the agenda for the training session. (This outline may be copied and distributed to

attendees as a detailed reference.)

CoaguChek XS System Show the 15-minute Training DVD, which gives an overview of the testing procedure, built-in

Training DVD quality control testing, and maintenance.

Review of CoaguChek XS 1. Review components of the CoaguChek XS Meter

System and Operating Display panel
Guidelines

G iM (memory) button

*ON-OFF button

rTest strip guide cover

rTest strp guide

*Battery compartment cover

*Code chip slot

*SET button

*Data port

2. Review contents of the Test Kit

* A container of 6 test strips

* The test strip code chip

, The test strip package insert

3. Review operating conditions of the meter and proper storage conditions of test strips

* Operate meter at room temperature, 65-90' F (1 8-32' C).

* Operate meter with I10% to 85% relative humidity, without condensation.

* Avoid bright sunlight.

* Operate the meter on a flat surface, free of vibrations.

IW -



4 Twining Users for Self-Testing

* Use welt-protected carrying case.

* Read the information packaged with the test strips regarding up to date product

specifications and limitations.

* Read the latest warf arin package insert for contraindications.

Review System Set-Up 1 .The CoaguChek XS System uses four AMA alkaline batteries, inserted into the battery
compartment on the back of the meter. Explain the importance of entering the correct date
and time. (Each time you run a test, the meter compares its date with the test strip's expiration
date. If the test strip is expired, the meter displays an error message and prevents you from
running a test])

2, Discuss the purpose of the code chip included with each test kit. The code number on the test
strip container must match the code chip number.

3. Review how to insert the code chip. Make sure the meter is off. Insert the code chip with the
code number facing up until it snaps into place.

4 Explain that the meter has set-up options that users will not be asked to change. Appropriate
settings have been programmed before they receive their meters.

Testing Fingerstick Samples Important: If a caregiver assists with the testing procedure, it is recommended that the caregiver
(including practice and completion wash hands thoroughly and wear disposable gloves to prevent contact with the blood sample.
of Skills Checklist)

1. Review supplies needed for performing a self-test:

* CoaguChek XS meter

* Container of test strips

* Test strip code chip

ACCU-CHEK Softclix lancet device and lancet

2. Review how to prepare the lancet device.
Users pull off the cap and insert a new lancet. Provide these instructions: Twist off the lancet's
protective cap. Put the cap back on the lancet device. To place the cap back on, line up the

notch on the cap with the center of the semi-circle. Turn the dial so that the center of the semi-

circle points to 5. (The lancet device has multiple depth settings, so the user can use the setting
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that works best. The higher the number, the deeper the penetration. The first time a person

uses it, try a depth setting of 5. If the blood drop you get is not sufficient, try a higher setting.)

Instruct the user to press the plunger, A yellow dot appears in the release button, telling the

user that the device is ready. Tell the user to set it aside while preparing for the fingerstick.

3. Review how to prepare for a fingerstick, instructing the user to:

* Wash the hand in warm, soapy water. This cleans and warms the hand.

* Massage the finger from its base.

* Let the hand hang loosely at his or her side for 10 to 30 seconds.

* Use these techniques until the fingertip has good color.

4. Review testing procedures, instructing the user to follow this process:

* The correct code chip must be in the meter. The code chip automatically provides the

meter with the information that is specific to each lot of test strips. Each box of test

strips comes with a matching code chip. Every time users open a new box of test

strips, they will replace the code chip.

f Take a strip out of the test strip container. Close the container tightly.

* Slide the test strip into the meter's test strip guide in the direction of the arrows until it

stops. The meter will turn on and the code number of the inserted code chip will flash

on the display.

, Be sure the code number on the display matches the number on the test strip

container, then press M.

* After M is pressed, an hourglass appears as the meter warms up. A flashing test strip

and blood drop appear when the meter is ready for a sample. The user has 120

seconds to apply a blood drop to the test strip.

5. Review collecting and applying the sample, instructing the user to follow this process:

* Massage the finger from the base until there is increased color in the fingertip.

Keeping the hand down, press the tip of the lancet firmly against the side of the

fingertip. Press the release button.

* The meter must be on a table. Find the target area on the test strip.

* Within 15 seconds of sticking the fingertip, apply the blood drop from the fingertip

to the target area from the side. See the user manual for more information.
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· Hold the blood drop to the test strip until the meter beeps. The flashing blood drop

symbol will disappear and the result will appear on the display, which takes about a

minute. Do not add more blood or touch the test strip.

* If the meter displays an error message rather than a test result, refer to the Error

Messages section of the user manual to learn what to do next.

*To run a new test, use a new test strip and a different finger.

6. Review final testing steps, instructing the user to:

*Record the result in the Log Book. The meter will automatically store 100 results, with

the date and time, in its memory.

Clean up: remove the lancet from the lancet device. Place the used test strip and

lancet in a puncture-proof waste container with a lid. Turn the meter off. If the meter is

dirty, wipe it with a lint-free tissue and an approved cleaning solution.

, Always call their doctor with their test results.

*If the result is outside the therapeutic range, call the doctor immediately.

7. Review the procedure to follow if the test results are not in the accepted PT/INR range:

* Explain to the user that a PT/INR result outside the therapeutic range is a result that is

above or below the immediate follow-up values set by their doctor or designated

healthcare professional. The user must contact his or her doctor immediately if this

occurs. Include clear instructions on how the user is to contact his or her doctor and

what the user is to do if the doctor is not immediately available. The user's doctor

should write these immediate follow-up values and follow-up instructions in the

appropriate section of the user's Log Book.

NOTE: Be sure the meter is properly set up, including date, time, and units of measurement before

the training session ends.

Review Built-In The CoaguChek XS System has built-in quality control functions in the meter and test strips. The

Quality Control meter automatically runs its own quality control test as part of every blood test so you never have

to run quality control tests with liquid quality controls.

When the quality control test runs, the letters OC flash on the meter's display. When the quality

control test is finished, a check mark ('/) appears following the letters QC. Then the meter

continues to run the blood test.



Training Users for Self-Testing 4

The built-in quality control helps you know that your test strip has not been damaged. If you
receive a test error, look in the manual for an explanation of all test errors.

Cleaning the CoaguChek Review cleaning procedures with the user, instructing them to follow this process:

XS System A user should clean the meter whenever it looks dirty or each time he or she opens a new box of

test strips, whichever the user prefers.

Use only the following products to clean the meter

* pre-packaged bleach towelettes such as CoaguWipes' or 10% bleach solution (1 part

bleach and 9 parts water)

* 70% isopropyl alcohol solution

* lint-free tissues

* cotton swabs.

Do not spray any cleaning solution on the meter. Never use a spray of any type.

To clean the exterior of the meter:

1. With the meter turned off, wipe the meter's exterior clean.

2. With a lint-free tissue, dry the meter.

To clean the test strip guide:

1. Open and clean the cover. With the meter turned off, use your thumbnail to open the

cover of the test strip guide by pressing its front edge upward. Move the cover safely

away from the meter. Then rinse the cover with water or wipe it clean.

2. Clean the test strip guide. Clean the easily accessible areas with a cotton swab. Do

not insert any objects into the test strip guide.

3. Allow the test strip guide to dry, with the cover off, for about 10 minutes.

4. Close the cover, and make sure it snaps into place.



4Twining Users for Self-Testing

TESTING THE TRA NC.E

1. Complete the Skills Checklist included in this package, after observing each trainee during the

hands-on practice session. One or more assistants may be helpful in completing the checklists

without slowing down the class.

2. Have trainees complete the Knowledge Test included in this package, at the end of the training

presentation and practice sessions.

3. Score the test with the answer key and review any areas of confusion.

4. Develop a plan before the training class for remedial action if trainees do not perform

adequately on either of the tests. In some cases, it may be necessary to return the trainee to a

laboratory testing regimen.

The Skills Checklist and Knowledge Test master forms can be copied as needed and are included

in the back of this manual.

CERTIFICATE OF Ca PET IQ0

Each trainee who successfully completes the class and the tests should be given a certificate. A

certificate that can be copied as needed is included in the Forms section at the back of this binder.

FOLLOW-UP VISITS

Remind all trainees they are required to return for two follow-up visits where they will demonstrate

their knowledge of self-testing with the CoaguChek XS System.



After completing the training class and beginning self-testing, users should be monitored
periodically by a trained healthcare professional to be sure their testing technique is correct and
the meter is performing properly. Suggested frequency for monitoring is every six months. The

following procedure may be useful:

* Establish a reminder system that prompts you to contact each user at

6-month intervals.

* Make an appointment for the user to come to the clinic or office.

*Ask the user to bring the CoaguChek XS meter, testing supplies, and Log Book.

· During the interview, record your observations on the 6-month Performance

Evaluation form.

*Inspect the meter thoroughly.

* Observe the user cleaning the CoaguChek XS meter. If necessary, stress the

importance of maintaining a regular cleaning schedule.

* Observe the user performing a blood test. If necessary, offer suggestions for

improvement. A 2-week follow-up is recommended whenever competency

needs reassessment.

* The healthcare professional will perform a user blood test after the trainee performs a

self-test. The test should match within 30%; this verifies that the meter is performing

properly. If this test indicates a problem with the meter or test strips, repeat the test. If

the result is still in question, please contact the Roche Diagnostics Technical Service

Center 1-800-428-4674, 24 hours a day, 7 days a week, 365 days a year.

* If the test result is within range and the user performs all tests satisfactorily, make an

appointment for six months in the future.



The following forms are included as part of the CoaguChek XS System training for self-testing.

These forms should be used as originals. Please feel free to copy them as needed.

* Skills Checklist

* Knowledge Test

* Answer Key

· Certificate of Completion

t,5-
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Trainer should check each activity as it is demonstmated or described.

User Assemble Equipment U CoaguChek XS meter

UI Container of test strips

U Test strip code chip

UJ ACCU-CHEK Softclix lancet device and lancet

User Reviews Procedure LI States when coding is needed

UJ Turns meter off before inserting or removing code chip

U Removes old code chip if one is installed

UI Inserts new code chip until it snaps into place

Performs Test Procedure LI Properly Prepares lancet device

UI Turns meter on

UI Inserts test strip

UI Obtains blood sample correctly

UJ Applies blood to test strip correctly

UI Reads result

UJ Records result

UJ Tries to correct any problem should there be an error message, using the solutions described
in the user manual

UI Is aware of the 24-hour Technical Service number at 1-800-428-4674 if problem persists

UJ Properly discards used test strip and blood-drawing supplies

COAGUCHEK. ACCU-CHEK. SOFrOCLIX and COAGUMWPE are
trademarks of Roche.
©2006 Roche Diagnostics. All rights reserved.
573-34375
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Recalls Results from Memory LI Correctly recalls results stored in memory

Problem Solving LI Refers to Error Messages in the user manual when a problem occurs

Cleaning 1 States minimum cleaning frequency

L Demonstrates exterior cleaning procedure as stated in the user manual

UI Properly cleans test strip guide

Battery Replacement U Demonstrates removal and replacement of batteries

Trainee Name:

Training Date:

Training Site:

Trainer Name:

Trainer Signature: Date:

COAGUCHEK ACCU-CHEK, SOFTCLIX and COAGUWIPE are
trademarks of Roche.

©2006 Roche Diagnostics. All rights reserved.
573-34375
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Mark "r' if the statement is true and "F" if the statement is false.

1 .When coding the CoaguChelk XS Meter, you must use the code chip from the same test

strip container that you are using.

2, After removing a test strip from the container, it is important to close the cap tightly.

3. When performing a blood test it is important to hold the finger to the strip until the

meter beeps.

4. The sample must be applied to the test strip within five minutes of removing it from

the container.

5. INR is a reporting format that stands for International Normalized Ratio.

6. Every time a blood test is performed, the meter also performs a built-in quality

control test.

7. If the built-in quality control test fails, the meter will still give a test result.

6 . The most recent user result appears first when reviewing memory.

9. CoaguChek XS test strips may be stored at room temperature until the expiration date

printed on the container.

10. The CoaguChek XS Meter stores up to 50 results with time and date.

Please answer the following questions:

11. What is used to clean the exteriorof the CoaguChekXS Meter?

COAGUCHEK is a trademark of Roche.
Oc2006 Roche Diagnostics. All rights reserved. ______________________________________________
573-34375
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12. What would cause Error 3 to appear on the display?

13. What would cause Error 5 to appear on the display?

14. After inserting a test strip, the code flashes on the display. What is the next step?

15. Why is it important to apply blood to the test strip within 15 seconds of sticking the finger?

Trainee Name:

Training Date:

Training Site:

Trainer Name:

COAGUCHEK is a trademark of Roche. Trainer Signature: Date:
©2006 Roche Diagnostics. All rights reserved.
573-34375



For CoaguChek XS System Knowledge Test

1.T

2. T

3. T

4. F - The sample must be applied to the test strip within 10 minutes of removing the strip
from the container.

5;.T

6. T

7. F - If the built-in quality control does not pass, a flashing "QC" will appear on the display.

8. T

9.T

10. F - The CoaguChek XS Meter stores up to 100 test results with time and date

11. The CoaguChek XS Meter can be cleaned with 10% bleach solution or 70% isopropyl alcohol.

12. Error 3 indicates that the strip is expired. Ensure that the date is set correctly on the meter. If it
is incorrect set the correct date. If the date is correct turn the meter off and remove the code
chip and the test strip. Use the code chip and a test strip from a new box of test strips.

13. Error 5 indicates an error applying blood to the test strip. It is caused by not having a large
enough drop of blood. When applying blood to the test strip, massage your finger until you
have a good blood drop and hold your finger against the test strip until the meter beeps.

14. Confirm that the code flashing on the display matches the code on the container of test strips
you are using. Then press the M button to continue the testing process.

15. After 15 seconds your blood may begin to clot, which could lead to an incorrect result.

COAGUCHEK is a trademark of Roche.
©2006 Roche Diagnostics. All rights reserved.
573-34375
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Coagu Ch ek®XS
System

Certificate of Completion
presented to

for successfully completing Self-Testing training on the

CloaguChek" XiSSystem

Dated:_________________

Certified Training Consultant

COAGUCHEK is a trademark of Roche.
©2006 Roche Diagnostics, All rights reserved.
573-34375



FDA Question 2

Question 2 Modify the intended use statement to specify that patients for this
device should be selected and trained by the healthcare provider.

Roche response The intended use statement will be modified to the following:

The CoaguChek XS System measures blood-clotting time for people who are
taking anticoagulation medications such as Coumadin or warfarin. The
CoaguChek XS System uses blood from a fingerstick. The system is intended
for properly selected and suitably trained users or their caregivers on the
prescription or other order of the treating doctor. Users should be stabilized
on anticoagulation medications such as Coumadin or warfarin prior to self-
testing with the CoaguChek XS System.

Please see the modified package insert on the following pages.

A modified indications for use page is also provided.
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Indications for Use

5 1 0(k) Number (if known):

Device Name: CoaguChekg XS System for Patient Self-Testing

Indications For Use:

The CoaguChek XS System measures blood-clotting time (prothrombin time) for people who are
taking anticoagulation medications such as Coumadin or warfarin. The CoaguChek XS System
uses blood from a fingerstick. The system is intended for properly selected and suitably trained
users or their caregivers on the prescription or other order of the treating doctor. Users should be
stabilized on anticoagulation medications such as Coumnadin or warfarin prior to self-testing with
the CoaguChek XS System.

Prescription Use _X__ AND/OR Over-The-Counter Use _ _

(Part 2l CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRJTE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)



FDA Question 3

Question 3 The comparison study initially enrolled 107 subject with 91 subjects
completed all four visits. Based on the protocol, there should be a total of 546
(91 x 6) data points. Final data analyses were conducted with only n = 161
data points. A significant number of data (70.5%) were missing and not
included in the final analysis. Provide a full explanation of data exclusion for
the regression analyses.

Roche response The subject vs. lab-based regression analysis was originally conducted using
166 data points. Analysis of subject vs. lab-based reference was only
conducted during visits 2 & 4; no lab-based reference was collected on visit
3. Not all available subject results were used, but rather the first result.

We have repeated the regression analyses using all available subject results,
with detailed explanations of data exclusion.
Three new regression plots are provided on the next pages, followed by a full
explanation of any data exclusion.

* Regression plot of subject results vs. laboratory reference result
* Regression plot of technician results vs laboratory reference result
* Regression plot of subject results (all individual results) vs. technician

results (average of both results)

The data and summary in the package insert (see question 2) has been
adjusted, and a corrected 510(k) summary is included below, reflecting the
correct count.



Pages 241 through 243 redacted for the following reasons:
- - - - - - - - - - - - - - - - - - - - - - - - - - - -
Technical Data, b4



510(k) Summary

Introduction According to the requirements of 21 CFR 807.92, the following information
provides sufficient detail to understand the basis for a determination of
substantial equivalence.

1) Submitter Roche Diagnostics Corporation
name, address, 9115 Hague Rd.
contact Indianapolis, IN 46250

Contact Person: Tracy Bush/ Luann Ochs

Date Prepared: December 4, 2006

2) Device name Proprietary name: CoaguChek® XS System
Common name: Prothrombin time test
Classification name: Prothrombin time test

3) Predicate The Roche Diagnostics CoaguChek XS System (patient self-testing) is
device substantially equivalent in materials, design and function to other products

that measure prothrombin time INR in human blood. Most notably, it is
substantially equivalent to the Roche Diagnostics CoaguChek XS System
(professional). In fact, it is identical in materials, design and function to the
CoaguChek XS System (professional) except the labeling has been modified
and validated for patient self-testing.

4) Device The CoaguChek XS is a 3rd generation Roche Diagnostic's CoaguChek meter
Description which was cleared for professional use under premarket notification K060978.

This premarket notification is being submitted to obtain clearance for patient
self-testing.



5) Intended Use The CoaguChek XS System measures blood-clotting time for people who are
taking anticoagulation medications such as Coumadin or warfarin. The
CoaguChek XS System uses blood from a fingerstick. The system is intended
for properly selected and suitably trained users or their caregivers on the
prescription or other order of the treating doctor. Users should be stabilized
on anticoagulation medications such as Coumadin or warfarin prior to self-
testing with the CoaguChek XS System.

6) Comparison to The following characteristics have been previously submitted, reviewed
Predicate Device and cleared under the premarket notification for the CoaguChek XS

System (K060978):

°Factor Sensitivity
-Heparin Sensitivity
*Hematocrit Effect
*Interfering Substances
eNormal Range
*Measuring Range
-Test Strip Stability
-Integrated Quality Control
*Instrument Failsafes
oCalibration
*Software Development

These characteristics are not impacted by the new user population.

The use of the system by self-testers was validated by an external user
study that was conducted as the system is intended to be used. Following
self-directed training, the subjects self-tested in the home setting for up to
8 weeks. The subjects also had 3 scheduled visits to their study site to
collect user vs. technician data as well as user vs. reference method (Dade
Innovin on a Sysmex analyzer) data.

The study results successfully demonstrated that self-trained subjects can
obtain results that are equivalent to healthcare professionals and to the
reference method. This study also demonstrated that self-tester results are
consistent over time.



7) Performance The performance characteristics that are impacted by the new user population
characteristics were evaluated. The following information has been incorporated into our

draft patient self-testing insert.

Claim Statement

Accuracy A study was conducted comparing test results
obtained by self-trained patients with those obtained
by healthcare professionals using the CoaguChek XS
meter. The correlation was very good, as indicated by
the following statistics: N = 463, Slope = 1.00,
Intercept = 0.0 and Correlation Coefficient 0.977
This study shows that self-trained patients are able to
obtain results that are as accurate as those obtained by
healthcare professionals trained in the use of the
CoaguChek XS meter.

Precision A study was conducted and the precision of duplicates
for capillary blood results was calculated for both
self-trained patients and healthcare professionals.
The following results were obtained:

Patient Results Professional Results

N 214 249
Mean 2.57 2.52
SD 0.13 0.13
CV 5.13 5.36

This study shows that self-trained patients are able to
obtain results that are as precise as those obtained by
healthcare professionals trained in the use of the
CoaguChek XS meter.
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FDA Question 5
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Pages 253 through 255 redacted for the following reasons:
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Near Patient Testing - Evaluation of NPT

Report

Reliability Test ReportCC-XSAHein
    

CoaguChek XS (0/1 Series)

Report

    
   

CoaguChek XS (0/ 1 Series)

Version 1.0 [01.09.2005]

Note:
This document is a translation of the German original document,
File: P8058510.doc "Dauertest GerJt'"

The translation is carried out by R WS Group GmbH Berlin,
a worldwide leading company for professional translations.

Version 1.0 [01.09.2005]
Page 1 of 9

+++ Original for signature +++

(b)(4)

(b)(4)
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Memo

To: Dr. Fulflemnann

Copies:

Prom: Andreas Heinirich Bld 072 I3.5.3
Tel. 0621 /759-4528
Fax 3009

Date: 22 November 2006

CoaguChek XS: Verification   
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

January 17, 2007 Rockville, Maryland 20850

ROCHE DIAGNOSTICS CORP. 510(k) Number: K062925
PROFESSIONAL DIAGNOSTICS Product: COAGUCHEK XS
9115 HAGUE RD. SYSTEM
INDIANAPOLIS, IN 46256
ATTN: THERESA BUSH

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 (HFZ-401) 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 Review. Please refer to this guidance for information on current
fax and e-mail practices at www.fda.gov/cdrh/ode/ao2-ol.html.
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.¶ov/cdrh/ode/guidance/1567.html. Please refer
to 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.



If you have procedural or policy questions, please contact the
Division of Small Manufacturers International and Consumer Assistance
(DSMICA) at (301) 443-6597 or at their toll-free number (800) 638-2041,
or contact me at (240)276-4040.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and
Radiological Health



J606292§/s2
DEPARTMENT OF HEALTH AND HUMAN SERVICES Fom Approval

FOOD AND DRUG ADMINISTRATION OMB No. 9010-0120
Expiration Date: May 31, 2007.

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See OMB Statement on page 5.

Date of Submission User Fee Payment ID Number FDA Submission Document Number (if known)

January 12, 200/ } n/a K062925

1,.'t;;[Illll11] ~ I
PMA PMA & HDE Supplement PDP 510(k) Meeting

fl Original Submission Fl Regular (180 day) Fl Original PDP fl Original Submission: [] Pre-510(K) Mei
[] Premarket Report [ Special H] Notice of Completion H Traditional [] Pre-IDE Meetin
H] Modular Submission [ Panel Track (PMA Only) H] Amendment to PDP H] Special [] Pre-PMA Meeti
Fl Amendment [] 30-day Supplement [] Abbreviated (Complete [ Pre-PDP Meeti
[] Report H] 30-day Notice section I, Page 5) fl Day 100 Meetir
[] Report Amendment [ 135-day Supplement Z Additional Information [] Agreement Met
[] Licensing Agreement H Real-time Review [] Third Party [] Determination I

H] Amendment to PMA [] Other (specify).
&HDE Supplement

EH Other
IDE Humanitarian Device Class II Exemption Petition Evaluation of Automatic Other Submiss

Exemption (HDE) Class III Designation
[]~~~~~~~~~~~~ Original Submission (D] Novo)H-[ Original Submission H] Original Submission Original Submission H 513(g)

H Amendment H] Amendment [] Additional Information [ Aditinal Inomation H Other
H-[ Supplement Supplement (describe subn

[ Report
[] Report Amendment I

Have you used or cited Standards in your submission? [] Yes [No (If Yes, please complete Section I, Page 5)

Company / Institution Name Establishment Registration Number (if known)
Roche Diagnostics 1823260

Division Name (if applicable) Phone Number (including area code)
Professional Diagnostics ( 317 ) 521-3742

Street Address FAX Number (including area code)

9115 Hague Road ( 317 ) 521-2324
City State / Province ZIP/Postal Code Country
Indianapolis IN 46256 USA

Contact Name

Tracy Bush / Luann Ochs

Contact Title cotct E-mail Address
Regulatory Affairs Principal T cv.bush(&roche.com; luann.ochs~roche.com

Company / Institution Name

Division Name (if applicable) Phone Number (including area code)

( )
Street Address FAX Number (including area code)

( )



City State / Province ZIP/Postal Code Country

Contact Name

Contact Title Contact E-mail Address

Z-1~~~~~~~
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Wihrawal F1Change in design, component, or Location change:
Ddiinal or Expanded Indications specification: F]Manufacturer

HRqest for Extension F Softwiare I Hardware F Sterilizer
HPs-pproval Study Protocol H Color Additive HPackager
HRqest for Applicant Hold H~ Material

FHRequest for Removal of Applicant Hold H Specifications
HRequest to Remove or Add Manufacturing Site H- Other (specify below)

Other (specify below)

HProcess change: HLabeling change: F1Report Submission:
H~ Manufactuuing H- Indications H Annual or Periodic
H- Sterilization F1Instructions H~ Post-approval Study
H- Packaging H Performance H Adverse Reaction
H Other (specify below) H Shelf Life H Device Defect

____________________ __________________ Trade Name H1 Amendment

H- Response to FDA correspondence: H Other (specify below) HChange in Ownership

IIChange in Correspondent
HChange of Applicant Address

H- Other Reason (specif):

HNwIndication H~ Correspondent / Applicant H~ Conditional Approval
H diion of Institution Hl Design / Device FH Deemed Approved
HEpnsion / Extension of Study H- Informed Consent H] Deficient Final Report
I RB Certification H Manufacturer H- Deficient Progress Report

H- Termination of Study H] manufacturing Process n Deficient Investigator Report
H- Withdrawal of Application H- Protocol - Feasibility H Disapproval
H- Unanticipated Adverse Effect H Protocol - Other EH Request Extension of
E Notification of Emergency Use E]Sponsor Time to Respond to FDA
F-1Compassionate Use Request FE1Request Meeting
H- Treatment IDE H- Report submission: ~Request Hearing
Hl Continued Access H- Current Investigator

H1 Annual Progress Report Manufacturer
Request for Removal of Applicant Hold H1 Site Waiver Report

0 Final

H1 Other Reason (specify):



em Other Reaso n (specifyI

F New Device ZAdditional or Expanded Indications F Change in Technology

H1 Other Reason (specify):



Summary of, or statement conc
Product codes of devices to which substantial equivalence is claimed

safety and effectiveness infoi
1 GJS 2 3 4 Z 510 (k) summary attached

7D[ 510 (k) statement

5 6 7 6

Information on devices to which substantial equivalence Is claimed (if known)

510(k) Number Trade or Proprietary or Model Name Manufacturer

1K060978 CoaguChek XS System 1 Roche Diagnostics

2 2 2

3 3 3

4 4 4

5 5 5

66 6

Common or usual name or classification

Prothrombin time test

Trade or Proprietary or Model Name for This Device Model Number

1 CoaguChek®k XS System1

2 2

3 3

4 4

5 6

FDA document numbers of all prior related submissions (regardless of outcome)

K06097



7 8 9 10 11 12

Data Included In Submission

FH Laboratory Testing FAnimal Trials FHuman Trials

6 *~~~:2O3 A A m * I *

Product Code C.F.R. Section (if applicable) Device Class

GJS; 21 CFR 864.7750 LI ciass I Classil1

Classification Panel CasII Ucasfe

Hematology

Indications (from labeling)

The CoaguChek XS System measures blood-clotting time (Prothrombin Time) for people who are
taking anticoagulation medications such as Coumadint or warfarin. The CoaguChek XS System
measures blood-clotting time using blood from the fingertip.

(Wording has been simplified compared to the wording in the professional insert in order to achieve the
appropriate reading level required for home testers.)



Note: Submission of this information does not affect the need to submit a 2891
FDA Document Number (if known)

or 2B91a Device Establishment Registration form.

DAEtblishment Registration Number MauatrrContract Sterilize,
Z Original ~~9610126 Mnfcue

FH Add HDelete F Contract Manufacturer F Repackager / Relabheler
Company / Institution Name Establishment Registration Number
Roche Diagnostics GmbH 9610126

Division Name (if applicable) Phone Number (including area code)
Professional Diagnostics ( 317 )521-3742(in the U.S.)

Street Address FAX Number (including area code)
Sandhofer Strasse 116 ( 317 )521-2324(in the U.S.)

City State / Province ZIP/Postal Code Country
Mannheim D-68298 German

Contact Name Contact Title Contact E-mail Address
Jennifer Tribbett (in the U.S.) Regulatory Affairs Principal Jennifer.tribbett~roche,

Or lFDA Establishment Registration Number Manufacturer H Contract Sterilizer

H1 Add H-1 Delete H Contract Manufacturer ] Repackager / Relabeler

Company / Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including area code)

( )
Street Address FAX Number (including area code)

( )
City State / Province ZIP/Postal Code Country

Contact Name Contact Title Contact E-mail Address

F-1 OrginalFDA Establishment Registration Number H Manufacturer HContract Sterilizer

H Add ] Delete ] Contract Manufacturer F Repackager I Relabeler

Company / Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including area code)



( )
Street Address FAX Number (including area code)

( )
City State / Province ZIP/Postal Code Country

Contact Name Contact Title Contact E-mail Address

30)



Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized
Standard"
statement.

Standards No. Standards Standards Title Version Date

Organization

1

Standards No. Standards Standards Title Version Date

Organization

2

Standards No. Standards Standards Title Version Date

Organization

3

Standards No. Standards Standards Title Version Date

Organization

4

Standards No. Standards Standards Title Version Date

Organization

5

6 Standards No. Standards Standards Title Version Date

Organization



Standards No. Standards Standards Title Version Date

Organization

7

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 time for reviewing instructions,
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding thi
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:

Food and Drug Administration
CDRH (HFZ-342)
9200 Corporate Blvd.
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

5St



Additional Information #2 for K062925 (Roche Diagnostics
CoaguChek XS System for Patient Self-Testing)

Overview This additional information supplement contains the answers to the questions
posed by Valerie Dada Ginyard via e-mail on January 10, 2007

FDA Question I

Question 1 For the user vs technician comparison study, you stated that per ISO 17593
values not falling between 2.0 and 4.5 INR were excluded from analysis. The
ISO document that you sited is still in development, and has not been
reviewed or recognized by the FDA. Therefore, we request that you reanalyze
this data, including the 18 values that were eliminated because subjects did
not meet the ISO 17593 target INR range.

Roche response In our answer to question 4 we did state that values outside 2.0 - 4.5 were
eliminated from what we considered our main analyses ( we considered the
bias calculations from ISO to be our 'main analysis') - but all values were
included in the regression analyses (even those outside the 2.0 - 4.5 range).
The regression analyses, found in our answer question 3, are the analyses
shown in the labeling

The 18 results (3 patients X 3 values X 2 values per visit) in the regression
analysis in question 3 were eliminated not because their actual results fell out
of the range, but because those three patients did not meet the inclusion
criteria (of having the right target 1NR value). In our e-mail conversation this
morning (Jan 11, 2007), you agreed that it was correct to exclude these results

FDA Question 2

Question 2 The device labeling and HCP manual should be modified to include the graph
and regression statistics for the user vs laboratory data, and the reanalyzed
(from Q#1 above) user vs technician data.

Roche response The device labeling and HCP manual have been modifed as requested and are
attached.
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Introduction Roche Diagnostics is pleased to present this guide to assist you in training individuals in the

use of the CoaguChekg XS System. The guide contains a variety of materials to help you plan

the curriculum:

* an overview of the CoaguChek XS System

* a description of training materials available from Roche Diagnostics

* a guide to selecting appropriate individuals to participate in self-testing

* a suggested outline for the training class

* Skills Checklist and Knowledge Test

* Certificate of Completion to be given to trainees

* suggestions for refresher training.

If you have questions, please contact the Roche Diagnostics Technical Service Center

1-800-428-4674, 24 hours a day, 7 days a week, 365 days a year.

Obtaining CoaguChek XS Roche Diagnostics uses a network of certified national distributors to assist you with acquiring a

Meters for Users CoaguChek XS System for your users. Contact your Roche Account Manager or the Roche

Diagnostics Technical Service Center at 1-800-428-4674, 24 hours a day, 7 days a week, 365 days

a year. Potential users who will be self-testing must have a doctor's prescription for the

CoaguChek XS meter and complete a training program offered through an approved Roche

distributor.
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The CoaguChek XS System from Roche Diagnostics measures blood-clotting time for people who

are taking anticoagulation medications such as warfarin (for example Coumadino). Warfarin is an

oral anticoagulant that changes the formation of certain blood factors produced in the liver in

such a way that the clotting time is slowed. (Refer to the latest warfarin package insert for

contraindications.) The goal is to prevent clots from forming or moving. At the same time,

however, it is important to avoid excessive anticoagulation, or blood thinning, which carries

a risk of hemorrhage.

People on warfarin therapy must be monitored closely for two reasons. First, as indicated above, it

is very important to keep blood coagulation time within an optimal therapeutic, or target, range.

Second, each individual reacts differently to warfarin, and the medication's ability to prevent a clot

is affected by a person's metabolism, diet, and other medications.

The variability of laboratory results due to reagent differences is a common problem. The

CoaguChek XS System minimizes the variability that is seen with traditional PT/INR assay

reagents. Each lot of test strips is compared to a reference material by Roche Diagnostics.

The strips are then assigned a "code," which standardizes the reported result via a mathematical

algorithm, thus minimizing lot-to-lot variability. No manual calibration of the system is

required; each lot of strips comes with a code chip that stores the information needed for

automatic calibration.

The CoaguChek XS System offers significant advantages in both convenience and reliability.

It is a hand-held, battery-operated system that can perform a PT/INR blood test on a fresh whole

blood sample from a fingerstick. A test strip is inserted into the meter and a blood sample applied

to the strip. The test result is displayed in about one minute. The need for trips to the laboratory or

for venipuncture is virtually eliminated.

The CoaguChek System by Roche Diagnostics has been used successfully since 1994 by health

care professionals in anticoagulation clinics, physicians' offices, and home health agencies and

since 1997 for self-testing. Now, there is the CoaguChek XS System available for self-testing.

The materials that follow are designed to help you select appropriate users and train them to

use the CoaguChek XS System properly.
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Roche Diagnostics has developed the following materials, provided in the product care kit,

specifically for your use in training new users to self-test with the CoaguChek XS System:

Training DVD This program, which runs approximately 15 minutes, provides step-by-step instruction in setting

up the meter, preparing for and performing a fingerstick blood test, running quality control checks,

and cleaning the meter. It is intended to be the basis of the training session. You may also use the

DVO as a trainee selection aid; individuals who are unsure of what self-testing involves may be

shown the OVO to help them decide if they want to go through training and try self-testing.

CoaguChek XS System A copy of the manual is provided with each CoaguChek XS Meter. It is intended to be used as an

User Manual ongoing reference guide by users, but should also be used in training to familiarize trainees with

the content and structure of the manual and make them comfortable with referring to it.

Getting Started Guide A Getting Started reference guide is included in each CoaguChek XS System Care Kit. It provides
an easy reference for testing.

Package Inserts Both the test strips and lancet device have package inserts with information about proper storage

and use. It is important to call the users' attention to the inserts during training.

To order additional copies of any of these materials, or to make comments or suggestions about

the training materials, please contact the Roche Diagnostics Technical Service Center

1 -8a0-4263-4674, 24 hours a day, 7 days a week, 365 days a year.
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It is important that users be screened carefully before beginning a self-testing program. The

following questions are designed to guide the physician, clinic nurse, or other health care

professional in determining an individual's suitability for self-testing.

Are specific diagnoses more No, the specific diagnosis is not necessarily indicative of who should or should not self-test

appropriate for self-testing? However, prior to beginning self-testing, users should be stabilized on anticoagulation medications

such as warfarin. People with chronic conditions (for example, congestive heart failure, atrial

fibrillation, prosthetic heart valve replacement) who will need frequent monitoring over a long

period of time are certainly candidates for self-testing.

What personal characteristics The person must be reliable, compliance-oriented, and able to follow instructions.

must thle potential user have?

What do I look for in judging Consider the following:

these characteristics? Does the person keep appointments?

* Does he or she comply with medication dosing and other elements of the treatment regimen?

* Is he or she capable of understanding the importance of testing and the details of the

testing procedure?

* Are vision and motor skills adequate?

What else should I consider? Look for motivated individuals who want to take an active part in managing their condition.

Lifestyle factors may be important; people who travel, work, or find it difficult to get to the

laboratory may be especially motivated to learn self-testing.

Which individuals probably * It is up to the attending physician to determine which individuals are eligible for self-testing.

should not self-test? * Refer to the test strip package insert for current limitations of procedure.

Is it appropriate to train Motivated parents of children who need testing or caregivers for other individuals (for example,

a third-party tester? a spouse) may be trained. The caregiver should be screened using the same criteria.



3 User Selection Guidelines

Once the potential user has Explain to the person in general terms what will be involved and provide an opportunity to ask

passed the initial screening, questions. If he or she expresses interest, send a copy of the training DVD home or show it in the

what do we do next? office. Stress that this overview is only intended to give a better idea of what self-testing involves

and that more detailed training and follow-up support will be provided. Each potential user will be

instructed on the fingerstick procedure and perform a fingerstick as part of the screening. If the

person wants to continue participation after seeing the DVD and performing a fingerstick, he or

she should be enrolled in a training class.

Clinical Study Information A clinical study was conducted by Roche Diagnostics consisting of four visits to the clinical site.

Informed consent and randomization occurred at Visit 1. Testing began at Visit 2. Ninety-one

individuals completed at least one visit after Visit 1. The following table outlines the demographic

information for the users who completed at least one visit after Visit 1.

Total number of users 91 100%

Caregivers 4 4.4%

Males 51 56%

Females 40 44%

Age 75 years and up 16 17.6%

Education Level- 91 100%
Eighth grade or less through
advanced college degree

Median Education Level Some college N/A

On warfarin 3 - 12 months 19 20.9%

On warfarin 1 - 2 years 22 24.2%

On warfarin 3 - 5 years 23 25.3%

On warfarin > 5 years 27 29.7%

Atrial fibrillation 38 41.8%

Valve replacement 25 27.5%

Stroke/stroke prevention 7 7.7%

DVT 5 5.5%

Other heart conditions 6 6.6%

Other clotting disorders 10 11%
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There were 107 people enrolled. A total of 88 people completed all four visits to the site.

The reasons for drop-outs were as follows:

Felt it was too stressful 2

Didn't have time 3

Didn't want to use meter on his own 1

Didn't think he could learn to use meter 1

Was having knee surgery 1

Study terminated prior to Visit 4 1

Unknown 7

Disqualified due to target INR range outside of study protocol 3

PERFORMAN CE CHARACTENISTICS

Measuring Range: The CoaguChek XS PT System has a PT/INR measuring range of 0.8-8.0 INR and

9.6-96.0 seconds.

Accuracy: A study was conducted comparing test results obtained by trained users with those obtained by
healthcare professionals, when both were using the CoaguChek XS System. The correlation was

very good, as indicated by the following statistics: N=463, S[ope=1.000, Intercept=0.0 and

Correlation Coefficient=0.977. This study shows that trained users are able to obtain results that

are as accurate as those obtained by healthcare professionals trained in the use of the CoaguChek

XS System.



3 User Selection Guidelines

Accuracy:
Results Comparison: User vs Healthcare Professional

10 z

N = 463

9 PB: y= 1.0C0x+0.0

Sip Cl (1,000,1.030)

8 Int CI (-0.05, 0) 0

Correlation = 0.977
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Average Healthcare Professional INR

The test results obtained by trained users were also compared to results obtained
using a laboratory-based reference method. Results are shown in the plot below.

Results Comparison: User vs Laboratory Result
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P'ecision: A study was conducted and the precision of duplicates for capillary blood results was calculated

for both trained users and healthcare professionals. The following results were obtained:

User Professional
Results Results

N 214 249
Mean 2.57 2.52

SD 0.13 0.13
CV 5.13 5.36

This study shows that trained users are able to obtain results that are as precise as those

obtained by healthcare professionals trained in the use of the CoaguChek XS System.

During the study, the following error rates were observed:

Error 6 Test Strip Interference 0.8% 0.9% 0.5% 0.7%

Error 5 Blood Application 31.7% 23.9% 18.9% 25.2%

Error 4 Test Strip Unusable 0.8% 0.0% 2.8% 1.1%

Error 000 Time Exceeded 1.5% 1.3% 0.0% 1.0%

Error QC Quality Control Failure 1.1% 0.0% 0.0% 0.4%

Unknown Error 1.1% 0.0% 0.5% 0.6%
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The suggested time for each training session is two hours. If you prefer, you may break this into

two one-hour sessions. Some trainers have found that it works well to have one educational

session and one hands-on practice session. However the training is scheduled, it is important

to allow plenty of time for trainees to practice the testing procedure and ask questions.

Training is mandatory. Users should not be permitted to take a meter home without satisfactorily

completing a training session and passing the Knowledge Test and Skills Checklist

Schedule training in a room free of distractions and with adequate facilities for trainees to take

notes and practice with the meters.

Limit training classes to small groups so trainees can have individual attention during the practice

session. It may be helpful to have an assistant.

Organize the presentation, gather the needed supplies, and make sure the meters are operational.

'SU PP LIES

Coagucliek XS Testing CoaguChek XS System Care Kit, consisting of:

Supplies CoaguChelk XS Meter
(one set for each trainee
plus one for demonstration) * 4 AAA batteries

* CoaguChek XS System User Manual

* CoaguChek XS System Getting Started Guide

* CoaguChek XS System Prothrombin Time Self-Testing Log Book

* ACCU-CHEKO Softclix lancet device and lancets

* CoaguChek XS System Training NDV

*CoaguChek XS Test Kit, consisting of:

* A container of test strips

* A test strip code chip

* The test strip package insert



4 Training Users for Self-Testing

Other Supplies · Alcohol wipes

* Cotton balls or tissue

* Pre-packaged towelettes such as CoaguWipes ®or 10% bleach solution (I part bleach to

9 parts water)

*Biohazard waste and sharps containers for disposal of supplies and lancets used during practice

* Disposable gloves for instructor and assistants to wear when assisting trainees in

practicing fingersticks

ODVD player

WTV monitor

*Sufficient copies of the class outline, Knowledge Test, Skills Checklist, Log Book, Certificate

of Completion, and key sections of the CoaguChekXS User Manual, especially the Error

Messages section

TRA INING OUTLNE

User Training

CoaguChek XS System Introduction and Overview of Training Session 5 minutes

CoaguChek XS System Training DVD 15 minutes

Review of CoaguChek XS System and Operating Guidelines 10 minutes

Review System Set-Up 5 minutes

Testing Fingerstick Samples Cincluding practice and completion of Skills Checkliso 40 minutes

Documenting Results on Log Book 5 minutes

Review Built-In Quality Control 10 minutes

Cleaning the CoaguChek XS System 5 minutes

Knowledge Test 10 minutes

Local Information and Wrap-Up 10 minutes

m,1



Training Users for Self-Testing4

Introduction and Overview of 1. Explain the importance of regular PT/INR testing.

Training Session

2. Review the policy for certification. Explain that each trainee will be asked to successfully

complete a Knowledge Test and Skills Checklist

3. Review the agenda for the training session. Clrhis outline may be copied and distributed to

attendees as a detailed reference.)

CoaguChelk XS System Show the 15-minute Training OVD, which gives an overview of the testing procedure, built-in

Training DVDJ quality control testing, and maintenance.

Review of CoaguChelk XS 1. Review components of the CoaguChek XS Meter

System and Operating Display panel

Guidelines -~~~~~~ M (memory) button

* ON-OFF button

* Test strip guide cover

* Test strip guide

* Battery compartment cover

* Code chip slot

* SET button

* Data port

2. Review contents of the Test Kit

* A container of 6 test strips

* The test strip code chip

* The test strip package insert

3. Review operating conditions of the meter and proper storage conditions of test strips

* Operate meter at room temperature, 65-90' F (18'-32' C).

* Operate meter with 1 0% to 85% relative humidity, without condensation.

* Avoid bright sunlight

* Operate the meter on a flat surface, free of vibrations.



4 Training Users for Self-Testing

* Use well-protected carrying case.

* Read the information packaged with the test strips regarding up to date product
specifications and limitations.

* Read the latest warfarin package insert for contraindications.

Review System Set-Up 1. The CoaguChelk XS System uses four AAA alkaline batteries, inserted into the battery
compartment on the back of the meter. Explain the importance of entering the correct date

and time. [Each time you run a test, the meter compares its date with the test strip's expiration

date. If the test strip is expired, the meter displays an error message and prevents you from

running a test)

2. Discuss the purpose of the code chip included with each test kit The code number on the test

strip container must match the code chip number.

3. Review how to insert the code chip. Make sure the meter is off. Insert the code chip with the

code number facing up until it snaps into place.

4 Explain that the meter has set-up options that users will not be asked to change. Appropriate

settings have been programmed before they receive their meters.

Testing Fingerstick Samples Important: If a caregiver assists with the testing procedure, it is recommended that the caregiver
(including practice and completion wash hands thoroughly and wear disposable gloves to prevent contact with the blood sample.
of Ski/Is Checklist)

1. Review supplies needed for performing a self-test:

* CoaguChek XS meter

* Container of test strips

* Test strip code chip

* ACCU-CHEIK Softclix lancet device and lancet

2. Review how to prepare the lancet device.
Users pull off the cap and insert a new lancet Provide these instructions: Twist off the lancet's

protective cap. Put the cap back on the lancet device. To place the cap back on, line up the
notch on the cap with the center of the semi-circle. Turn the dial so that the center of the semi-

circle points to 5. CThe lancet device has multiple depth settings, so the user can use the setting
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that works best The higher the number, the deeper the penetration. The first time a person

uses it, try a depth setting of 5. If the blood drop you get is not sufficient, try a higher setting.)

Instruct the user to press the plunger. A yellow dot appears in the release button, telling the

user that the device is ready. Tell the user to set it aside while preparing for the fingerstick.

3. Review how to prepare for a fingerstick, instructing the user to:

* Wash the hand in warm, soapy water. This cleans and warms the hand.

* Massage the finger from its base.

* Let the hand hang loosely at his or her side for 10 to 30 seconds.

* Use these techniques until the fingertip has good color.

4. Review testing procedures, instructing the user to follow this process:

* The correct code chip must be in the meter. The code chip automatically provides the

meter with the information that is specific to each lot of test strips. Each box of test

strips comes with a matching code chip. Every time users open a new box of test

strips, they will replace the code chip.

* Take a strip out of the test strip container. Close the container tightly.

* Slide the test strip into the meter's test strip guide in the direction of the arrows until it

stops. The meter will turn on and the code number of the inserted code chip will flash

on the display.

* Be sure the code number on the display matches the number on the test strip

container, then press M.

* After M is pressed, an hourglass appears as the meter warms up. A flashing test strip

and blood drop appear when the meter is ready for a sample. The user has 120

seconds to apply a blood drop to the test strip.

5. Review collecting and applying the sample, instructing the user to follow this process:

* Massage the finger from the base until there is increased color in the fingertip.

Keeping the hand down, press the tip of the lancet firmly against the side of the

fingertip. Press the release button.

* The meter must be on a table. Find the target area on the test strip.

* Within 15 seconds of sticking the fingertip, apply the blood drop from the fingertip

to the target area from the side. See the user manual for more information.

(,m
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· Hold the blood drop to the test strip until the meter beeps, The flashing blood drop

symbol will disappear and the result will appear on the display, which takes about a

minute. Do not add more blood or touch the test strip.

* If the meter displays an error message rather than a test result refer to the Error

Messages section of the user manual to learn what to do next.

*To run a new test, use a new test strip and a different finger.

6. Review final testing steps, instructing the user to:

*Record the result in the Log Book. The meter will automatically store 1 00 results, with

the date and time, in its memory.

*Clean up: remove the lancet from the lancet device. Place the used test strip and

lancet in a puncture-proof waste container with a lid. Turn the meter off. If the meter is

dirty, wipe it with a lint-free tissue and an approved cleaning solution.

*Always call their doctor with their test results.

*If the result is outside the therapeutic range, call the doctor immediately.

7. Review the procedure to follow if the test results are not in the accepted PT/INR range:

*Explain to the user that a PT/INR result outside the therapeutic range is a result that is

above or below the immediate follow-up values set by their doctor or designated
healthcare professional. The user must contact his or her doctor immediately if this

occurs. Include clear instructions on how the user is to contact his or her doctor and

what the user is to do if the doctor is not immediately available. The user's doctor

should write these immediate follow-up values and follow-up instructions in the

appropriate section of the user's Log Book.

NOTE: Be sure the meter is properly set up, including date, time, and units of measurement before

the training session ends

Review Built-In The CoaguChek XS System has built-in quality control functions in the meter and test strips. The

Quality Control meter automatically runs its own quality control test as part of every blood test, so you never have

to run quality control tests with liquid quality controls.

When the quality control test runs, the letters QC flash on the meter's display. When the quality

control test is finished, a check mark (?4 appears following the letters QC. Then the meter

continues to run the blood test.

-~~~~~~~~V
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The built-in quality control helps you know that your test strip has not been damaged. If you

receive a test error, look in the manual for an explanation of all test errors.

Cleaning the CoagulChek Review cleaning procedures with the user, instructing them to follow this process:

XS Systemn A user should clean the meter whenever it looks dirty or each time he or she opens a new box of

test strips, whichever the user prefers.

Use only the following products to clean the meter:
* pre-packaged bleach towelettes such as CoaguWipes' or I10% bleach solution (1 part

bleach and 9 parts water)

* 70% isopropyl alcohol solution

* lint-free tissues

* cotton swabs.

Do not spray any cleaning solution on the meter. Never use a spray of any type.

To clean the exterior of the meter:
1. With the meter turned off, wipe the meter's exterior clean.

2. With a lint-free tissue, dry the meter.

To clean the test strip guide:
1 .Open and clean the cover. With the meter turned off, use your thumbnail to open the

cover of the test strip guide by pressing its front edge upward. Move the cover safely
away from the meter. Then rinse the cover with water or wipe it clean.

2. Clean the test strip guide. Clean the easily accessible areas with a cotton swab. Do

not insert any objects into the test strip guide.

3. Allow the test strip guide to dry, with the cover off, for about 1 0 minutes.

4. Close the cover, and make sure it snaps into place.
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1. Complete the Skills Checklisz included in this package, after observing each trainee during the

hands-on practice session. One or more assistants may be helpful in completing the checklists

without slowing down the class.

2. Have trainees complete the Knowledge Test, included in this package, at the end of the training

presentation and practice sessions.

3. Score the test with the answer key and review any areas of confusion.

4. Develop a plan before the training class for remedial action if trainees do not perform

adequately on either of the tests. In some cases, it may be necessary to return the trainee to a

laboratory testing regimen.

The Skills Checklist and Knowledge Test master forms can be copied as needed and are included

in the back of this manual.

CERTIFICATE OF CO1MPLET h I

Each trainee who successfully completes the class and the tests should be given a certificate. A

certificate that can be copied as needed is included in the Forms section at the back of this binder.

FOLLOW-,UP VISITS

Remind all trainees they are required to return for two follow-up visits where they will demonstrate

their knowledge of self-testing with the CoaguChek XS System.



After completing the training class and beginning self-testing, users should be monitored

periodically by a trained healthcare professional to be sure their testing technique is correct and

the meter is performing properly. Suggested frequency for monitoring is every six months. The

following procedure may be useful:

* Establish a reminder system that prompts you to contact each user at

6-month intervals.

*Make an appointment for the user to come to the clinic or office.

* Ask the user to bring the CoaguChek XS meter, testing supplies, and Log Book.

*During the interview, record your observations on the 6-month Performance

Evaluation form.

*Inspect the meter thoroughly.

*Observe the user cleaning the CoaguChek XS meter. If necessary, stress the

importance of maintaining a regular cleaning schedule.

*Observe the user performing a blood test. If necessary, offer suggestions for

improvement. A 2-week follow-up is recommended whenever competency

needs reassessment.

* The healthcare professional will perform a user blood test after the trainee performs a

self-test. The test should match within 30%; this verifies that the meter is performing

properly. If this test indicates a problem with the meter or test strips, repeat the test. If

the result is still in question, please contact the Roche Diagnostics Technical Service

Center 1-800-428-4674, 24 hours a day, 7 days a week, 365 days a year.

* If the test result is within range and the user performs all tests satisfactorily, make an

appointment for six months in the future.
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The following forms are included as part of the GoaguChek XS System training for self-testing.

These forms should be used as originals. Please feel free to copy them as needed.

* Skills Checklist

* Knowledge Test

* Answer Key

* Certificate of Completion
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Trainer should check each activity as it is demonstrated or described.

User Assemble Equipment 3 CoaguChek XS meter

1 Container of test strips

l Test strip code chip

1 ACCU-CHEK Softclix lancet device and lancet

User Reviews Procedure 0 States when coding is needed

3 Turns meter off before inserting or removing code chip

O Removes old code chip if one is installed

Inserts new code chip until it snaps into place

Performs Test Procedure 3 Properly prepares lancet device

O Turns meter on

Inserts test strip

O Obtains blood sample correctly

O Applies blood to test strip correctly

Reads result

O Records result

LI Tries to correct any problem should there be an error message, using the solutions described

in the user manual

O Is aware of the 24-hour Technical Service number at 1-800-428-4674 if problem persists

3 Properly discards used test strip and blood-drawing supplies

COAGUCHEK, ACCU-CHEK, SOFTCLIX and COAGUWIPE are
trademarks of Roche.
02007 Roche Diagnostics. All rights reserved.
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Recalls Results from Menmory L Correctly recalls results stored in memory

Problem Solving L Refers to Error Messages in the user manual when a problem occurs

Cleaning Ul States minimum cleaning frequency

LI Demonstrates exterior cleaning procedure as stated in the user manual

IU Properly cleans test strip guide

Battery Replacement L Demonstrates removal and replacement of batteries

Trainee Name:

Training Date:

Training Site:

Trainer Name:

Trainer Signature: Date:

COAGUCHEK, ACCU-CHEK. SOFTCLIX and COAGUWIPE are
trademarks of Roche.
©2007 Roche Diagnostics. All rights reserved.
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Mark "T" if the statement is true and "F1" if the statement is false.

1. When coding the CoaguChek XS Meter, you must use the code chip from the same test

strip container that you are using.

2. After removing a test strip from the container, it is important to close the cap tightly.

3. When performing a blood test, it is important to hold the finger to the strip until the

meter beeps.

__ 4. The sample must be applied to the test strip within five minutes of removing it from

the container.

__ 5. INR is a reporting format that stands for International Normalized Ratio.

__ 6. Every time a blood test is performed, the meter also performs a built-in quality

control test

__ 7. If the built-in quality control test fails, the meter will still give a test result

8. The most recent user result appears first when reviewing memory.

__ 9. CoaguChek XS test strips may be stored at room temperature until the expiration date

printed on the container.

__ 10. The CoaguChek XS Meter stores up to 50 results with time and date.

Please answer the following questions:

11. What is used to clean the exterior of the CoaguChek XS Meter?

COAGUCHEK is a trademark of Roche.
©2007 Roche Diagnostics. All rights reserved.
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12. Whatwould auseError3toappearonthedisplay?

12. What would cause Error 5 to appear on the display?

14. After inserting a test strip, the code flashes on the display. What is the next step?

15. Why is it important to apply blood to the test strip within 15 seconds of sticking the finger?

Trainee Name:

Training Date:

Training Site:

Trainer Name:

COAGUCHEK is a trademark of Roche. Trainer Signature: Date:
©2007 Roche Diagnostics. All rights reserved.



For CoaguChek XS System Knowledge Test

].T

2. T

3. T

4. F - The sample must be applied to the test strip within 10 minutes of removing the strip

from the container.

5.T

6.T

7. F - If the built-in quality control does not pass, a flashing "QC" will appear on the display.

8.T

9.T

10. F - The CoaguChek XS Meter stores up to 100 test results with time and date

11. The CoaguChek XS Meter can be cleaned with 10*/ bleach solution or 70% isopropyl alcohol.

12. Error 3 indicates that the strip is expired. Ensure that the date is set correctly on the meter. If it
is incorrect, set the correct date. If the date is correct, turn the meter off and remove the code

chip and the test strip. Use the code chip and a test strip from a new box of test strips.

13. Error 5 indicates an error applying blood to the test strip. It is caused by not having a large

enough drop of blood. When applying blood to the test strip, massage your finger until you
have a good blood drop and hold your finger against the test strip until the meter beeps.

14. Confirm that the code flashing on the display matches the code on the container of test strips

you are using. Then press the M button to continue the testing process.

15. After 15 seconds your blood may begin to clot which could lead to an incorrect result.

COAGUCHEK is a trademark of Roche.
©2007 Roche Diagnostics. All rights reserved.



CoaguChek®XS
System

Certificate of Completion
presented to

for successfully completing Self-Testing training on the

CoaguCheki XS System

Dated:

Certified Training Consultant

COAGUCHEK is a trademark of Roche.
©2007 Roche Diagnostics. All rights reserved.




