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510(k) Summary

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.

Roche Diagnostics Corporation
9115 Hague Rd.
Indianapolis, IN 46250
Contact Person: Luann Ochs

Date Prepared: January 29, 2007

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

The Roche Diagnostics CoaguChek XS System (patient self-testing) is
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.

The CoaguChek XS is a 3™ 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.




5) Intended Use

6) Comparison to
Predicate Device

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.

The following characteristics have been previously submitted, reviewed
and cleared under the premarket notification for the CoaguChek XS
System (K060978):

eFactor Sensitivity
eHeparin Sensitivity
eHematocrit Effect
sinterfering Substances
eNormal Range
sMeasuring Range
eTest Strip Stability
sIntegrated Quality Control
sInstrument Failsafes
eCalibration

sSoftware 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
(% 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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-/(C 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 o
P.O. Box 50457 JAN 2 8 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: GIS

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 I (Special Controls) or class IIT (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 5 10(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,

%%@X

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 (if known);_-K868978~ /< 062925
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)

W” % L

Office of In Vitro Diagnostic Device
Evaluation and Safety

Kop2925

510(k)
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November 14, 2006

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail 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 tracy bush@roche.com; Luann Ochs can be reached at (317)-521-7399

or Luann.ochs/@iroche.com,

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,

T A b

Theresa Ambrose Bush, PhD, RAC
Regulatory Affairs Principal

Roche Diagnostics

Telephone: (317) 521-3723

Fax: (317) 521-2324

Email: tracy.bush@roche.com

Roche Diagnostics

Operations, Inc. : : | ( ‘. li
20\ |

o,
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-/é 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 JAN 2 8 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 I
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
commetce 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 [I (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 5 10(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
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marketed predicate device resuits 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,

z%%&qé%g

Robert L. Becker, Jjr., 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

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



Indications for Use

510(k) Number (if known); 868978~ /< 062925
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)

- - /
Divisi Slgn{Pff

Office of In Vitro Diagnostic Device
Evaluation and Safety

Kop2a9as

510(k)



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 COCRP. 510 (k} Number: K062925
PROFESSIONAL DIAGNOSTICS Product: COAGUCHEK XS
9115 HAGUE RD. SYSTEM

INDIANAPOLIS, TN 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
re%uested 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. Alsco, please note the
new Blue Book Memorandum regarding Fax and E-mail Policy entitled,
"Fax and E-Mail Communicaticon 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/a02-01.html.

The deficiencies identified represent the issues that we believe need
to be resclved before our review of your 510(k) submission can be
successfully completed. 1In 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 consldered 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 Eroceed to delete your file from our review system

(21 CFR 807.87(l)). 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 purpcose of this document is to assist agency staff and the device
industry in understandin% how variocus 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. TIf 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

1Y



DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Deviceg and
Radiclogical Health

Cffice 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/a02-01.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. 1In 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 apprcoach 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.

WY



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”. IFf 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 18¢ days from the date of the AT 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 intoc 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 Assigtance
(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

0



DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radicleogical Health

Office of Device Evaluation
Document Mail Center (HFZ-401
9200 Corporate Blvd,

September 28, 2006 Rockville, Maryland 20850
ROCHE DIAGNQOSTICS CORP. 510{k) Number: K062925
PROFESSIONAL DIAGNOSTICS Received: 28-SEP-2006
9115 HAGUE RD. Product: CCAGUCHEK X3 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 preduct. 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 systens 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/a02-01.html.

(AR



You should be familiar with the regulatory requirements for medical

device avallable 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

274



CoaguChek XS  PST

Corz 975"

Ferm Approved: OMB No. 0910-511 Expiration Date: August 31, 2005, See Instructions for OMH Statement

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOCD AND DRUG ADMINISTRATION
MEDICAL DEVICE USER FEE COVER SHEET

PAYMENT IDENTIFICATION NUMBER: | ( D) (4}
Write the Payment Identification number of your check.

A completed Cover Sheet must accompany each original application or supplement subject 1o fees. The following actions must be taken
to properly submit your application and fee payment:

1. Efectronically submits the completed Cover Sheet to the Food and Drug Administration (FDA) bhefore payment is sent.

2. Include printed copy of this completed Cover Sheet with a check made payable fo 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. Lauis, MO 63195-6733. {Note: In no case
should payment be submitted with the application.)

4. It you prefer to send a check by a courier, the courier may deliver the check and Caver Sheetl to: US Bank, Attn: Governmeant Lockbox
956733, 1005 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:/fwww.fda.gov/cdrh/mdufmarfags.htmi#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
2dross, oy Salo, bountn. and pea) Shneluoe pame, sireet jenniler tribbett

Cl an
2 » clly stale, country, and p 2.1 E-MAIL ADDRESS

jennifer tribb .
ROCHE DIAGNOSTICS CORP Jennifer tribbeft@roche.com

9115 Hague Road P.O. Box 50457 2.2 TELEPHCNE 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

EARCY

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:/Awww fda.gov/de/mdufma

Select an application type: 3.1 _Select one of the types below
[X] Premarket notification(510(k)); except far third party [X] Criginal Application

[ ] Biologics l.icense Application (BLA) Supptemeni Types:

[ 1 Premarket Approval Application (FMA) [ ] Efficacy (BLA)

[ 1 Modular PMA [ 1 Panel Track {(PMA, PMR, PDP}
[ 1 Preduct Development Protocol (PDP) [ ] Real-Time (PMA, PMR, PDP)

[ ] Premarket Report (PMR) [1180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? {See the instructians for more information on determining this status}

[1YES, I meet the small business criteria and have submitted the required [X] NO, ] am not a small business
qualifying documents to FDA

4.1 If Yes, please enter your Small Business Decision Number:

5. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF 50, CHECK THE
APPLICABLE EXCEPTION.

[ ] This application is the first PMA submitted by a qualified small business, [] The sole purpose of the application is to support
inctuding any affiliates, parents, and partner firms conditions of use for a pediatric population
[] The application is submitted by a state or federal

government entity for a device that is not to be distributed
commercially

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

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

[]1YES [X] NO
7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION (FOR FISCAL YEAR 2005)
b - .
i ( (%S(ﬂ? 24-Jul-2006
Form FDA 3601 {08/ 2003)
" Close Window
C )
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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

Purpose

Introduction

Patient Self-Testing

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 [510(k)].

The CoaguChek XS is a 3™ 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

Establishment
registration

Proprietary name: CoaguChek® XS System for Patient Self-Testing
Common name: Prothrombin time test

Classification name: Prothrombin time test

The CoaguChek XS System (meter and strip) will be manufactured in the
Roche Diagnostics facility located in Mannheim Germany. The establishment
registration number for this site is 9610126.

Classification  Regulation Number: 21 CFR 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 coumarin
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 1 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 CFR 809.10 are provided in the
labeling

oTest Strip Insert
sInstrument User’s Manual
eTraining Video

oGetting 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
equivalence

Evaluations
Summary

The Roche Diagnostics CoaguChek XS System (patient self-testing) is
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.

The following characteristics have been previously submitted, reviewed and
cleared under the premarket notification for the CoaguChek XS System
(K060978):

eFactor Sensitivity
sHeparin Sensitivity
eHematocrit Effect
eInterfering Substances
eNormal Range
eMeasuring Range
eTest Strip Stability
s[ntegrated Quality Control
s[nstrument Failsafes
eCalibration

sSoftware 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 mn 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 resuilts 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.

005
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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 X8 meter.

Continued on next page
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Enhanced Meter (b)(4)
Functions

(b)(4)

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.

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

Sincerely,

Tt

Jennifer Tribbett
Regulatory Affairs Principal

enclosures

007y
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Form Approval

OMB No. 8010-0120

Expiration Date: May 31, 2007.
See OMB Statement on page 5.

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

FDA Submission Document Number {if known}

Date of Submission
September 27, 2006

User Fee Payment ID Number
MDB026741-956733

TYPE OF SUBMISSIO

I:] Modular Submission
[:| Amendment

[T Panet Track (PMA Oniy)
|:| 30-day Supplement

|:| Amendment to PDP

PMA PMA & HDE Supplement PDP 510(k} Meeting
D Qriginal Submission E_] Regular (180 day) D Original PDP |Z QOriginal Submissicn: D Pre-510(K) Meeting
|:| Premarket Report |:| Special |:] Notice of Completion Traditional |:| Pre-IDE Meeting

I:] Special
D Abbreviated (Complete

[ pre-PMA Meeting
(] Pre-PDP Meeting

section |, Page 5)

] bay 100 Meeting
|:| Additional Information

Agreement Meeting

] 30-day Notice
E] 135-day Supplement

|:| Report
I:I Report Amendment

| Licensing Agreement [ ] Real-time Review I:I Third Party E] Determination Meeting
E] Amendment to PMA D Cther (specify):
&HDE Supplement
|:| Other

IDE QOther Submission

(1 s13()
D Other

{describe submission):

Evaluation of Automatic
Class lil Designation
{De Novo)

[:] Criginal Submission
D Additional Informaticn

Humanitarian Device
Exemption {HDE)
D Qriginal Submission
D Amendment
D Supplement
] report
|:] Report Amendment

Class Il Exemption Petition

D Criginal Submissicn
E] Additional Information

D Original Submission
|:| Amendment
D Supplement

D Yes @ No

SUBMITTER, APPLICANT OR SPONSOR

Establishment Registration Number {if known)
1823260

Have you used or ¢ited Standards in your submission?

SECTION B

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

Company / Institution Name
Roche Diagnostics

Division Mame (if applicable)
" ~fessional Diagnostics

Phone Number (including area code)

( 317 )521-3742

|~ Street Address
9115 Hague Road

FAX Number (including area codg}

( 317 )521-2324

ZIP/Postal Code
46256

City State / Province
Indianapolis IN

Country
USA

Contact Name
Jennifer Tribbett

Contact Title
Regulatory Affairs Principal

Contact E-mail Address
Jennifer.tribbett@roche.com

SECTION C
Company / Institution Name

APPLICATION CORRESPONDENT (e.g., consultant, if different from above)

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 Conlact E-mail Address
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SECTION D1

|:| Withdrawal
W Additional or Expanded Indications
Request for Extension
L_| Post-approval Study Protocol
|:| Request for Applicant Hold
DRequest for Removal of Applicant Hold
|:| Request to Remove or Add Manufacturing Site

REASON FOR APPLICATION - PMA, PDP, OR HDE

[:| Change in design, component, or
specification:

|:| Software / Hardware
L] coter Additive

D Material

[:l Specifications

|:| Other {specify below)

|:| Location change:
D Manufacturer
D Sterilizer
D Packager

|:] Process change:
El Manufacturing
L__| Sterilization
|:| Packaging
[ other (specify beiow)

D Labeling change:
|:| Indications
|:| Instructions
|:| Performance
[ shelfLite
D Trade Name

D Response to FDA correspondence:

D Other (specify below)

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

D Change in Ownership
D Change in Correspondent
|:| Change cof Applicant Address

|:| Other Reason (specify):

I:l New Device
"1 New Indication

 Addition of Institution
D Expansion / Extension of Study
[ IR Certification
D Termination of Study
|:] Withdrawal of Application
I:I Unanticipated Adverse Effect
D Notification of Emergency Use
D Compassionate Use Request
D Treatment IDE
[:] Continued Access

SECTION D2

REASON FOR APPLICATION - IDE

I:] Change in:
E] Correspondent / Applicant
|:| Design / Device
|:| Informed Consent
[ manufacturer
D Manufacturing Process
D Protocol - Feasibility
|:| Protocol - Other
|:| Sponsaor

l:l Repose to FDA Letter Concerning:
Conditional Approval
|:| Deemed Approved
D Deficient Final Report
|:| Deficient Progress Report
D Deficient Investigator Report
[:l Disapproval

Request Extension of
Time to Respend to FDA

|:] Report submission:
Current Investigator
D Annual Progress Report
D Site Waiver Report

L] Finat

I:] Request Meeting
D Request Hearing

D Other Reason (specify):

SECTION D3

D New Device

REASON FOR SUBMISSION - 510(k)

& Additional or Expanded Indications

D Change in Technology

|:| Other Reason (specify):

010
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SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

Product codes of devices to which substantial equivalence is claimed Summary of, or statement concerning,
safety and effectiveness information

1 GIS 2 3 4
@ 510 (k) summary attached

5 6 7 8 (] 510 (k) statement

.rmation on devices to which substantial equivalence is claimed (if known)
510(k) Number Trade of Proprietary or Model Name ‘ Manufacturer

1| K060978 1] CoaguChek XS System 1| Roche Diagnostics

2 2 2

3 3 3

4 4 4

5 5 5

6 6 6

SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification
Prothrombin time test

—I Trade or Proprietary or Model Name for This Device i | Model Number
CoaguChek® XS System 1

b 2

3 3

4 4

5 5

FDA document numbers of all prior related submissions (regardless of outcome)

1 2 3 4 5 6
K060978
7 B 9 10 11 12

Data Included in Submissicn

|:| Laboratory Testing [:l Animal Trials |:| Human Trials
SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Section (if applicable} Device Class
GJs 21 CFR 864.7750 [ class | Class Il
Classification Panel |:| Class Il D Unclassified
Hematology

Indications ¢from labefing)

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
rertip.

(Wording has been simplified compared to the wording in the professional insert in order to achieve the appropriate reading level
required for home testers.)
C14
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Note: Submission of this information does not affect the need to submit a 2891
or 2891a Device Establishment Registration form.

FDA Document Number (if known)

SECTION H MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

‘ Yiginal FDA Establishment Registration Number
rama 9610126
Lladd [ Detete

E Manufacturer
|:| Contract Manufacturer

D Contract Sterilizer

D Repackager / Relabeler

Company / Institution Name
Roche Diagnostics GmbH

Establishment Registration

9610126

Number

Division Name (if applicabie)
Professional Diagnostics

Phone Number fincluding area code)

( 317 )321-3742 (inthe U.S)

Street Address
Sandhofer Strasse 116

FAX Number (including area code)

( 317 )521-2324 (in the U.S.)

FDA Establishment Registration Number

|:| Qriginal

Jadd [ oeete

|:| Manufacturer
D Contract Manufacturer

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

D Contract Sterilizer

D Repackager / Relabeler

Company / institution Name

Establishment Registration Number

Division Name (if applicable)

Phone Number (including area code)

FDA Establishment Registration Number
D Original

Cladd  [] Delete

|:| Manufacturer
D Caontract Manufacturer

( )
| Swreet Address FAX Number (including area code)
( )
City State / Province ZIP/Postal Code Country
Contact Name Contact Title Contact E-mail Address

D Contract Sterilizer

D Repackager / Relabeler

Company / Institution Name

Establishment Registration Number

Division Name (if applicable}

Phone Number (inciuding area code)

FORM FDA 3514 (6/05)

( )
Street Address FAX Number {including area code)
( )
City State / Province ZIP/Postal Code Country
act Name Contact Title Contact E-mail Address
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SECTION | UTILIZATION OF STANDARDS

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

Standards No. Standards Standards Title Version Date
Qrganization
1
Standards No. Standards Standards Title Version Date
Organization
2
Standards No. Standards Standards Title Version Date
Organizaticn
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
Crganization
7

Please include any additional standards to be cited on a separate page.

Public reporting burden for this cellection 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 collestion 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

et agency may nof conduct or 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 (6/05) 01 3 PAGE 5 of 5 PAGES
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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}):
[0 Special 510(k) - Do Sections 1 and 2
[l 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 I, Class

{1, Class IlI or Unclassified).

iProposed Labeling including the material listed on page 3-4 of the Premarket

Notification [510)] Manual.

iStatement 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.

1dentification of legally marketed predicate device. *

%Comp]iance with performance standards. * [See Section 514 of the Act and 21

iCFR 807.87 (d).]

Class 11 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 5t0(k)s.

*® - Required for Class 1] devices, only.

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

14




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

Present

Inadequate or
Missing

Nalne and 510(k) number of the submitter’s own, unnmodified 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 the same as the intended uses and indications for
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.

A Design Control Activities Summary that includes the following elements (a-

c):

a. ldentification 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.

615



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.|

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,
%specia] control, recognized standard and/or non-recognized standard, in order
to determine substantial equivalence.

* - When completing the review of an abbreviated 510(k), please fill out an Abbreviated Standards Data Form {located on the 1 drive) and Hst
all the guidance documents, special controls, recognized standards and/or non-recognized standards, which were noted by the sponsor.

16
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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:

{i) sterilization process

i) validation method of sterilization process

iii) SAL
iv) packaging

v)  specify pyrogen free

vi) ETO residues

vii) radiation dose

viii) Traditional Method or Non-Traditional Method

¢} 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, vou 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/edrh/modact/leastburdensome.html

017
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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 !
(circle missing & needed information) C X . JIFITEM IS
I A O |apis
A T N MISSING
L E A
D "
YES NO YES | NO [ YES J] NO
1. Cover Letter clearly identifies Submission as: ~—
a) “Special 510(k): Device Modification”
b) “Abbreviated 510(k)" Page 1
¢) Traditional 510(k) oo Goto oo &
#24 3.4.35 4.5

2. “SPECIALS” - ONLY FOR MODIFICATIONS TO MANUFACTURER'S OWN CLASS II, IIl OR RESERVED CLASS | DEVICE

a)

Name & 510(k) number of legally marketed
{unmodified) predicate device

b)

STATEMENT — INTENDED USE AND INDICATIONS
FOR USE OF MODIFIED DEVICE AS DESCRIBED
IN ITS LABELING HAVE NOT CHANGED*

*If no - STOP not a special

STATEMENT - FUNDAMENTAL SCIENTIFIC
TECHNOLOGY OF THE MODIFIED DEVICE HAS
NOT CHANGED*

*If no — STOP not a special

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.

i) 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.

iit) A declaration of conformity with design controls.
The declaration of conformity should include:

18
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1) A statement signed by the individual
responsible, that, as required by the risk
analysis, ail 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.

- —> > CONTINUETOSECTION4 « <« «
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YIF ITEM

SPECIALS | ABBREVIATED | TRADITIONAL | IS
NEEDED
YES | NO YES NG | YES NO | ANDIS
MISSING
3. ABBREVIATED 510(K): SPECIAL CONTROLS/CONFORMANCE TO RECOGNIZED
STANDARDS
a) For asubmission, 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 tc address the risks associated
with the particular device type.

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

For a submissicn, 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

iy A specification, for each consensus standard,
That all requirements were met, except for
inapplicable requirements or deviations noted
below

iy 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

Datafinfermation to address issues not covered by
guidance documents, special controls, and/or
recognized standards

- —> — CONTINUETO SECTION4 « « «
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4. GENERAL INFORMATION; REQUIRED IN ALL 510(K) SUBMISSIONS

JIFITEM IS

NEEDED

SPECIALS ABBREVIATED TRADITIONAL | AND IS

YLS NO YES NO YES NO MISSING

a)

Trade name, classification name, establishment
registration number, address of manufacturer, device class

X Page 4

b)

OR a statement that the device is not yet
classified

FDA — may be a classification request; see
coordinator

c)

Identification of legally marketed equivalent
device

NA X Page 5

d)

Compliance with Section 514 — performance
standards

NA X Page 4

e)

Address of manufacturer

Page 12

Truthful and Accurate Statement

Page 23

Indications for Use enclosure

Page 24

SMDA Summary or Statement (For ALL DEVICE
CLASSES)

x| x| x| X

Page 27

Class 1ll Certification & Summary (For ALL
CLASS Il DEVICES)

NA,

Description of device {or modification)
including diagrams, engineering drawings,
photographs, service manuals

X Section VI

Proposed Labeling:

X Section VI

i) Package labeling {(user info)

i} statement of intended use

i) advertisements or promotional materials

iv) MRI compatibility (if claimed)

m) Comparison information (similarities and

differences) to named legally marketed
equivalent device (table preferred) should
include:

X Page 5

1) labeling

i) intended use

i) physical characteristics

iv) anatomical sites of use

v) performance (bench, animal, clinical)
testing

NA

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-

contacting materials, OR certification of
identical material/ formulation:

NA

i) component & material

i) identify patient-contacting materials

iii) biocompatibility of final sterilized product

021
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b) Sterilization and expiration dating
information-

i) sterilization method

i) SAL

i) packaging

iv) specify pyrogen free

v) radiation dose

¢) Software validation & verification

Reviewed
in KOB0OY78

i} hazard analysis

i) tevel of concern

iii) development documentation

iv) certification

ltems 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:

22

211




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, [ 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



Indications for Use

$10(k) Number (if known): K()(O% 9\5

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

024
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Form Approved: OMB No. 0910-0396

|
DEPARTMENT OF HEALTH AND HUMAN SERVICES Expiration Date: April 30, 2009

Food and Drug Administration

CERTIFICATION: FINANCIAL INTERESTS AND
ARRANGEMENTS OF CLINICAL INVESTIGATORS

T0O BE COMPLETED RY APPLICANT

With respect to all covered clinical studies (or specific clinical studies listed below (if appropriate)} submitted in
support of this application, | certify to one of the statements below as appropriate. | understand that this
certification is made in compliance with 21 CFR part 54 and that for the purpeses 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) Asthe sponsor of the submitted studies, | certify that | 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). | 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. |
further certify that no listed investigator was the recipient of significant payments of other sorts as

defined in 21 CFR 54.2(f).
(D) (6)

(b)(6)

E] {2) As the applicant who is submitting a study or studies sponsored by a firm or party other than the
applicant, | 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 ouicome 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)).

m (3) As the applicant who is submitting a study or studies sponsored by a firm or party other than the
applicant, | certify that | 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

e
A//_‘L 7 il t 09127/2006

Paperwork Reduction Act Statement

An agency may not conduct or sponsor, snd a person is not required to respond to, a collection of .
information uniess it displays a currently valid OMB control number. Public reporting burden for this Department of Hezlth 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

cempleting and reviewing the collection of information. Send comments regarding this burden estimate Rockville, MD 20857 0

or any other aspect of this collection of information to the address to the right: 25
FORM FDA 3454 (4/06) PSC Graphics: (300 4431000 EF
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Form Approved: OME No. 0910-0396

LTH AND HUMAN SERVICES
DEPARTMENT OF HEA Expiration Date: April 30, 2009

Food and Drug Administration

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, | certify to one of the statements below as appropriate. | 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) Asthe sponsor of the submitted studies, ! certify that | 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}. | 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. |
further certify that no listed investigator was the recipient of significant payments of other sorts as
defined in 21 CFR 54.2(f).

(D) (6)

(b)(6)

ﬂ {2) As the applicant who is submitting a study or studies sponsored by a firm or party other than the
applicant, | 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, | certify that | 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 da so. The reason why this information could not be obtained is attached.

NAME TITLE
Jennifer Tribbett Regulatory Affairs Principal

FIRM/QRGANIZATION
Roche Diagnostics

SIGNATURE DATE

_-—-——."—__"-—-_-_
e e
/ f

Paperwork Reduction Act Statement

An agency may not conduct or sponser, and a person is not required to respond te, a collection of

information unless it displays a currently valid OMB control number. Public reporting burden for this [:"Bplmmem of Healtl.t "_i“d I—!urmm Services
collection of information is cstimated to average 1 hour per response, including ume for reviewing Food af’d Drug Administration
Instructions, scarching 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: .
~0z6
FORM FDA 3454 (4/06) PSC Graphics: (3013 4431090 EF
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510(k) Summary



Introduction

1) Submitter
name, address,
contact

2) Device name

3) Predicate
device

4) Device
Description

510(k) Summary

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.

Roche Diagnostics Corporation
0115 Hague Rd.
Indianapolis, IN 46250

Contact Person: Jennifer Tribbett

Date Prepared: September 27, 2006

Proprietary name: CoaguChek® XS System
Commeon name: Prothrombin time test
Classification name: Prothrombin time test

The Roche Diagnostics CoaguChek XS System (patient self-testing) is
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.

The CoaguChek XS is a 3" generation Roche Diagnostic’s CoaguChek meter
which was cleared for professional use under prerarket notification K060978.

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

2y



5) Intended Use

6) Comparison to
Predicate Device

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.

The following characteristics have been previously submitted, reviewed
and cleared under the premarket notification for the CoaguChek XS
System (K060978):

eFactor Sensitivity
eHeparin Sensitivity
eHematocrit Effect
elnterfering Substances” -
eNormal Range +~
sMeasuring Range -
eTest Strip Stability
eIntegrated Quality Control
sInstrument Failsafes
eCalibration

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.

29

Vios



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 2272 257
Mean 2.55 2.50
SD 0.132 0.135
Cv 5.19 538

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.

030



External Study
QIC)
(b)(4)

31
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Executive Summary

€9XE)
Study Objective

Acceptance
Criteria

Additional (for
information
only) analysis

Conclusion

(b)(4)

Continued on next page

032



Pages 54 through 67 redacted for the following reasons:

Study Data, b4



On-Board (Built In) Quality Control

Previously Reviewed by FDA under K060978

0477

742



On-board (built-in) Quality Control

(b) (4)

On-Board
Quality Control
(OBC)
(b)(4)
Protocol
Summary
Roche Confidential 048

71D



Pages 70 through 83 redacted for the following reasons:

Technical Data, b4



Automatic Meter Checks (Failsafes)

Previously Reviewed by FDA under K060978

063



Automatic Meter Checks (Failsafes)

. (b) (4)
Meter Failsafes

(b)(4)

Failsafe List

(b) (4)

(b)(4)

Roche Confidential

28
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Pages 86 through 87 redacted for the following reasons:

Study Data, b4



New Device Labeling

Test Strip Insert

(67
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New Device Labeling

Instrument User’s Manual
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CoaguChek® XS

System

+2¢

Getting Started

GETTING STARTED »

Follow these steps to get started using the meter:

1. Watch the CoaguChek XS System Video. It will help you get comfortable
with the CoaguChek XS Meter and the testing procedure.

2. Read the Accu-Chek® Softclix lancet device package insert.

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

Then, as necessary, refer to the User Manual:

The CoaguChek XS System User Manual is a comprehensive guide to the
meter and test strips. It is designed to provide answers to your questions
about the meter's operation and use.

INSTALLING BATTERIES & SETUP »

1. Open Compartment

2. Insert Batteries

£l

Open the battery compartment on the
back of the meter.

Insert 4 AAA batteries according to
the diagram inside the battery
compartment.

Right after you insert the batteries, you'll need to set the date and time,

The date and lime 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 en 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 by
pressing the SET hutton (==).

SETTING DATE AND TIME »

1. Start Setup

To set the date and time, you'll use
these buttons: to change a setting
or == (SET) to accept a setting.

if the meter is not already in Setup
mode, press c—=.

The date format flashes in the upper
right cormer,

2. Set Date

| 23400
[ “12-3 HI
i3 I'U‘[]

3. Set Time

e00° @30
230

200

Press ——=. The year flashes.

@ to change the year then —=.
@ to change the month then —.
@ to change the day then —=.

The time format flashes in the upper
feff comer,

PREPARING FOR A TEST »

Press ==a. The hour fiashes,

@ to change the hour then c=.
@] to change the minutes then .
Turn the meter off (@

1. Gather Items

2. Match Code

3. Insert Code Chip

AN

+ CoaguChek XS Meter

« Container of test strips

» Test strip code chip

» Accu-Chek Softciix lancet device and

The code number on the test strip
container and the code chip must
match.

Each box of test sirips comes with a

matnhinag andn nhin Dine: Hoos vneo anan

Make sure the meter is off,

With the code number facing up,
insert the code chip into the code chip
slot until it snaps into place.

4, Check Display

Press and hold the ON-OFF button [&.
Make sure all the letters, numbers,
and symbols on the display appear

correctly. See The Meter's Display section
i the User Manual 1o see the full display

Reiease .

Tum the meter off @

4. Prepare Lancet Device

Pull off the cap of the lancet device.
Insert a new lancet. Twist aff the
lancet’s protective cap. Put the cap
back on the lancet device. Line up the
notches for the cap to fit. Select the




i

I3 A &

It

4|

» CoaguChek XS Meter
« Container of test strips
« Test strip code chip

+ Accu-Chek Softclix lancet device and
lancet

TESTING »

The code number on the test strip
container and the code chip must
match.

Each hox of test strips cames with a
maiching code chip. Every time you open
a new box of test Strips, you must replace
the code chip.

Make sure the meter is off.

With the code number facing up,
insert the code chip into the code chip
slot untif it snaps into place.

L Y

Pull off the cap of the lancet device.
Insert a new lancet. Twist off the
lancet's protective cap. Put the cap
back on the lancet device. Line up the
notches for the cap to fit. Select the
penetration depth.

Press the plunger. A yellow dot
appears in the release button.

Before continuing, review these
tips for getting a good blood drop.
Increasing the biood 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
wash with warm water.

« Let your arm hang by your side.
* Massage your finger from its base.

Use these iechnigues until your fingertip
has good color.

1. Wash Hands

Wash your hands in warm, soapy
water.

Make sure the fingertin is thoroughty dry.

2. Get Ready

.._.l.fl!mm,,

Take a test strip out of the container.
Close the container tightly.

Yoir have 10 minutes 1o use a test sirp
once you remaove it from the corlainer

3. Insert Test Strip

Slide the test strip inta the test strip
guide in the direction of the arrows
until it stops.

The meler tums on.

The code number of the inserted code
chip fiashes on the display.

7. Record Result

Record the result on the Subject
Resuilts Log.

Note: If during testing the meter displays
an error message, refer to the Eror
Messages section of the User Manual for
whal to do next

4. Match Code

Confirm that the number displayed
matches the number on the test strip
container, then press <.

if the numbers are different, first make
sure that the correct code chip is inserted
i the numbers stifl don't mateh, call the
Roche Diagnostics Technical Service
Center at 1-800-815-1106.

An hourglass appears as the meter warms
up. A flashing test strip and blood drop
agpear when ihe meter s ready for a
sampie.

You have 120 seconds to apply blood
io the fest sirp.

il

Remove the lancet from the lancet device.

Place the used test strip and lancet in a
puncture-proof container with a lid.

Tum the meter off.
if the meler is dirty, wipe 1t clean with a fint-

free tissue and an approved cleaning solution.

5. Coltect Sample

Massage the finger unti! you see
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.

Gently squeeze from the base of the
finger i develop a hanging arop of blood.

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

6. Apply Sample

The meter must be on a table. Find
the target area on the test strip. Dose
the test strip from the side. See the
User Manual for more information.

Within 15 seconds of sticking your
fingertip, apply the bleed to the target
area on the test strip.

Hold the Blood drop to the lest sinp untt
you hear a beep. The flashing blood drop
symbol wilf disappear.

Do not add more blood to the test
strip. Do not tauch the test strip.
The resuit appears in about T minute,

ACCU-CHEK, COAGUCHEK, and
SOFTCLIX are trademarks of Rache.

£ 2008 Roche Diagnostics.
All rights reserved. 573-23639-0906



Predicate Device Labeling

114

>



i) € DURRKATILY U2:j PUIPISUCT 37 15T (o] 103 Bn1sabuoy
“aemE|D 3AL 5 o) SASEOSE DUSIAPN 1019740 943 0 LUELIG I LEA0R@U) SNIp & J0
3 (epuzioe ey {Beicreaueyd uieues SUazalls A STNsa TOAE del SErap wel

251} pUE D I Syl 2N 136 I3 241 ) -

C143 BP00 BU1 D 700 SRR E B Y3 SN
JAUIEWGE 115 1591 240 UD 8300 ITLNG-F 34| AIERW BUL Uy Ol 8PS 1980633 a1 8] -

sulil Buiwc ) i %03yd “[alessaw 1603 ce eyl
rsnun ue ST HEIR 1510 34N J| JEREY BEN WASS SY §04527
Ervsip; acLy ) 01 18131 3BeSsaN suLe e shecup s By,

s)nsay ensnuq

ERLREE
b, e

o (s @
e U2 U3 DOGREEUE 3] DIPOUS SI013E} 350U L TUNSE1 2
2 Eue-28 U 'S10URAN ‘RUSEeR) U ST

e e s g sases oo syelss A
oy rasa() NS G £0LSR (2ol puy Uaea wOl FUZ TAWTERY Tu
IR UnGaE1 ) 19 AUENATIN 300 K] 1530 201 AR SN uEEEA S|

Uaaq 52 WAsAs 1 10} (1)) =Py Agmsuzg eu nay nue siaaeps
AZ[Ra 91 SEI0ASs A 52 paysNqEeiss uasg sey [Le N &5 UL DL Loy

Ueay; g SNSRI esAsU Budua0-d J0 BS0SING U7 902 1°L €1 4 Wi} PIEURI Bkl
11148 5¢E "SI0 65 AFried P 5mion HLIEN SIRFAIRIN 3011l "S55 (e
130 sam 1835 1d 5 HAYZNBEDD H1 LA

aiezyyeRy £ U posn
e praE |
2wz d Cozroqe o wazanka Sy

s)|nsay payamixg

“pEE aLIcuE SUT p3Yaaa o] T8ma lnsar
51 15a1 o LAy, bieBe £ Jeacde sBesall GNA 81l 3| FeiCh ulenl 2y ug aliwssaw
£ UGKM. U 34393z St {1 <5 £ Burtuya Buoy

S BHEE G258 3rel

| BRISAETE 10 IWainy
190 51 [0 MR IGSE] JAISUE S gy UE 01
Hugos pafiuornid oy peg|
) s=ipan e piioudsai e o aguasa.c ) -

51 sy Ju SISO 3 o

b e o EATEN HR| PEIEADR
[ 20208 Sndn] ve 43 (s

* WIFINIDE BY BRI
() 5Ll PDaY T JEINDE(0L: ] 03 BWIISULEL) 31 188 | $¥ wAiLLER) U] -
T 910 0 0 SUORERLE20D L peday 4 PAIMELN 318 Syl dy »
e 031 03 O sisdjows +
SRS [ B 076 20 2 SINWENG] Saidwas aluad] «
048 g 1 00 U Rz +
5 0% patepul [3pUa AL )
R

at (S5 U0 YA LR

sopdues posig asnew 1o sa thues

53: 51 U 5 35667 13Em0] BBl 3| 0wy o

\ ususnyn 3 W
S 169009 @ iy -

~fonssofu) sines s
S| 15 131)7 A3 1571 71 SR S0 PP 3G -
Slessaw 0.8 Ue

SENEI Juw BN|0A aues w07 Bu. A g e i e og [sedep oy 21y .

‘PI0R 39 J0U TN

saffuuts u o 1 53a0ds ansEid AuB 5577 -

Bpe 10 spigjEenae

[KISN a0 OIS WINAS W0 AISAE PODG BICYN
tasn perer Deusmue o 0 Aepees 11531 §an S50 173 4 S YRUINEE0g 2L

13

2INpagnly & sudnen

Aing 1871 211 jo sANI0]

Suny e Pong Sansesu

15 Ul unjse g eI IGHA) LEWY Y AT Seas
et Bl 7 UIGWAARID 10 juawamszan EamuEyaeRaa ve
[TIAIR 58 F3ER AL L GY YA OBy au|
Sqzagy 1530 3 Moy

[T TR S TR ET )

“15Bun U213, 13 & ue RS 1531 MSU B J270B] MG 2 250 15T B DED) 6L padU ROk
10 @A a w2y

15 W% pua TRouw) pesn ay] Ja sodsip Aadog 1L

nsal 2] paoray

L I onE v s1eadce JnoEd ay) Bl

sspifom
04SP 100 0] P0G 04 pp2 120 ag) &

BT 2L 3CL

1890 2ug Buue) 10 SPINIAS 1 WIS G0 1531
S 1 pacen Aie 1snal ey, eaie sablen a1 0 BpE o ey 841 A Faat 0 doi | Ky g

HIRERE 8 wanpia o, Woue Ay st ¢

s 15 A1 7 EnapY AHe o SHUCOES D) BkRL AL LAING) ¢ sl 1330 a0
puz seacde aquids deip noy] e s 157 Buiysey B C FRUIEM 6 EEL AUR S
S[EAI308 S 1NE SIPE YIEA O BTN B 04 68 2300 ssfinby Ly &
Buien 4.2 1106 SL18 1531 A7 A e

T2 g3 apnn 5 FUfSR U7 DR S8 B3P TSR 218 SIZTURU UL | 14 Ss3sd U3
‘2 Ly 1531 3] U3 IBGWNG 2, STYZIEN [AERICEIP IFIWNU I 12Y] LyuOz

UD BN 1313w 5| "URY N4 SB ity Se Uugs 1S3 kst |

kBN 3RU/EII0A AUL 25a17 TEURILE> Y 17 06 MR 1531 & IHEL 7

winojssd 210j3q AsEICLo G5 0 185wy £
. 07 S0 JEM FI808 'ALe S LR 810

Anpaanly

s poojq afeinnoua
01 589 51 00, 1350} a1 2r3arhs A BUDUE 1248 Ak AL BapaSI ) -
0580 &) 10y, 13Uy 20 SBessEA -

Tsjerm oyl

WAL 5 PUSH 3N 1EI 5 TR SUT O] LSO AB Jay 10 S By e ) 342y

e LI W PUZ L] §S€n, J0ALE “T3ULBM
0! 31 Duznel £ pUEIE ay) 1wk «

| B 350 LB U3 15812

1y
poct sey B@E By 104k £95 Nod juur sanbiuyaisy Buwnie) ) AN 19Bu ul 2
wf sijay e go deap pocf € 128 nod dy By} U ) oo 2] fnsea]

pnnjg 10 doiq po0g @ Buinag
Hous13Bur e moy poorg Bunsay :z daig

abessa |1 5% Busa tuang
24310 38 R4 16U 11 1231 'DD314067 N AQEL B B} 'BIEANS IS E UD JA13W Bl 1ng

B 57) WASAS G yojnBiaag g 0 0NDES e 20077
| SUBISRASH 317 MGIID] 3 3303 2yl fzisk oy -G SFND N UD P09 JBGUIRL-E
il UNEL (ENW S3NRU0A SIS 150 By U0 a3 Atand-g sug ty apog dig e

10 2R @ PB0U [ A X5 Puzdon Al B Einy sds 1501 Sish 2o nod )

(95 10y 300u21 )] Sredaut m suena IR 5 BITIRINNEW Syl MOOY) PAET .
D Bpag duig 3]«

g 153 1 5% HaugnBzes -

¥y gy Ry .

“s3Hns souen

isa) m fpray Rupyag 1| dayg

wnnEned W30 PO (BEAARLA MOD) 3l ugs
42 U s B s 1A UOBILIC| U] 310 A0 OB RS0 WA S raygadeeg

B Ly spayrapy Bupss suayop oag poc EnoUas 183 3 wsty gy yayoniean

1 s Gsje A2 roy, 8 :dwes pang FISISUY o 1000 6] 330 Aegydes 2 2sn deu
rod Fgeundy Wansssluy @ woy JHEs SO0 @ BUNaao o e wu; ey, scias gy

voneiedalg pue Uonas|o) ajdwes

210

252 34 leatl31 oy agY (1M MDA PUe slessa nuia R 98 faw naf Semagg
Jolreluna 3L winy 1) FuwONISZ 40 SSTAUEL (1 W d1S 183U 60 e no,

g 1oujeL yy asopy
301018 15 a1 9Bewep few g1 s3015 12 GPURY ek Yk QUIS 1631 e oncy 10 Sr.ng 163
10 e @ UMD 101 ] [OUZIUED U ) diris 1831 | el o £ Ka2al dre ok souyy

sding 1531 aipy Guntpuey

Bz A s, an:p tsed 2 a1 St ok s g0 av0dsi

“FRUIEUNT B8 1591 A1 ua pajd J1EP UORENCHE AUl i pEs 3G LB SHS 18K ALY
.0 PINTS LBl 4,58 1 BE 10 3,8 00 2 JNE00LE Sy) Uy 0 AMARLI A%
1F SEINE 3591 313 TS LAY PO “posng Jeg R W JAURILED aU U] SdUIE 153 01 1T

sing ysay ay upmg

Sunsy 1,3 AT 021 Suag iairls oy ywnieD] s peal
IR B34 MEISAS S b8y IGED ) IFTAM WATSAE §)¢ 10U TR0 au) o mau 2ie rad |

fiuisay, ue1g oy, aiopeg

SAUIS 1521 641 123 40 57 KU KPS 217 OPISING 360N Jay 31 stizns 53] 531 MANNE]

DU 21 srouas paRABECINRYDY 10 Lisplen yes.) sasr LSS Sy yagnGes
241 Fierou unicy e, 0 BomUD $41 16 BUIST Sy W LBIE 1 SAEKueih
1] SIPIADIC .60:k3y |eucysayniel K 51 J0; PAPUIN

asoding

waiss g umntea) an

1t 935001 0) 20 5078 151 25

diyy axng 3 sOng 1591 B

DR I%1Es2avn an 103
|

153 Id §X JRyonseon



1o

S

o 1By R S S 8 3 H " E 2 ' LI pom +
- P01 oy s sadar sy afuey 23 10ed m
. o - uinyj pacq Ale e pue srouse NI ULt spen e ooc) I may
2 Jujaeg ny
a e E) = B . B £ k) § 5 E z 1 o
-4 i o o s 03
F &
I 7 m .
S LTI 1 LSO DT D O 01 0 (o g -
55, 20 2 wAtly 3 VIS 02 EOES 8 a3 a0, WG £V B v B g
: £
T3 g 2 - :
d i 2 v E
“azv. e siep ¢ dep e ¥ B e 2 -
SIMDY b "bE3 B2 NNG- L 12 B2} 59,7405 291U04%8] SoNsouBey] aysoy 1D Bucrsanl: , 8 I 3 | iy !
aney 1S nOA | Loneic OBy 257) WY 5K A1) B g ! £ -
E : ) Qr
o [EHONPRY & .
! " ol = (100 w0
Lo = Uorealen -

oG L) i | L £00 - VeEdL =

fraat oes0l g | g - . e
£l 55E Ay saldeg a1z wsusg unaey SY yganens

1y oy eleq snouag

i
EexLnorynds | g
&

2,39 SRl ajany o g apeg g o .
n Az ngd sding isa) |4 o ysygnfiess

X P "I1A A BIGAH o Aaysiias 1591, 1 S eUanteny

S3US [1y Woi) ety eyiden

mw _ wse - eul s uzas SSGIE 153 14 S YRyGNGR0:Y oyt Jo 1) ameuasaidas s duysn poisan o
vd 9BET EO0- *IED T D134 i wes ewsepd 5oyl seid wes Bweeid pAUCID |0 S3135 B Satpmd oy 3 ewsed
] B U R < 1 | 800 L o 1260 it Ty [
BHL-LLL "ZE1 48| A |n s|EULY 53! - @ 5360 amn 2560 _ _ LbE Tan0 fT Bl - i
SPINT Y StuBtey vl d0esEy] u RS TR A 3k e #9570~ L85 L Bag [CTEEER] [EEEET] ELETS N NI #8 01 811 42 oBuEs 3 B 5By WasAS Sy yaurnGieoy 9y saBuey Buinseay
231y z 8 860 e L U SOIISPAIARIBIY AU},
"3 LNy fL:ETE) 3005 W Qi) souan HSHAaE. d
L m 5] siopaz Surion sy 63 R
T g 5] Wawsag s ayed (v71) N N7 03 2621 JuzEd AL IRAMAL SU01 A FeRD DI YTIRW 10U 5300 ¥RE

‘ popNZL SUBRpUIC
WsAed Bl (20t = |51 UnGUL] &P SUIsN Ja2Buy w2wsds € un pamsedl
0 poIndlD Sen aithues 1ea Jo | UL SIS
son 01,2 Aomanamy UNS11 B 0 M0] Fjengrian asnes 12 12 p sjuened gk up ssBURLE Dty

4 05 58 173 | .
E 45 B BTN 211 ' B
sapisonfierr] pue sjonung

YNSB1 @rSruN 34} |1 35ED TLN Bulars o) SN e
S3ES oneinflens B dnicde r pENBYC) 3T S4RANE ITOUS 1583 EABHUN g

POUIE SNDUAR J0] LD LG PO)G AN,




DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

Memorandum
From:  Reviewer(s) - Name(s) u i‘h)“[ a (j\ﬂ(‘haﬂQD
bubject 510(k) Number FOQ 2 C{2 g/ S
To: The Record - [tis my rccommcndat;on that the subject 5 IO(k) Notification;
LRefused to accep‘f
DReqmres additional mformatlon (other than refuse to accept).
\Qs substantlally equivalent to marketed devices.
CINOT substantially equivalent to marketed devices.
CIother {e.z., exempt by regulanon,. not a device, duplicate, etc.)
| s thxs devnce subject to Section 522 Postmarket Survelllance‘? _- : DYES ﬂ NO
Is thls device subj ect to the Tracking Regulation? | CIYES i wo
Was clinical data necessary to support the review of this § 10(k)? \Q%(BS Cw~o
Is this a prescription device? ' ‘RYES ‘ (1 no
Was this 510(k) reviewed by a Third Party? - B [.___IYES‘ \g NO
Special 510(k)? - - Oyes NO
Abbreviated 5 10(k)? Please fill out form on H Drive 510k/boilers . D'Y-ES : ‘Z[ NO

“Truthful and Accurate Statement DRequestedKf Enclosed
510(k) summary OR [JA 510(k) statement
L__] The required certlﬁcatmn and summaxy for class III dewces Nhﬂf

The mdlcatlon for use form
Cbmbination- Product Category (Please'see, dlgorith:n on H drive 5 iOkaoilerS) _ /lj
Animal Tiséue‘ Sourc':e i‘{_ES CINO  Material of Biolo'gic'él Origin W YES O NO-

- The submitter requests under 21 CFR 807. 95 (doesu’t apply for SEs):
O No Confidentiality [ Conﬁdennallty for 90 days [ Continued Conﬁdentlahty excecdmg 90 days

Predicate Product Code with class: 63_ 5 Addltlonal Product Code(s) with panel (optlonal)

Ol o o g, M0

Review:

D/H H /}37/07

{Branch Chiéfj (Branch Code) ‘ (Date)
Final Review: A&M C&VO / 2 /MZ"@7
(Division Director) ~ (Date)

Revised:4/2/03

)



"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

K062925
Reviewer:  VALERIE R. GINYARD

Division/Branch:_DIHD

Device Name: COAGUCHEK XS5 SYSTEM (PATIENT SELF-~-TESTING)

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

YES NO
1. Is Product A Device X If NO = Stop
2. 1Is Device Subject To 510(k)? ' X If NO = Stop
3. Same Indication Statement? If YES = Go To &
4. Do Differences Alter The Effect Or X If YES = Stop NE
Raise New Issues of Safety Or
Effectiveness?
5. Same Technological Characteristics? X If YBS = Go To 7
6. Could The New Characteristics Affect If YES = Go To 8
Safety Or Effectiveness?
7. Descriptive Characteristics Precise X If NO = Go To 10
Enough? If YES = Stop SE
8. New Types Of Safety Or Effectiveness If YEBS = Stop NE
Questions?
9. Accepted Scientific Methods Exist? If NO = Stop NE
10. Performance Data Available? X If NO = Request
Data
11. Data Demonstrate Egquivalence? X 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 corder of the treating doctor. Users should be
stabiiized on anticoagulation medications such ag Coumadin® or warfarin
prior to self-testing with the CoaguChek XS System. The system uses
capillary blood.

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? Dces 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.

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 IS8T of 1.0. The test strip incorporates quaiity 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.

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

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

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

Explain how descriptive characteristics are not mnrecise ancnch.

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

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 isg
substantially equivalent to a legally marketed device.

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

(b)(4). (b)(S)



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

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

Analytical performance was demonstrated in K060978.
Al1l results demonstrated acceptable results.

[l 4



510(k) SUBSTANTIAL EQUIVALENCE DETERMINATION
DECISION SUMMARY
ASSAY AND INSTRUMENT COMBINATION TEMPLATE

. 510(k) Number:
K062925
. Purpose for Submission:

Clearance of a new instrument and test strip

. Measurand:

Prothrombin Time
. Type of Test:

Electrochemical

. Applicant:

Roche Diagnostics

. Proprietary and Established Names:
CoaguChek® XS System (Patient Self-testing)
. Regulatory Information:

1. Regulation section:

21 CFR 864.7750
2. Classification:

Class II

3. Product code:

o



GIS

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 ISI 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.

J. Substantial Equivalence Information:

1. Predicate device name(s);

Roche Diagnostics CoaguChek XS System

N



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

Diffnc

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 INR 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:

17



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 v or No

. Specimen Identification:

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

. 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.

. 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) usmg the

manual tilt tube method.

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.

. 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.



. Proposed Labeling:

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

. Conclusion:

The submitted information in this premarket notification is complete and supports a

substantial equivalence decision.

. Other Supportive Device and Instrument Information:

. Administrative Information:

1. Applicant Contact Information:

a. Name of applicant.
Roche Diagnostics Inc.
b. Mailing address:
9115 Hauge Road
Indianapolis, IN 46256
¢. Phone #:
317-521-3742
d. Fax#:
317-521-2324
e. E-mail address (optional):
tracy.bush@roche.com
[ Contact:
Tracy Bush

2. Review Documentation:

i



28 September 2006
29 September 2006
3 October 2006

13 November 2006
12 December 2006
18 December 2006
10 January 2007

10 January 2007

18 January 2007
29 January 2007
29 January 2007

29 January 2007

U. Reviewer Name and Signature:

Submission received in DMC

Submission received in OIVD

Submission assigned to Reviewer
Submission placed on hold

Requested additional information received
Additional information received by Reviewer
Email correspondence

Submission placed on hold

Additional information received by Reviewer
Request for labeling modifications

labeling modifications received

SE

il © Huod

Valerie R. Ginyard v
CDRH/OIVD/DIHD



Indications for Use

510(k) Number (if known); k866978~ < 062925
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)

ivisi Signwff "

Office of In Vitro Diagnostic Device
Evaluation and Safety

Koy 2928

s10(k)



510(k) Summary

A



Introduction

1) Submitter
name, address,
contact

2) Device name

3) Predicate
device

4) Device
Description

510(k) Summary

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.

Roche Diagnostics Corporation
9115 Hague Rd.
Indianapolis, IN 46250

Contact Person: Luann Ochs

Date Prepared: January 29, 2007

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

The Roche Diagnostics CoaguChek XS System (patient self-testing) is
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.

The CoaguChek XS is a 3" 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.

Zo



5) Intended Use

6) Comparison to
Predicate Device

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 1s 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 following characteristics have been previously submitted, reviewed
and cleared under the premarket notification for the CoaguChek XS
System (K060978):

eFactor Sensitivity
eHeparin Sensitivity
sHematocrit Effect
s[nterfering Substances
eNormal Range
eMeasuring Range
oTest Strip Stability
e[ntegrated Quality Control
eInstrument Failsafes
eCalibration

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.

Z|



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.

27



Message Page 1 of 2

Ginyard, Valerie

From: Ochs, Luann [luann.ochs@roche.com]
Sent: Menday, 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.5. Regulatory Affairs
Roche Diagnostics Corporation
tel; 317-521-7399

fax; 317-521-4103

From: Ginyard, Valerie [mailto:valerie.ginyard@fda.hhs.gov]
Sent: Monday, January 29, 2007 10:28 AM

To: Ochs, Luann {D147~Indianapolis}

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 | will get the documents right to you.

From: Ginyard, Valerie [maitto:valerie.ginyard@fda.hhs.gov]
Sent: Monday, January 29, 2007 10:18 AM

To: Ochs, Luann {D147~Indianapolis}

Subject: RE: K062925

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 | 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,
(b)(4), (b)(3)

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

From: Ginyard, Valerie [mailto:valerie.ginyard@fda.hhs.gov]
Sent: Monday, January 29, 2007 5:23 AM

To: Bush, Tracy {D147~Indianapolis}

Cc: Cchs, 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

24
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_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



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

: Memorandum
| i “k‘ (J ;,
From: Reviewer(s) - Name(s) \ AX W N WA Mevy s
. A T

Subject: 510(k) Number LG 2 QP | S / S

To: The Record - It is my recommendation that the subject 510(k) Notification:
[dRefused to accepf. '

ER@@S additional information (othér than refuse to accept).
[s substantially equivalent to marketed devices.

[LINOT substantially equivalent to marketed devices.
C1Other (e.g., exempt by regulation, not a device, duplicate, etc.)
Is this device subject to Section 522 Postmarket Surveillance? - LIvEs [ No
Is this device subject to the Tracking Regulation? [ves O no
Was clinical data necessary to support the review of this 510(k)? Oves LI NO
Is this a prescription device? - OyEs O ~No
Was this 510(k) reviewed by a Third Party? . Clves 1 no
Special 510(k)? - [OvyErs [ ~no
Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers CIves L1 NO

Truthful and Accufate Statement DRequcsted [1 Enclosed
(JA 510¢k) summary OR [JA 510(k) statement
[ The required certification and summary for class III devices

[ The indication for use form

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

Animal Tissue Source (1 YES [ NO Material of Biological Origin - [] YES £ no

The submitter requests under 21 CFR 807.95 (doest’t apply for SEs):
[ No Confidentiality [ Confidentiality for 90 days O continued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel (optional):
Review: : S :
(Branch Chief) ' (Branch Code) (Date)

Final Review: .
(Division Director) (Date)

1

Revised:4/2/03



Ginyard, Valerie

From: Ginyard, Valerie

Sent: Wednesday, January 10, 2007 1:39 PM
0: 'Ochs, L.uann’

Subject: K062925

Hi LuAnn;

As | mentioned in my phone message earlier today, we have a few additional concerns we need you to address.
(b)(4), (b)(5)

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

Please respond to these issues in writing to

Food and Drug Administration

Center for Devices and Radiological Health
Office of In Vitrc 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 Immunoclogy 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 1S 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 nat autharized. If you have
received this document in error, please immediately notify us by email or telephone.



Ginyard, Valerie

From: Russek-Cohen, Estelle
“ent: Friday, January 05, 2007 5:26 PM
3 Ginyard, Valerie
«C! DBS Reviews; Vishnuvajjala, R. Lakshmi; Bautista, Jesephine
Subject: Review of Roche Patient self-test K062925/51
Attachments: review 010507 .doc

review 010507.doc
(38 KB)

HI Valerie:
(b)(4), (b)(5)

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

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

telle Russek-Cohen, Ph.D.
ream Leader and Mathematical Statistician
Diagnostic Devices Branch
Division of Bicstatistics HFZ-550
Office of Surveillance and Biometrics
Center for Devices and Radiclogical Health
1350 Piccard Drive
Rockville MD 20850

eyr@cdrh.fda.gov
Estelle.Russek-Cchen@fda.hhs.gov
Phone 240-276-3043

Fax 240-276-3131

Division phone number 240-276-3133

B\



Date: January 5, 2007

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

To: Valerie Dada
DIHD/OIVD

Re: Statistical review of Response by Sponsor
Roche CoaguChek XS System for Patient Self-Testing

510(k) K062925/81
Background
There were 11 questions posed by the sponsor. Only a few were related to statistics 1ssues
and I will focus my review on these. (0 (4, (D) (5) (b)(4), (b)(5)

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

(()kl)l)e(sétli)on (lm( (b;)( 4. (D) (5) (b)(4), (b)(5)

(b)(4), (b)(5)
(b)(4Y. (b)

((%;1?it)ion(i; (( B)(4). (B)(5) (b)(4), (b)(5)
, 5)

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

YA



Question 4, ' 717 (H)(5) (b)(4), (b)(5)
[(2. IS (b)4). (B)(5)

Ouestion 5. (2 (%) (b)(4)
L, ) (b)4). (b)(5)
5 (%) VS |
Question 7..L2 L. (D)5 (b)a), (0)©) |
Question 8./ (P (4 (D)(5) (b)(4), (b)(5)
. (D) (9) (b)(4), (b)(5)
Question 9”7 (P2 (b)), (6)(5)
[COYTAY. " TB) (@ iay, o5y

If I can be of any assistance, please do not hesitate to contact me at eyr@cdrh.fda.gov.

Cc: R. Lakshmi Vishnuvajjalla
J. Bautista

22



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.lig@fda.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

[. 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 [II 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 KO60978.

K062925 S001 Roche CoaguChek® XS System for Patient Self-testing: Prothrombin Time 1

£al



Ginyard, Valerie

From: Li, Dai
“ent: Thursday, January 04, 2007 11:37 AM
3 Ginyard, Valerie

o 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

Aftached please find my comments on the Roche 510K.

Thanks,

K0625925 5001
oche CoaguCheckX.



(b) (4),

(b) (5)

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

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

Bl




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

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

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

'Sy



510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCLESS

New Device is Compared to
Marketed Device *

| (9

Descriptive {nfarmation Does New Device Have Same  NO Do the Differences Alter the Interided Not Substantially
about New or Marketed Indication Statement?™ " ®  Therapeutic/Diagnostic/etc. Effect YES Eguivalent Determination
Device Requested as Needed (in Deciding, May Consider Impagtén |

l YES Safety and Effectivencss)?**

New Device Has Same [ntended NG

Use and May be “Substantially Equivalent” < o
: New Device F O

@ @ New Intended Use

Does New Device Have Same

Technological Characteristics, NO Could-the New

e.g Design, Malerials, etc.? : » Characteristics Do the New Characteristics
YES Affect Safety or ————- Raise New Types of Safety YES
@ l ’ - Etfectiveness? or Effectiveness Questions? ‘
- 4
NO Are the Descriptive NO
Characteristics Precise Enough NO
to Ensure Bquivalence? 44— @
NO :
Are Performance Data Do Accepted Scientific
Availahle to Asses Equivalence? - YES Methods Exist for ~ _
Assessing Effects of NO
the New Characteristics?
YES )
4 -
Pecformance Are Performance Data Available NO
Data Required To Assess Effects of New
Characteristics? ***
YES
OGNS ©}
Y
»  performance Data Demonstrate Performance Data Demonstrate
Equivalence? —————»() @] < i Equivalence?  ¢———|
YES YES . NO
NO
“Substantially Equivalént” @
To ’ . Determination To -
* S10¢k) Submissions comparte new devices to miarketed devices. FDA requests additional information if the relationship between
markeled and “predicate” (pre-Amendments or reclassified post-Amendments) devices is unclear.,
b This decision is normally based on descriptive information alone, but limited testing information is sometimes required.
AR Dataomavbe in the 3TOK), ather 310(k)s. the Center’s classiticatfon files, or the literature.

¥



REVISED:3/14/95

THE 510 (K} DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER S10(K)
BOTLERPLATES TITLED “DOCUMENTATION® AND MUST BE FILLED OUT WITH
EVERY FINARL DECTISION {SE, NSE, NOT n DEVICE, ETC.).

" SUBSTANTIRL EQUIVALENCE" (SE) DECISION MAKING-DOCUMENTATION

|

Reviewer:

Division/Branch:

Device Nawme:

pProduct To Which Compared (510 (K} Number If Known) :_

YES HNO
1. s Product A Device If MO = Stop
2. Is Device Subject To 516 {k)? If NO = Stop
3. Same Indication'Statement? If YES = Go To 5
4. Do Differences Alter The Effect Or i1f YES = Stop RE
Raise.New Issues of Safety Or
Ef fectiveness?
S. Same Technological Charactefistics? If YES = Go To 7
6. Could The New Characteristics Affect Tf YES = Go To 8
safety Or Effectiveness?
7. Descriptive_Characteristics Precise “If RO = Go To 10
Enough? If YES = Stop SE
g WNew Types Of Safety OF Effectiveness If YES = Stop NE
Questions?
9. hccepted Scientific Methods Exist? If NO = Stop NE
10. Performance Data Available? If NO = Request
Data
11. Data Demonstrate Equivalence? Final Decision:
Note: In addition to completing the form on the LAN, “yes" responses tO

guestions 4, 6, 8, and 11, and every "no"

explanation.

response requires an

A



1.

Intended Use:

pevice Description: provide a statement of how the device is either
gimilar to and/or different from other marketed devices, plus data (if
necessary) to support the statement. Is the device life-supporting or
1ife sustaining? Is the device implanted {short-term ox long-term}? Dogs
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 sumary about the devices design, materials, physical
properties and toxicology profile if important.

EXPLANATIONS TO “YRES™ AND - "HO® ‘ANSWERS TO QUESTIONS ON PAGE 1 AS HEEDED

1.

10.

il.

Explain why not & device:
Explain why not subject to 510 {k):

How does the new indicatian-differ from the predicate device's
indication:

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

Describe the new tecnnological characteristics:

Explain how new characteristics could ox could not affect safety oY
effectiveness:

Explain how descriptive characteristics are not precise enough:

Explain new Lypes of safety or effectiveness questions raised or why the
questions are not new:

Explain why existing scientific methods can not be used:
Explain what performance data is needed:

Explain how the perfiormance data demonstrates that the device is or is
not substantially equivalent:

MRTTACH ADDITIONAL SUPPORTING INFORMATiDN



internal Administrative Form

S
i
ik

1 Did the firm request expedited review?
2. Did we grant ex edited review?

3 Have you verified that the Document is labeted Class Uil for GMP

purposes? - '

4. {f, not, has POS been notified?

5. (s the producta device? -

6. |s the device exempt from 510(K) by regulation or policy?

7 s the device subject to review py CORH? :

8. Are you aware {hat this device has been the subject of a-previous NSE
decision? ' : '

9. 1f yes, does this new 510(k) address the NSE issue(s), (e.9-,

erformance data)? . ,
10.Are you aware of the submitter being the subject of an integrity

investigation?

11.1f, yes, consuit the ODE Integrity Officer.

12.Has the ODE {ntegrity Officer given permission (o proceed with the
coview? (Blue Book tMemo #91-2 and Federal Register SONO332,

September 10, 1991.

4\



Dada, Valerie

From: Dada, Valerie

Sent: Monday, November 13, 2006 11:10 AM
o: Tribbett, Jennifer'

3subject: K062925- CoaguChek Home Use

Good Morning Jennifer,;

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

1 (b)(4), (P)(5)

2. (b)(4), (b)(5)

20l



b)(4), (b)(5
8.()() (b) (5)

9. (b)(4), (B)©)

10.

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, Marytand 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.
‘neerely,

Valerie 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 autharized, If you have
received this document in error, please immediately notify us by email or telephone.

o)



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, DIHD 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.

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

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



The Sponsor will be asked to address the following:

1.

() (4),

(0) (5)

(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 foliowing evaluation of your proposed protocol.

Comments:

1. [(P)(2), (D) (5)

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

Zolo



b)(4), (b)(5
3.()() (D) (5)

4.
(b)(4), (b)(5)
5.
6.
(b)(4), (b)(5)
(b)(4), (b)(5)

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.

Rockvilte, MD 20850

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

70t



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 510(k) K062925
Coaguchek XS PST
Roche Diagnostics Corp, Indianapolis, IN 46250

Background

The Roche Coaguchek XS PST is a submission for an already 510(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 INR (an index calculated from the
prothrombin time result).

(b)(4), (b)(9)

(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.liggfda.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

[. 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 [I[ and VII, and to monitor
patients receiving coumarin therapy (the administration of one of the coumarin
anttcoagulatants 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.

FAVS



B. Intended use

The CoaguChek XS System measures blood-clotting time (Prothrornbm 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 CoaguChek® XS System (professional) K060978.

(b)(4), (b)(S)

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

AN



(b) (4),

(0) (5)

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

pAR




Descriptive Information
about New or Marketed
Device Requested as Needed

()

“Does New Device Have Same
Technological Characteristics,
e.g. Design, Materials, etc.?

510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Device is Compared {0
Marketed Device *

| (0

NO Do the Differences Alter the Intended

Does New Device Have Same Not Substantially

Indication Statement? Therapeutic/Diagnostic/ete. Effect YES  Eguivalent Determination
i (in Deciding, May Consider impact on
l YES Safety and Effectiveness)?**
New Device 1as Same [ntended NO
Usc and May be “Substantially Equivalent” < .
New Device Has O
New Intended Use

(©

NO Could the New
— Characteristics

Do the New Characteristics

YES Affect Safety or ——— Raise New Types of Safety YES
@ l Effectiveness? or Effectiveness Questions? O
F
NO Are (he Descriptive NO
Characteristics Precise Enough NO
@ to Ensurc Lquivalence? < @
NO
Are Pecfonmance Data Do Accepted Scientific
Available to Asses Equivalence? YES Methods Existfor !
Assessing Effects of NO
the New Characteristics?
YES
Performance Are Performance Data Available NO

Data Required

PO

To Assess Effects of New
Characteris{ics? ***

VLS

-

(0

Performance Data Demonstrate

» Performance Data Demonstrate
Equivalence? -— Equivalence?
YIS NO
NO
“Substantially Equivalent” @
Ta A Determination To
* 310(k) Submissions compare new devices to marketed devices. FDA reguests additional suformation if the relationship between

marketed and “predicate” {pre-Amendments or reclassificd post-Amendments) devices is unclear.

. This decision i norually

A Data mavhe tntie S

based on descriptive infarmation alone, but limited testing information is sometimes required.

10(K), other S10(k)s, the Center's classification files, or the literature.
T

25



| Internal Administrative Form

YES

NG

[

Did the firm request expedited review?
Did we grant expedited review?

w

Have you verified that the Document is labeled Class I for GMP
purposes?
{f, not, has POS been notified?

Is the product a device? ,
Is the device -exempt from 510(k) by regulation or policy? -
s the device subject to review by CDRH?

|~ O

9.

Are you aware that this device has been the subject of a previous NSE
decision?

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

10.Are you aware of the submitter being the subject of an integrity

investigation?

11.1f, 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. :

AV,



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

510(k) Number:

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

D Special 510(k) - Do Sections 1 and 2
0 Abbreviated 510(k) - Do Sections 1,3 and 4
i Traditonal 510(k) ot no idendfication provided - Do Sections 1 and 4

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

Present or Missing ot
Adequatc 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
Tstablishment Registration Number.

Device Classification Regulation Number and Regulatory Status
{Class [, Class 11, Class 111 or Unclassified).

Pr?poscd Labeling including the taterial listed on page 3-4 of the
Premarket Notfication [510 Manual.

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

_chmarkct submission.

Substantial Equivalence Comparison, including compatisons of
the new device with the predicate.

510/k) Summary or 510(k) Statemeat.

Description of the device (or modification of the device) including
éwﬂginccrin drawings, photogra shis or scrvice manuals.
7_&@&(:1(@1 of legaliy matketed predicate device. *

Compliance with performance standards. * [See Section 514 of
the Act and 21 CI'R 807.87 (d).
 Class 11 Ceraficaton and Sumuary. %
l'inancial Certification or Disclosure Statement for 510(k)
notifications with a clinical study. * [Sec 2L CURSUZ87()] |
510(k) Kt Certification %

* - May not be apphcable for Special 510(k)s.
Fok - Required for Class 111 devices, only.
Forsk - See pages 3-12 and 3-13 in the Premarket Notification [510)] Manual and the

Convenience Kits Intenim Regulatory Guidance.

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

XX




Present

Inadequate
or Missing

Name and1510(k) number of the submitter’s own, unmodified

_}ﬂzdicatc device. .
A description of the modified device and a comparison to the

sgonsor’s Eredicatc device.

A staternent that the intended use(s) and indicatons of the
_modified device, as described in its labeling are the same as the
intended uses and indications for the submitter’s unmodified

predicate device.

Reviewer's confirmaton that the modification has not altered the
fundamental sciendfic technology of the submittet’s predicate
device.

A Design Control Activiies Summary that includes the following
clements (a-c):

2 Tdentification of Risk Analysis method(s) used to assess the
impact of the modification on the device and its componcants, and
the results of the analysis.

b. Based on the Risk Analysis, an ideatification of the required
verification and validation activities, including the methods or
tests used and the acceptance critetia to be applied.

. A Declaration of Conformity with design controls that includes

Lhc_foﬂowin statements:
A statement that, as required by the risk analysis, all
verification and validation activitics wete performed by the
designated individual(s) and the results of the activities
demonstrated that the prcdctermined acceptance criteria were
met. This statement is signed by the individual responsible

for those particuiat activites.
A statement that the manufacturing facility 15 i 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 patticulat actviges.

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

Present

Inadequate

or Missing |

[For 2 subinisston, which
spectal control{s), a summary report that describes how the

relies on a guidance document and/or

puidance and/or spectal control(s) was used to address the gsks
associated with the particular device type. (If 2 manufacturer
clects to use an alternate approach to address a particular risk,

Ef{lalcntidr__tful should be pro\ridcd to ] usufy Lhatiim)roach.)

For a submission, which telies on 2 recognized standacd, a
declaration of conformity [For 2 isting of the required elements
of a declaration of conformity, SEE Requited Elements fora
Declaration of Conformity to a Recognized Standard, which

is posted with the 51009 boilers on the 1Y deive.]




; For a submission, which relies on a recognized standard without a
declaration of confotmity,  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 2 non-recognized standard that
has been historically accepted by FDA, a statement that the
manufacturer intends to conform to 2 recognized standard and

that supporting data will be available before marketing the device.
For a submission, which relics on 2 non-recognized standard that
has not been historically accepted by FDA, a statcment that the
manufacturer intends to conform to 2 recognized standard and
that supporting data will be available before marketing the device
and any additional information requested by the reviewer in otrder
to determine substantial equivalence.
Any ~ddifional information, which is not covered by the guidance
document, special control, recognized standard and/or non-
recognized standatd, in order to determine substantial

eq uivalence.

* - When completing the review of an abbreviated 510(k), please fll out an
Abbreviated Standards Data Form (located on the H drive) and list a1l the gutdance
documents, special controls, recognized standards and/ot non-recognized
standards, which were noted by the sponsor.

Section 4: Additional Requitements for ABBREVIATED and TRADITIONAL
510(k) submissions (If Applicable):

Present Inadequate
or Missing

a) Biocompatibility data for all padcnt—contacting materials, OR
, certification of identical material/formulation:
b) Stetilization and expiration datng information:

D sterlization Drocess

ion DrOCess

L~
i) packaping
v _specily pyroeen free |
vy ETO residues ‘
i) radiarion dose '

| viidy Traditional Method or Non-Traditiona Method

Lc) Software Documentaton:

Ttems with checks in the “Present or Adequate » column do not require € addiconal
informartion from the sponsor. {tens with checks in the “ Missing or Inadequate”
calumn must be submicted before substantive review of the document.

Passed Screening  Yes _ __No
Reviewer:__

Concurrence by Review Branch: _ e

Date:

- AN




The deficiencies identified above represent the issues that we believe nced to be resolved
before out review of your 510(k) submission can be successfully completed. In developing
the deficiencies, we carefully considered the statutory critesta as defined in Section 513(1) of
the Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your
device. We also considered the burden that may be incurred in your attempt to tespond to
the deficiencies. We believe that we have consideted the least burdensome approach to
resolving these 1ssues. 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:/ /e fda.gov /cdrh/modact/ leasthurdensome.himl
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Reviewer:
Division/Branch:
Device Name:

product To Which Compared (510(K) Number If Known} :

THE 510 (K)
BOILERPLATES TITLED "DOCUMENTATION" AND MU

REVISED:3/14/95

DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510 {K)
ST BE FILLED OUT WITH

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

WgUBSTANTIAL EQUIVALENCE" {SE) DECISION MARKING DOCUMENTATION

YES NO
1. Is Product A Device If NO = Stop
2. Ts Device Subject To 510(k)? If NO = Stop
3. gsame 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 Ta 7
6. could The New Characteristics Affect if YES = Go To 8
safety Or Effectiveness?
7. Descriptive Characteristics Precise If NO = Go Tc 10
Enocugh? If YES = Stop SE
8. New Types 0f Safety Or Effectiveness If YES = Stop NE
Questions?
9. Accepted Scientific Methods Exist? If NO = Stop NE
10. Performance Data Available? If NO = Request
Data
11. Data Demonstrate Egquivalence? Final Decision:
Note: In addition to completing the form on the LAN, "yes" responses Lo

questions 4, 6, 8, and 11, and every "no" responsc regquires an

explanation.

22\




1.

Intended Use:

Device Description: Provide a statement of how the device 1is either
cimilar to and/or different from other marketed devices, plus data (if
necessary) to support the statement. Ts 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.

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

10.

11.

Explain why not a device:
Explain why not subject to 510 (k) :

How does the new indication differ from the predicate device's
indication:

Explain why there 1s or is not a new effect or safety or effectiveness
issue:

Describe the new technological characteristics:

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

Explain how descriptive characteristics are not precise enough:

Explain new types of safety or effectiveness questions raised or why the
questions are not new:

Explain why existing scientific methods can not be used:
Explain what perfcrmance data 1s needed:

Explain how the performance data demonstrates that the device is or is
not substantially equivalent:

ATTACIH ADDITIONAL SUPPORTING INFORMATION



510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Devicegs Compared to
Marketfd Device *

Y IH "

Deseriptive Intormation Does New Pevice Have Same  NO Do the Differences Alter the Interided Not Subsﬁénﬁaﬂx
‘about New or Marketed Indicatioh Statement? " Therapeutic/Diagnasticletc. Effect YES  Equivalent-Determination
Device Requested as Needed {in Deciding, May Consider Impact on

l YES . Safety and Effectiveness)?**
New Device Has Bame [ntended ' NO
Use and May be “Supstantially Equivalent” 5l . . )
: ' ) New Device Has O

Does New DevicefHave Same

@_ New Intended Tse-

Technological Characteristics, NO Could the New
e.g: Design, Mateals, etc.? I Characteristics Do the New Characteristics
Affect Safety or ——- Raise New Types of Safety. YES 9
' - Effactiveness? or Effectiveness Qucstlons'?
. fl
NO - crlptlve ) NG
E =" Charactcrlstlcs Precise Encugh ’ ) NO
D to Ensure Equivalence] €———————— .
NO B et ] .
. Are Perfgrmance Data ) Do Accepted Scientific
Available toJAsses Equivalence? YES Mct'hod’s Exist for  _
Assessing Bffects of ~ NO
| . ‘ ) ‘ _ the New Characteristics?
YES B . ’ o .
4 o .
Performance Are Performance Data Available  NO
Data Required " To Assess Effects of New
o Characteristics? ***
YES
r Performance Data Demonstrate
: Equivalence? — €——
YES . NO
stantially Equivalent” @
Determination To .
* 510{k) Submissions compare new devices to miarketed devices.  FDA fequests additional infarmation if the reiationship betwsen

miarketed and “predicate” (pre-Amendmends or reclassified post-Amendments) devices is uriclear,
** This decision is normally based on descriptive information alone, but }ilnitcd testing infermation is sometimes required.

rEE Bt maybe in the S10(k), dther 310(k3s. the Center's classification files, or the literature,

b



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

From: Reviewer(s) - Name(s) \J Q\J\( \j l% , D OC\&K
Subject:  510(k) Number ;’( 6 6 z 7Z 5/

To: The Record - It is my recommendation that the subject 5 10(K)Notification:

[dRefused to accept.
%quircs additional information (other than refuse to accept).
Is substantially equivalent to marketed devices.
CINOT substantially equivalent to marketed devices.
dother (e.g., exempt by regulation, not a device, duplicate, efc.)

s this device subject to Section 522 Postmarket Surveillance? Oves 1 NC
Is this device subject to the Tracking Regulation? Lives 1 N¢
Was clinical data necessary to support the review of this 51 O(k)'? OvEs One
Is this a prescription device? Clves O n¢
Was this 510(k) reviewed by a Third Party? LyEs [ ¢
Special 510(k)? Oves O ne
Abbreviated 510(k)? Please fill out form on H Drive 5 10k/boilers Lives [ N

Truthful and Accurate Statement DRequested [d Enclosed
(A 510(k) summary OR 1A 510(k) statement
[ The required certification and summary for class Il devices

[J The indication for use form

Combination Product Category (Please see algorithm on H drive 5 10kaoiler§)

Animal Tissue Source [ YES [ NO Material of Biological Origin O yes RN

The submitter requests under 21 CFR 807.95 (doesn’t apply for SEs):
[ No Confidentiality [ Confidentiality for 90 days [ Continued Confidentiality exceeding 90 «

Predicate Product Code with class: Additional Product Code(s) with panel (optional):
Review: e ] L
{Branch Lh:{,f) (Branch Code) ' {Date)

Final Review:

{Iivision Director) (Datc)

Revised:4/2/03 ZOQ




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: 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 1f any additional information is required. Please
remember that all correspondence concerning your submission MUST

be gent 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/a02-01.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.gov/cdrh/ode/guidance/1567.html. Please refer
toc 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 1n

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.
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If you have procedural or policy questions, please contact the
Divisicon 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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K062925/5

DEPARTMENT OF HEALTH AND HUMAN SERVICES Form 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)
December 11, 2006 n/a K062925
SECTION A TYPE OF SUBMISSIO
PMA PMA & HDE Supplement PDP 510(k) Meeting
{7] Original Submission | [] Regular (180 day) (] original PDP (] original Submission: (] Pre-510(K) Mex
D Premarket Report |:| Special D Notice of Completion |:| Traditional |:| Pre-IDE Meetin
]:I Modufar Submission D Panel Track (PMA Only) |:| Amendment to PDP D Special D Pre-PMA Meeti
D Amendment |:| 30-day Supplement |:| Abbreviated (Complete |:| Pre-PDP Meeti
[ report [[130-day Notice section |, Page 5) [] Day 100 Meetir
] Report Amendment | [_] 135-day Supplement [X] Additional Information [C] Agreement Mes
[ Licensing Agreement | [ Real-time Review [ Third Party [] Determination I
[ ] Amendment to PMA D Other (specify):
&HDE Supplement
D Other
IDE Humanitarian Device Class |l Exemption Petition Evaluation of Automatic Other Submis:
Exemption (HDE) Class lll Designation
D Original Submission [___] Qriginal Submission |:| Qriginal Submission I:] o (De No.vo.} |:] 513(g)
[:| Amendment [:I Amendment |:| Additional Information |:| Orlg-|r.'|al Subm|ssmf1 D Other
O] Supplement [ Supplement Additional Information (describe subn
[ Report
D Report Amendment

Have you used or cited Standards in your submission? |:| Yes & No (If Yes, please complete Section I, Page 5)

SECTION B SUBMITTER, APPLICANT OR SPONSOR

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 Contact E-mail Address

Regulatory Affairs Principal Tracy.bush{@roche.com; luann.ochs@roche.com

SECTIONC APPLICATION CORRESPONDENT (e.g., consultant, if different from above)

Company / Institution Name

Division Name (if applicable) Phone Number (including area code)
Street Address FAX Number (including area code)
~y
\C

QY



City

State / Province

ZIP/Postal Code

Country

Contact Name

Contact Title

Contact E-mail Address

B



SECTION D1

REASON FOR APPLICATION - PMA, PDP, OR HDE

] withdrawal

[ Additional or Expanded Indications

D Request for Extension

|:| Post-approval Study Protocol

[:] Request for Applicant Held

|___|Request for Removal of Applicant Hold

|:] Request to Remove or Add Manufaciuring Site

|:| Change in design, com'pbnem.‘or '
specification:
D Software / Hardware
[] color Additive
[ material
|:| Specifications
[:] Other (specify below)

QOther (specify below}

|:| Location change:
[:] Manufacturer
D Sterilizer
D Packager

D Process change:
|:] Manufacturing
D Sterilization
D Packaging
D Other (specify below)

D Response to FDA correspondence:

D Labeling change:
I:| Indications
[:l Instructions
D Performance
[] shelf Life
|___] Trade Name
D Other {specify below)

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

D Change in Ownership
D Change in Correspondent
|:| Change of Applicant Address

[:I Other Reason (specify):

SECTION D2

REASON FOR APPLICATION - IDE

D New Device

D New Indication

[C] Addition of Institution

D Expansicn / Extension of Study
[] IRB Certification

[:l Termination of Study

D Withdrawal of Application

D Unanticipated Adverse Effect
l:] Notification of Emergency Use
I:] Compassionate Use Request
I:I Treatment |IDE

l:] Continued Access

Request for Removal of Applicant Hold

D Change in:
|:| Correspondent / Applicant
|:| Design / Device
|:| Informed Consent
D Manufacturer
[:| Manufacturing Process
[:] Protocol - Feasibility
D Protocol - Other
D Sponsor

D Repert submission;
[:] Current investigator
|:| Annual Progress Report
D Site Waiver Report

|:| Final

D Repose to FDA Letter Concerning:
|:| Conditional Approval
D Deemed Approved
D Deficient Finat Report
D Deficient Progress Report
D Deficient Investigator Report
]:I Disapproval

D Request Extension of
Time to Respond to FDA

I_:] Request Meeting
D Request Hearing

Manufacturer

D Other Reason (specify):

AW



SECTION D3 REASON FOR SUBMISSION - 510(k)

D New Device |E Additional or Expanded Indications [:] Change in Technology

D Other Reason (specify):

KX



SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

Product codes of devices to which substantial equivalence is claimed

Summary of, or statement conc

1 GJIS 2 3 4

safety and effectiveness info

@ 510 (k) summary attached

D 510 (k) statement

Information 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 1| Roche Diagnostics
2 2 2
3 3 3
4 4 4
5 5 5
6 6 6

SECTIONF PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification

Prothrombin time test

<+!| Trade or Proprietary or Model Name for This Device

| Model Number

CoaguChek® XS System

-

5

FDA document numbers of all prior related submissions (regardiess of outcome)

1 2 3 4
K060978

oy



Data Included in Submission

D Laboratory Testing [:] Animal Trials |:| Human Trials
SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Section (if applicabie) Device Class
GJS 21 CFR 864.7750 [ Class | [ Class 1

I:] Class Il |:| Unclassified

Classification Panel

Hematology

Indications (from labeling)

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

1



or 2891a Davice Establishment Registration form.

E] Qriginal

[Jadd  [] Delete 9610126

Note: Submission of this information dees not affect the need to submit a 2891

FDA Document Number (if known}

SECTION HMANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

FDA Establishment Registration Number

Manufacturer D Contract Sterilizer
|:| Contract Manufacturer D Repackager / Relabeler

Company / Institution Name

Roche Diagnostics GmbH

Establishment Registration Number

9610126

Divisicn Name {if applicable)
Professional Diagnostics

Phone Number (including area code)

( 317 )521-3742 (inthe U.S.)

Street Address
Sandhofer Strasse 116

FAX Number (including area code)

( 317 )521-2324 (in the U.S.)

City
Mannheim

State / Province ZIP/Postal Code Country

D-68298 German

Contact Name

Jennifer Tribbett (in the U.S.)

D Original

[Jadd [ Delete

FDA Establishment Registration Number

Contact E-mail Address

Jennifer.tribbett@roche.

Contact Title
Regulatory Affairs Principal

D Contract Sterilizer
D Repackager / Relabeler

|:| Manufacturer
|:] Contract Manufacturer

Cempany / [nstitution 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

D Original
(Jadd [ pelete

FDA Establishment Registration Number

Contact Title

Cortact E-mail Address

|:| Manufacturer E] Contract Sterilizer
D Contract Manufacturer |:| Repackager / Relabeler

Company / Institution Name

Establishment Registration Number

Division Name (if applicable)

Phone Number (including area code)

joe



Street Address FAX Number (inciuding area code)
City State / Province ZIP/Postal Code Country

Contact Name

Contact Title

Contact E-mail Address




SECTION | UTILIZATION OF STANDARDS

Standard”
statement.

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

Organization

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
Crganization
3
Standards No. Standards Standards Title Version Date
Organization
4
Standards No. Standards Standards Title Version Date
Organization
5
[ Standards No. Standards Standards Title Version Date



Standards No. Standards Standards Title Version Date

Organization

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 o, a collection of information unless it displays a currently valid OMB control

105



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 1

Roche response

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.

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.

1ot



CoaguChek’ XS
System

Professional

Training Manual

for Self-Testing
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Introduction

Introduction Roche Diagnostics is pleased to present this guide to assist you in training individuals in the
use of the CoaguChek® 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

* aguide to selecting appropriate individuals to participate in self-testing
+ a suggested outline for the training class

+ Skilts 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 acguiring a

Meters for Users CoaguChek XS System far 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 complele a training program offered through an approved Roche
distributor.
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Overview of Warfarin Therapy and the CoaguChek XS System

The CoaguChek XS System from Roche Diagnostics measures blood-clotting time for people who
are taking anticoagulation medicaticns such as warfarin (for example Coumadin®). Warfarin is an
oral anticoagulant that changes the formation of certain bloed 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 commen 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 laberatory or
for venipuncture s 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.



Materials for User Training

Training DVD

CoaguChek XS System
User Manual

Getting Started Guide

Package Inserts

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:

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.

A copy of the manual is provided with each CoaguChek XS Meter. It is intended to be used as an
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.

A Getting Started reference guide is included in each CoaguChek XS System Care Kit. It provides
an easy reference for testing.

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.



User Selection Guidelines

Are specific diagnoses more
appropriate for self-testing?

What persanal characteristics
must the potential user have?

What do | lock for in judging
these characteristics?

What else should | consider?

Which individuals probably
should not self-test?

Is it appropriate to train
a third-party tester?

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.

No, the specific diagnosis is not necessarily indicative of who should or should not self-test.
However, prior to beginning self-testing, users should be stabilized on anticoagutation
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.

The person must be reliable, compliance-oriented, and able to follow instructions.

Consider the following:
+ 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?

Look for motivated individuals who want to take an active part in managing their condition.
Lifestyle factors may be imporiant; people who travel, work, or find it difficult to get to the
laboratory may be especially motivated to learn self-testing.

+ Itis up to the attending physician to determine which individuals are eligible for self-testing.

+ Refer to the test strip package insert for current limitations of procedure.

Motivated parents of children who need testing or caregivers for ather individuals (for example,
a spouse) may be trained. The caregiver should be screened using the same criteria.

[lo



3 User Selection Guidelines

Once the potential user has
passed the initial screening,
whiat do we do next?

Clinical Study Information

Explain to the person in general terms what will be involved and provide an opportunity to ask
questions. If he or she expresses interest, send a copy of the training DVD home or show it in the
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.

A clinical study was conducted by Roche Diagnostics consisting of four visits Lo 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.

Demographic Nurmher Percent
Total number of users a1 100%
Caregivers 4 4.4%
Males 51 56%
Females 40 44%
Age range 32-89 100%
Mean Age 64 years N/A
Age 85 - 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 1 - 2 years 22 26.2%
On warfarin 3 - 5 years 23 25.3%
On warfarin > & 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 heast conditions 6 6.6%
Other clotting disorders 10 1%
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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:

Reason for Drop-Out # of Subjects
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

SACTERISTICS

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
heglthcare 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, Intercept=0.0 and
Correlation Coefficient=0.977. This study shows that trained users are able to obtain resulis 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 bicod results was calculated
for both trained users and healthcare professionals. The following results were obtained:

User Professional
Results Results

N 214 249

Mean 257 252

SD 0.13 Q.13

cv 5.13 5.36



3 User Selection Guidelines

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:

Visit 1
Error 6 Test Strip Interference 0.8% 0.9% 0.5% 0.7%
Error 5 Blood Application 37% 23.9% 18.9% 25.2%
Error 4 Test Strip Unusable 0.8% 0.0% 2.8% 1.1%
Error 000  Time Exceeded 1.50% 1.3% 0.0% 1.0%
ErorQC  Quality Control Failure 1.1% 0.0% 0.0% 0.4%
Unknown Error 1.1% 0.0% 0.5% 0.6%

e
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Training Users for Self-Testing

SUPPLIES
CoaguChek XS Testing
Supplies

(one set for each trainee
plus one for demonstration)

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 (rainees 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 System Care Kit, consisting of:
+ CoaguChek XS Meter
+ 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® Soficlix lancet device and lancets

+ CoaguChek XS System Training DVD

* CoaguChek XS Test Kit, consisting of:
+ A container of test strips
+ Atest 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 109 bleach solution (1 part bleach to
9 parls 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
* DVD 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

CoaguChek XS System Introduction and Overview of Training Session 5 minutes
CoaguChek XS System Training VD 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 Skifls Checkiist) 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

D s




Training Users for Self-Testing 4

Introduction and Overview of
Training Session

CoaguChek XS System
Training DVD

Review of CoaguChek XS
System and Operating
Guidelines

1. Explain the importance of regular PT/INR testing.

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.)

Show the 15-minute Training DVD, which gives an overview of the testing procedure, built-in
quality control testing, and maintenance.

1. Review components of the CoaguChek XS Meter
» Display panel
+ M (memory} button
+ ON-OFF button
+ Test strip guide cover
+ Test strip guide
+ Battery compartment cover
+ Code chip siot
« SET button

» Data port

2. Review conlents 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 10% to 85% relative humidity, without condensation.
+ Avoid bright sunlight.

+ Operate the meter on a flat surface, free of vibrations.
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ll' 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 fer contraindications.

Review System Set-Up 1. The CoaguChek 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 Lest 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 dispasable gloves to prevent contact with the blood sample.
of Skifls 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 setling
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Training Users for Self-Testing 4

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 o 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 technigues until the fingertip has good color.

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

+ The cotrect 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.
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4 Fraining Users for Self-Testing

* Hold the blood drop to the test strip until the meter beeps. The flashing blood drop
syrmbol 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 lest, 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 autematically 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 punciure-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 fo 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 fellow-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 QG fiash on the meter's display. When the guality
control test is finished, a check mark () appears following the letters QC. Then the meter
continues to run the blood test.
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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, jook 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 Jooks dirty or each time he or she opens & 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 8 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 tumned 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.

o



4 Training Users for Self-Testing

THE TRAINEES

—

. Complete the Skills Checkfist, 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 Checkiist and Knowledge Test master forms can be copied as needed and are included
in the back of this manual.

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.

LOW-UP YISHTS

Remind all trainees they are required to retum for two follow-up visits where they will demonstrate
their knowledge of self-testing with the CoaguChek XS System.
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Proficiency Checks

After completing the training class and beginning self-testing, users should be monitored
periodically by a trained healthcare professional to be sure their testing technigue is correst 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
g-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 3004; 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.

R



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.
« Skilfs Checklist
* Knowledge Test
* Answer Key

+ Certificate of Compietion
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User Assemble Equipment

User Reviews Procedure

Performs Test Procedure

Page 10f 2

P
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Trainer should check each activity as it is demonstrated or described.

d CoaguChek XS meter

(1 Container of test strips

O Test strip code chip

J ACCU-CHEK Softclix lancet device and lancet

[ States when coding is needed
O Turns meter off before inserting or removing code chip
(I Removes old code chip if one is installed

[ Inserts new code chip until it snaps into place

1 Properly prepares lancet device

O Turns meter on

U Inserts test strip

(J Obtains blood sample correctly

J Applies blood to test strip correctly
X Reads result

J Records result

J Tries to correct any problem should there be an error message, using the solutions described
in the user manual

A Is aware of the 24-hour Technical Service number at 1-800-428-4674 if problem persists

J Properly discards used test strip and blood-drawing supplies

COAGUCHEK, ACCU-CHEK, SOFTCLIX and COAGUWIPE are

trademarks of Roche.

©2006 Roche Diagnostics. All rights reserved.
573-34375
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Recalls Results from Memory [ Correctly recalls results stored in memory

Problem Solving ' Refers to Error Messages in the user manual when a problem occurs

Cleaning [ States minimum cleaning frequency
(J Demonstrates exterior cleaning procedure as stated in the user manual

[ Properly cleans test strip guide

Battery Replacement (d 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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i

Mark “T” if the statement is true and “F” 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 reparting 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?

COAGLICHEK is a trademark of Roche.

©2006 Roche Diagnostics. All rights reserved.
573-34375
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COAGUCHEK is a trademark of Roche.

©2006 Roche Diagnostics. All rights reserved.
573-34375

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 s it important to apply blood to the test strip within 15 seconds of sticking the finger?

Trainee Name:

Training Date:

Training Site:

Trainer Name:;

Trainer Signature: Date:
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COAGUCHEK is a trademark of Roche.

©2008 Roche Dragnestics. All rights reserved.
573-34375

For CoaguChek XS System Knowledge Test

1.T
27T
T

4. F - The sample must be applied to the test strip within 10 minutes of removing the strip
from the container.

5T
B.T
7. F - If the built-in quality control does not pass, a flashing “QC” will appear on the display.
8.7
9T
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 solutien or 70% isopropy! 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 farge
enough drop of blood. When applying blood to the test strip, massage your finger until you
have a good blood drop and held 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 lo continue the testing process.

15. After 15 seconds your blood may begin to clot, which could lead to an incorrect result.
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CoaguChek XS
System

i
i

Certificate of Completion
presented to

for successfully completing Self-Testing training on the

CoaguChek® XS System

Dated:

Certified Training Consultant

COAGUCHEK is a trademark of Roche.

©2006 Roche Diagnostics, All rights reserved.
573-34375
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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.




CoaguChek” XS

PT Test
@i/‘

Test Strips and 1 Code Chip
PERSONAL USE

Purpose

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 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.

Caution: These test strips are for use
outside the body only. Do not eat the
test strips.

Before You Start Testing

If you are new to the CoaguChek XS
System, watch the CoaguChek XS Sysiem
Video and read the CoaguChek

XS System Getting Started guide

before testing.

Storing the Test Strips

Store the test strips in their container, with
the cap closed. You can store the test strips
at room temperature {18-32°C or 65-90°F) or
in the refrigerator (2-8°C or 36-46°F). When
stored properly, the test strips can be used
until the expiration date printed on the test
strip container.

Throw the test strips away if they are past their
“Use By” date.

Handling the Test Strips

When you are ready to test, remove 1 test
strip from the container. Close the container
tightly.

You must use the test strip within 10 minutes
of removing it from the container. Otherwise,
you may get an error message and you will
have to repeat the test.

Step 1: Getting Ready to Test
Gather supplies:

 CoaguChek XS Meter
» Container of CoaguChek XS PT Test Strips
« Test Strip Code Chip
« ACCU-CHEK* Softclix Lancet Device
and Lancet

i
|
i
;
i

il

“

.

4
?

Put the meter on a flat surface, iike a table
or countertop, that will not vibrate or move
during testing. Movement can result in an
efror message.

If you are using test strips from a new,
unopened box, you will need to change the
test strip code chip. The 3-number code
on the test strip container must match the
3-number code on the code chip. To install
the code chip, follow the instructions in the
Code Chip section of the CoaguChek XS
System User Manual.
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Step 2: Testing Blood from

a Fingerstick

Getting a Good Drop of Blood

Increasing the blood flow in your finger will
help you get a good drop of blood. Before you
lance your finger, try the following technigues
until you see that your fingertip has goed
color:

« Warm your hand by holding it under your
arm, using a hand warmer, and/or washing
your hand with warm water.

+ Hold your arm down to the side so that your
hand is below your waist,

+ Massage your finger from its base.

* If needed, immediately after lancing, gently
squeeze your finger from its base to
encourage blood flow.

Procedure
1. Wash your hands with warm, soapy water.
Dry completely.

2. Take a test strip out of the container. Close
the container tightly.

3. Insert a test strip as far as you can into the
meter. The meter turns on.

4. Confirm that the number displayed matches
the number on the test strip container, then
press M. If the numbers are different, make
sure you are using the code chip that came
with the test strips you are using. If they still
do not match, call the Roche Diagnostics
Technical Service Center at 1-800-428-4674,
24 hours a day, 7 days a week.

5. An hourglass appears as the meter warms
up, which takes about 30 seconds.

6. When the meter is warmed up, a flashing
test strip and blood drop symbol appear and
the meter begins a countdown. You have
120 seconds to apply biood to the test strip.

7. Use the lancet device to perform a fingersticl
Set the penetration depth to 5. See the
CoaguChek XS System User Manual for more
information. After sticking your finger, you
have 15 seconds to apply blood to the test
strip. If it takes longer to form a good drop of
blood, lance a different finger for the test.

8. The meter must be on a table. Apply 1 dro
of blood fo the side of the test strip.

o /t's important to hold the blood drop to
the test strip until you hear a beep. R

~
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. You'll see the hourglass when the blood test
begins. Then, pull your finger away from the
test strip.

Remember to apply only one drop of blood—
don’'t add more. Do not touch or remove the
test strip when a test is in progress.

The resuft appears in about 1 minute.

10. Record the result on the CoaguChek XS
System Prothrombin Time Self-Testing Log
Book. Call your doctor with the test result.

11. Properly dispose of the used lancet and
test strip.

12. Turn the meter off,

If you need to redo a test, use a new lancet, a
new test strip, and a different finger.

Additional Information

The CoaguChek XS Systern User Manual
contains mare information. If you need
technical help, call the Roche Diagnostics
Technical Service Center at 1-800-428-4674,
24 hours a day, 7 days a week.

Very Low or Very High Test Results

The CoaguChek XS PT test strips provide
test results if the INR value is hetween 0.8
and 8.0. If the meter displays < (less than)
0.8 or > (greater than) 8.0, repeat the test.
If, when you repeat the test, you get the
same display (either < 0.8 or >> 8.0),

call your doctor.

< Of. o= 80.

()
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Error Messages

If you see Error 7, repeat the test. Be sure to
apply the blood drop to the test strip within
15 seconds of sticking the fingertip. If you
still get Error 7, call the Roche Diagnostics
Technical Service Center at 1-800-428-4674.
If the meter displays any other error message,
refer to the Error Messages section of the
CoaguChek XS System User Manual.

ic:00 12-30-05

error

Built-ln Controls

The CoaguChek XS System has built-in
quality control functions in the meter and
test strips. The 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 controis. For
mare information about the built-in quality
control functions, see the CoaguChek XS
System User Manual.

Performance Characteristics

Measuring Range: The CoaguChek XS PT
System has a PT 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 bath were using the CoaguChek XS
System. The correlation was very good, as
indicated by the following statistics: N=463,
Slope=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.

Study User Demographics: 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
patients completed at least one visit after
Visit 1. The following table outlines the
demographic information for the trained users
who completed at least one visit after Visit 1.

Demaographic Number  Percent
Total number of users g1 100%
Caregivers 4 4.4%
Males 51 56%
Females 40 44%
Age range 32 -89 100%
Mean Age B4 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-

Eighth grade or less 9 100%
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 - 5years 23 25.3%
On warfarin > 5 years 27 29.7%
Atrial fibrillation 38 41.8%
Valve replacement 25 27.5%
Stroke/stroke prevention 7 77%
DVT 5 5.50%
Other heart conditions 6 6.6%
Other clotting disorders 10 11%




There were 107 patients enrolled. A total of 88
patients completed all four visits to the site.
The reasons for drop-outs were as follows:

Reason for Drop-Out # of Subjects

Felt it was too stressful 2

Didn't have time

Didn't want tc use meter on his own

Didn't think he could learn to use meter

Was having knee surgery

e B R

Study terminated prior to Visit 4

Unknown 7
Disqualified due to target INR range
outside of study protocol 3

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

Ccv 513 . 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.

Limited Warranty

Roche Diagnostics warrants that your
CoaguChek XS PT test strips will be free from
defects in materials and workmanship until the
product expiration date printed on the label if
the test strips are used and stored in the
manner described in this package insert and
in your CoaguChek XS System User Manual.

If, prior to the expiration date of the test strips,
there is a defect in materials or workmanship,
Roche Diagnaostics will replace the test strips
free of charge. Your sole and exclusive remedy
with respect to the strips shall be replacement.
Any warranty claim should be directed to the
Roche Diagnostics Technical Service Center at
1-800-428-4674.

THE ABOVE WARRANTY IS EXCLUSIVE OF
ALL OTHER WARRANTIES, AND ROCHE
DIAGNOSTICS MAKES NO OTHER
WARRANTIES, EXPRESS OR IMPLIED,
INCLUDING WITHOUT LIMITATION THE
IMPLIED WARRANTY OF
MERCHANTABILITY OR FITNESS FOR

A PARTICULAR PURPOSE. IN NO EVENT
SHALL ROCHE DIAGNOSTICS BE LIABLE TO
THE PURCHASER OR ANY OTHER PERSON
FOR ANY INCIDENTAL, CONSEQUENTIAL,
tNDIRECT, SPECIAL OR PUNITIVE DAMAGES
ARISING FROM OR IN ANY WAY
CONNECTED WITH THE PURCHASE

OR USE OF THE TEST STRIPS. NO
WARRANTY OF MERCHANTABILITY OR
FITNESS FOR A PARTICULAR PURPOSE, IF
ANY IS IMPLIED FOR THE SALE OF THE TEST
STRIPS, SHALL EXTEND FOR A LONGER
DURATION THAN THE EXPIRATION DATE

OF THE TEST STRIPS.
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The following U.S. patents have been granted or are pending for the CoaguChek
XS Bystem (meter and test strips): 6,662.439; 7073,246; 2005/0103624;
6,881,378; 6,207000; 2005/0214171; 2005/0123441; 6,645.368; 2004/0157339;
2005/0129574; 2005/0135968

COAGUCHEK, ACCU-CHEK and SOFTCLIX are trademarks of Roche.
All other product names and trademarks are the property of their
wmwﬂmna?m owners.

Manufactured for:
Roche Diagnestics
9115 Hague Road
Indianap N 46256

2006 Roche Diagnostics. All rights reserved.
973-34543-1206



Indications for Use

510(k) Number (if known):
Device Name: CoaguChek® XS System for Patient Self-Testing

Indications For Use:

The CoaguChek XS System measures biood-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 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)
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FDA Question 3

Question 3

Roche response

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.

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.

e 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.
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Pages 241 through 243 redacted for the following reasons:

Technical Data, b4



Introduction

1) Submitter
name, address,
contact

2) Device name

3) Predicate
device

4) Device
Description

510(k) Summary

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.

Roche Diagnostics Corporation

9115 Hague Rd.

Indianapolis, IN 46250

Contact Person: Tracy Bush/ Luann Ochs

Date Prepared: December 4, 2006

Proprietary name:  CoaguChek® XS System
Common name: Prothrombin time test
Classification name; Prothrombin time test

The Roche Diagnostics CoaguChek XS System (patient self-testing) is
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.

The CoaguChek XS is a 3" 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.

M2



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):

sFactor Sensitivity
sHeparin Sensitivity
sHematocrit Effect
eInterfering Substances
sNormal Range
+Measuring Range
oTest Strip Stability
sIntegrated Quality Control
e[nstrument Failsafes
o(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.




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 X8
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
CvV 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.

)



FDA Question 4

Question 4 (b)Y (4),

Roche response

(b) (5)

(b)(4), (b)(5)
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FDA Question 5

b) (4),
Question 5 (079

Roche response

(b) (5)

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



(b) (4),

(b) (9)

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

WX



FDA Question 6

Question 6 (b)(4), (0) (5)

(b)(4), (b)(5)
Roche response

WY



FDA Question 7

b) (4), (b)(5
Question 7 (b)(4), (D) (5)

Roche response (b)(4), (b)(5)
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FDA Question 8

Question 8

Roche response

(0) (4),

(0) (5)

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

(b) (4),

(B) (5)

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




Pages 253 through 255 redacted for the following reasons:

Technical Data, b4



FDA Question 9

Question 9 (Y4,

Roche response

(b) (5)

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

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

(b)(4), (b)(5)
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FDA Question 10

Question 10 (b)(4), (b)(5)

Roche response

(b)Y (%), (b)(5)

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

(b)(4), (b)(5)
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(0)(4)

(b)(4)

y

Diagnostics

(b)(4)

(b)(4)

(b)(4)

(b))
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Pages 259 through 275 redacted for the following reasons:

Technical Report, b4



Near Patient Testing — Evaluation of NPT

Report

Reliability Test Report_CC-X5_AHein
(D)%) o)) ! PO
CoaguChek XS (0/1 Series)

Report

(b) (4)

(b)(4)

CoaguChek XS (0/1 Series)

Version 1.0 [01.09.2005]

Note:

This document is a translation of the German original document,
File: PB058510.doc "Dauertest Gerét”.

The translation is carried out by RWS Group GmbH Berlin,
a worldwide leading company for professional translations.

Version 1.0 [01.09.2005)

Page 1 of 9
++ + Original for signature +++

eu



Pages 277 through 297 redacted for the following reasons:

Technical Report, b4



Memo

Diagnostics

To: Dr. Fiillemann
Copies:
From: Andreas Heinrich Bldg 072/ 3.5.3
' Tel. 0621 / 759-4528
Fax 3009
Date: 22 November 2006

CoaguChek X8: Verification (4 th)(s)

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

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

(0) () ®)6) | | . 1

Al




FDA Question 11

Question 11 (o) (4), () ()

Roche response

(b)(4), (b)(5)
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Cffice 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 1f 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/a02-01.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.gov/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
Divigion of Small Manufacturers International and Consumer Asgistance
(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

2



062925/ 32

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

Form Approval

OMB No. 8010-0120

Expiration Date: May 31, 2007.
See OMB Statement on page 5.

Date of Submissicn User Fee Payment ID Number

FDA Submission Document Number (if known)

Tanuary 12, 2006}

SECTION A
PMA

D Original Submission
[:I Premarket Report
[:l Modular Submission
i:l Amendment

r_-[ Report

[] Report Amendment
D Licensing Agreement

n/a

PMA & HDE Supplement
] regutar (180 gay)
[] Special
|:| Panel Track (PMA Only)
D 30-day Supplement
[ 30-day Notice
[:| 135-day Supplement
[:| Real-time Review

I:] Amendment ¢ PMA
&HDE Supplement

[:] QOther

PDP
[] original PDP
|:| Notice of Completion
D Amendment to PDP

TYPE OF SUBMISSIO

K062925

510(k)
D Criginal Submission:
|:| Traditional
[:] Special
D Abbreviated (Complete
section |, Page 5)

X Additional Information
] Third Party

Meeting
[ Pre-510(K) Me
{_] Pre-IDE Meetin
] Pre-PMA Meeti
[] Pre-PDP Meeti
[ ] Day 100 Meetir
[:] Agreement Me:
[:] Determination |
[_] other (specify).

IDE

[:I QOriginal Submission
[:] Amendment
D Supplement

Humanitarian Device
Exemption (HDE)
D Qriginal Submission
D Amendment
D Supplement
|:| Report
|:| Report Amendment

Class Il Exemption Petition

|:| Original Submission
] Additional Information

Evaluation of Automatic
Class Ill Designation
{De Novo)

D Original Submission
|:| Additional Information

Cther Submis:

] s13(g)
[:] Other

{describe subm

SECTION B
Company / Institution Name
Roche Diagnostics

Have you used or cited Standards in your submission?

L—__l Yes E No

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

SUBMITTER, APPLICANT OR SPONSCR

Establishment Registration Number (if known)

1823260

Division Name {if applicable}
Professional Diagnostics

Phane Number (including area code)

( 317 )521-3742

Regulatory Affairs Principal

SECTION C

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 Contact E-mail Address

Tracy.bush@roche.com; luann.ochs@roche.com

APPLICATION CORRESPONDENT (e.g., consultant, if different from above)

Company / Institution Name

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

2y



City

State / Province

ZIP/Postal Code

Country

Contact Name

Contact Title

Contact E-mail Address




SECTION D1

REASON FOR APPLICATION - PMA, PDP, OR HDE

(] withdrawal

|:| Additional or Expanded Indications

|:| Request for Extension

D Paost-approval Study Protocol

[l Request for Applicant Hold

DRequest for Removal of Applicant Hold

D Request to Remove or Add Manufacturing Site

D Change in design, component, or
specification:

D Software / Hardware
[ ] color Additive

D Material

D Specifications

(7] other (specify beiow;

Other (specify below)

D Location change:
Manufacturer

D Sterilizer

D Packager

D Process change:
Manufacturing
|:] Sterilization
[_—_J Packaging
D Other (specify below)

D Response to FDA correspondence:

D Labeling change:
Indications
D Instructions
|:| Performance
] sheif Life
D Trade Name
[:] Other (specify below)

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

|:| Change in Ownership
D Change in Correspondent
D Change of Applicant Address

|:| Other Reason (specify):

SECTION D2

REASON FOR APPLICATION - IDE

D New Device

] New tndication

[ Addition of Institution

D Expansion / Extension of Study
[ ] iRB Cerification

L__] Termination of Study

[] withdrawal of Application

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

D Continued Access

Request for Removal of Applicant Hold

|:| Change in:
[:] Correspendent / Applicant
|:| Design / Device
D Informed Consent
D Manurfacturer
D Manufacturing Process
I:I Protocol - Feasibility
|:| Protocol - Other
D Sponsor

D Report submission:
D Current investigator
|:| Annual Progress Report
|:| Site Waiver Report

D Final

D Repose to FDA Letter Concerning:
I:] Conditional Approval
D Deemed Approved
[_] Deficient Final Report
|:| Deficient Progress Report
D Deficient Investigator Report
[:] Eisapproval

Request Extension of
Time to Respond to FDA

|:] Request Meeting
D Request Hearing

Manufacturer

|:| Other Reason (specify):




SECTION D3 REASON FOR SUBMISSION - 510(k)

D New Device Additional or Expanded Indications [:] Change in Technology

D Other Reason {specify):

S\



SECTION E

Product codes of devices to which substantial equivalence is claimed

ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

Summary of, or statement conc

GIS 2

safety and effectiveness infol

510 (k) summary attached

D 510 (k) statement

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

SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification

Prothrombin time test

510(k) Number Trade or Proprietary or Model Name ‘ Manufacturer
1| K060978 4| CoaguChek XS System 1| Roche Diagnostics
2 2 2
3 3 3
4 4 4
5 5 5
[ 8 6

Trade or Proprietary or Model Name for This Device

%11 Model Number

Py

CoaguChek® XS System

FDA document numbers of all prior related submissions (regardiess of outcome)

1

K060978

2

3

4

27



Data Included in Submission

D Laboratory Testing D Animal Trials D Human Trials
SECTION G FPRODUCT CLASSIFICATION - ARPPLICATION TO ALL ARPPLICATIONS
Product Code C.F.R. Section (if applicable) Device Class
GJS 21 CFR 864.7750 [ class1 3 Class I
Classification Panel D Class I D 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 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.)




or 2891a Device Establishment Registration form.

FDA Establishment Registration Number

] origina 9610126

[Jadd [ Delete

Note: Submissicn of this information does not affect the need to submit a 2891

SECTION HMANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

FDA Document Number (if known}

@ Manufacturer I:I Contract Sterilizer
[:] Contract Manufacturer D Repackager / Relabeler

Company / Institution Name

Roche Diagnostics GmbH

Establishment Registration Number

9610126

Division Name (if applicabie)
Professional Diagnostics

Phone Number (including area code)

( 317 )521-3742 (in the U.S.)

Street Address

Sandhofer Strasse 116

FAX Number (including area code)

( 317 )521-2324 (in the U.S.)

City

Mannheim

ZIP/Postal Code Country
D-68298 German

State / Province

Contact Title

Contact Name

Jennifer Tribbett (in the U.S.)

FDA Establishment Registration Number

D Qriginal
[Jadd [ Delete

Regulatory Affairs Principal

Contact E-mail Address

Jennifer.tribbett@roche.

] Contract Sterilizer
D Repackager / Relabeler

D Manufacturer
D Contract Manufacturer

Company / Institution Name

Establishment Registration Number

Division Name {if applicatle)

Phone Number (inciuding erea code)

Street Address FAX Number (inciuding area cods)
City State / Province ZIP{Postal Code Country

Contact Name Contact Title

FDA Establishment Registration Number
I:] Criginal

(add [ pelete

Contact E-mail Address

|:| Contract Sterilizer
l:] Repackager / Relabeler

|:| Manufacturer
D Contract Manufacturer

Company / Institution Name

Establishment Registration Number

Divisien 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




SECTION |

UTILIZATION OF STANDARDS
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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 o, a collection of information unless it displays a currently valid OMB contro!
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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 1

Question 1

Roche response

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.

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 INR 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

Roche response

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.

The device labeling and HCP manual have been modifed as requested and are
attached.
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CoaguChek’ XS
PT Test

Test Strips and 1 Gode Chip
PERSONAL USE

Purpose

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 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 seli-testing
with the CoaguChek XS System.

Caution: These test strips are for use
outside the body only. Do not eat the
test strips.

Before You Start Testing

If you are new to the CoaguChek XS
System, watch the CoaguChek XS System
Video and read the CoaguChek

XS System Getting Started guide

before testing.

Storing the Test Strips

Store the test strips in their container, with
the cap closed. You can store the test strips
at room temperature (18-32°C or 65-90°F) or
in the refrigerator (2-8°C or 36-46°F). When
stored properly, the test strips can be used
until the expiration date printed on the test
strip container.

Throw the test strips away if they are past their
“Use By" date.

Handling the Test Strips

When you are ready to test, remove 1 test
strip from the container. Close the container
tightly.

You must use the test strip within 10 minutes
of removing it from the container. Otherwise,
you may get an error message and you will
have to repeat the test.

Step 1: Getting Ready to Test
Gather supplies:

» CoaguChek XS Meter
» Container of CoaguChek XS PT Test Strips
« Test Strip Code Chip
« ACCU-CHEK?® Softclix Lancet Device
and Lancet

b

Put the meter an a flat surface, like a table
or countertop, that will not vibrate or move
during testing. Movement can result in an
error message.

If you are using test strips from a new,
unopened box, you will need to change the
test strip code chip. The 3-number code

on the test strip container must match the
3-number code on the code chip. To install
the code chip, follow the instructions in the
Code Chip section of the CoaguChek XS
System User Manual.
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Step 2: Testing Blood from

a Fingerstick

Getting a Good Drop of Blood

Increasing the blood flow in your finger will
help you get a good drop of blood. Before you
fance your finger, try the following techniques
until you see that your fingertip has good
calor:

« Warm your hand by holding it under your
arm, using a hand warmer, and/or washing
your hand with warm water.

+ Hold your arm down to the side so that your
hand is below your waist.

* Massage your finger from its base.

* |f needed, immediately after lancing, gently
squeeze your finger from its base to
encourage blood flow.

Procedure
1. Wash your hands with warm, soapy water.
Dry completely.

2. Take a test strip out of the container. Close
the container tightly.

3. Insert a test strip as far as you can into the
meter. The meter turns on.

4, Confirm that the number displayed matches
the number on the test strip container, then
press M. If the numbers are different, make
sure you are using the code chip that came
with the test strips you are using. If they still
do not match, call the Roche Diagnostics
Technical Service Center at 1-800-428-4674,
24 hours a day, 7 days a week.

5. An hourglass appears as the meter warms
up, which takes about 30 seconds.

6. When the meter is warmed up, a flashing

test strip and blood drop symbol appear and

the meter begins a countdown. You have
120 seconds to apply bload to the test strip.

7. Use the lancet device to perform a fingerstick.
Set the penetration depth to 5. See the
CoaguChek XS System User Manual for imore
information. After sticking your finger, you
have 15 seconds to apply blcod to the test
strip. If it takes longer to form a good drop of

8. The meter must be on a tabie. Apply 1 drof
of blood to the side of the test strip.

d /t's important to hold the blood drop o
the test strip until you hear a beep. B
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9, You'll see the hourglass when the blood test
begins. Then, pull your finger away from the
test strip.

Remember to apply only one drop of blood—
don’t add more. Do not touch or remove the
test strip when a test is in progress.

The result appears in about T minute.

10. Record the result on the CoaguChek XS
System Prothrombin Time Self-Testing Log
Book. Call your doctor with the test resuit

11. Properly dispose of the used lancet and
test strip.

12. Turn the meter off.

If you need to redo a test, use a new lancet, a
new test strip, and a different finger.

Additional Information

The CoaguChek XS System User Manual
contains more information. If you need
technical help, call the Roche Diagnostics
Technical Service Center at 1-800-428-4674,
24 hours a day, 7 days a week.

Very Low or Very High Test Results

The CoaguChek XS PT test strips provide
test results if the INR value is between 0.8
and 8.0. If the meter displays < (less than)
0.8 or > (greater than) 8.0, repeat the test.
[f. when you repeat the test, you get the
same display (either < 0.8 or > 8.0),

call your doctor.

4y
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Error Messages

If you see Error 7, repeat the test. Be sure to
apply the blood drop to the test strip within
15 seconds of sticking the fingertip. If you
still get Error 7, call the Roche Diagnostics
Technical Service Center at 1-800-428-4674.
If the meter displays any other efror message,
refer to the Error Messages section of the
CoaguChek XS System User Manual.

i:00 12-30-05
error

v/

/‘-\

Built-In Controls

The CoaguChek XS System has built-in
quality control functions in the meter and
test strips. The 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. For
more information about the built-in quality
contral functions, see the CoaguChek XS
Systemn User Manual.

Performance Characteristics

Measuring Range: The CoaguChek XS PT
System has a PT 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,
Siope=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.

Results Comparisan: User vs Healthcare Professional

N =463

8 PE:y = 1.000x + 0.0

Sip GI {1.000,1.03)

Int CI {-0.05. 0} o
Conelation = 0.877

User INR
@

a - -
[ 1 2 3 4 5 [ 7 a [ 10

Average Healthcare Prolessional INA

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 Compariscn:  User vs Laboratory Result

N=297
PB:y=1.15dx - 0.2
Sip 1 (1.111,3.158)
<l (-0.3,-08)

7] Comslation = 0.834

“oo

User INR
@

a T T T
0 1 2 a 4 5 6 7 a 9 10

Laboratory INR

Study User Demographics: A clinical

study was conducted by Roche Diagnostics,
consisting of four visits to the clinical site.
Informed consent and randomization occurrec
at Visit 1. Testing began at Visit 2. Ninety-one
patients completed at least one visit after
Visit 1. The following table outiines the
demographic information for the trained users
who completed at least one visit after Visit 1.
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There were 107 patients enrolled. A total of 88
patients completed all four visits to the site.
The reasons for drop-outs were as follows:

Reason for Drop-Out # of Subjects

Felt it was too stressful 2
Didn't have tima

Didn't want to use meter on his own
Didn’t think he could learn to use meter

Was having knee surgery
Study terminated prior to Visit 4

A= === |w

Unknown

Disqualified due to target INR range
outside of study protocal 3

Demographic Number Percent
Total number of users 91 100%
Caregivers 4 440
Males 51 56%
Females 40 44%
Age range 32 -89 1000
Mean Age 64 years N/A
Age 65 - 69 years 16 176%
Age 70 - 74 years 13 14.3%
Age 75 years and up 16 176%
Education Level-

Eighth grade or less 91 100%
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 - Syears 23 25.3%
On warfarin >> 5 years 27 29.7%
Atrial fibrillation 38 41.8%
Valve replacement 25 275%
Stroke/stroke prevention 7 77%
DVT 5 5.50
Other heart conditions 6 6.6%
Other clotting disorders 10 11%

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

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.

Limited Warranty

Roche Diagnostics warrants that your
CoaguChek XS PT test strips will be free from
defects in materials and workmanship until the
product expiration date printed on the label if
the test strips are stored and used in the
manner described in this package insert and
in your CoaguChek XS System User Manual.
If, prior to the expiration date of the test strips
there is a defect in materials or workmanship,
Roche Diagnostics will repiace the test strips
free of charge. Your sole and exclusive remed:
with respect to the strips shall be replacemen
Any warranty claim should be directed to the
Roche Diagnostics Technical Service Center a
1-800-428-4674.

THE ABOVE WARRANTY IS EXCLUSIVE OF D
ALL OTHER WARRANTIES, AND ROCHE =5~
DIAGNOSTICS MAKES NO OTHER
WARRANTIES, EXPRESS OR IMPLIED,
INCLUDING WITHOUT LIMITATION THE
{MPLIED WARRANTY OF MERCHANTABILIT
OR FITNESS FOR A PARTICULAR PURPOSE.
IN NO EVENT SHALL ROCHE DIAGNOSTICS
BE LIABLE TO THE PURCHASER OR ANY
OTHER PERSON FOR ANY INCIDENTAL,
CONSEQUENTIAL, INDIRECT, SPECIAL OR
PUNITIVE DAMAGES ARISING FROM ORI~ -
ANY WAY CONNECTED WITH THE
PURCHASE OR USE OF THE TEST STRIPS.



NO WARRANTY OF MERCHANTABILITY OR
FITNESS FOR A PARTICULAR PURPOSE, IF
ANY IS IMPLIED FOR THE SALE OF THE TEST
STRIPS, SHALL EXTEND FOR A LONGER
DURATION THAN THE EXPIRATION DATE

OF THE TEST STRIPS.

The foliowing U.S. patents have been granted or are pending for the CuaguChek
XS Sysiem {meter and test stips): 5,662,439; 7073.246; 2005/0103624;
6,081,378; 6,207000; 2005/0214171; 2005/0123441; 6,645,368, 2004/0157339;
2005/0129574; 2005/0135968

COAGUCHEK, ACCU-CHEK and SOFTCLIX are trademarks of Roche.

Al other product names and trademaiks are the property of their

respeclive owners.

Manufactured for:
Roche Diagnostics
8115 Hague Road
Indianapalis, IN 46256

©2007 Roche Diagnostics. All rights reserved.
573-35204-0107
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Introduction

Introduction

Obtaining CoaguChek XS
Meters for Users

Roche Diagnostics is pleased to present this guide to assist you in training individuals in the
use of the CoaguChek® 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 Checkiist and Knowledge Test

« Certificate of Compfetion to be given to trainees

« suggestions for refresher training.

If you have questions, please contact the Roche Diagnostics Technical Service Center
1-B00-428-4674, 24 hours a day, 7 days a week, 365 days a year.

Roche Diagnostics uses a network of certified national distributors to assist you with acquiring a
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 Coumadin®). 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 bload 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 sampie 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 1894 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.






Materials for User Training

Training DVD

CoaguChek XS System
User Manual

Getting Started Guide

Package Inserls

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:

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, ruaning 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.

A copy of the manual is provided with each CoaguChek XS Meter. It is intended to be used as an
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.

A Getting Started reference guide is included in each CoaguChek XS System Care Kit. It provides
an easy reference for testing.

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.
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User Selection Guidelines

Are specific diagnoses more
appropriate for self-testing?

What personal characteristics
must the potential user have?

What do | look for in judging
these characteristics?

What else should | consider?

Which individuals probably
should not self-test?

Is it appropriate to train
a third-party tester?

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.

No, the specific diagnasis is not necessarily indicative of who should or should not self-test
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.

The person must be refiable, compliance-oriented, and able to follow instructions.

Consider the following:
+ 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?

Look for motivated individuals who want to take an active part in managing their condition.
Lifestyle factors may be important; people who travel, werk, or find it difficult to get to the
laboratory may be especially motivated to learn self-testing.

» Itis up to the attending physician to determine which individuals are eligible for self-testing.

» Refer to the test strip package insert for current limitations of procedure.

Motivated parents of children who need testing or caregivers for other individuals (for example,
a spouse) may be trained. The caregiver should be screened using the same criteria.
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3 User Selection Guidelinas

dnce the poteitial user has
passed the initial screening,
what do we do next?

Clinical Study Information

Explain to the person in general terms what will be involved and provide an opportunity to ask
questions. If he or she expresses interest, send a copy of the training DVD home or show it in the
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 potentiaf 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 enrolied in a training class.

A clinical study was conducted by Roche Diagnostics consisting of four visits to the cinical 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.

Demographic Number Percent
Total number of users 91 100%
Caregivers 4 4.4%
Males 51 56%
Females 40 45%
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 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 7 770
DvVT 5 5.500
Other heart conditions 6 6.6%
Other clotting disorders 10 1%
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User Selection Guidelines 3

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:

Reason for Brop-Out # of Subjects

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

PERFORMANCE CHARACTERISTICS

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, 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
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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.
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User Selection Guidelines 3

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 257 2.52

SD 013 013

cv 513 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:

Visit 3 Overall
Emor 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 Unusabie 0.8% 0.0% 2.8% 1.1%
Error 000  Time Exceeded 1.5% 1.3% 0.0% 1.0%
frorQC  Quality Control Failure 1.1% 0.0% 0.0% 0.4%
Unknown Error 1.1% 0.0% 0.5% 0.6%







SUEPLIES

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 Checkist.

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. [t may be helpful to have an assistant,

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

CoaguChek XS Testing
Supplies

(one set for each trainee
plus one for demonstration}

« CoaguChek XS System Care Kit, consisting of:
» CoaguChek XS Meter
« 4 AAA batteries
« CoaguChek X8 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

o




[l. Training Users for Self-Testing

Other Supplies * Alcohol wipes
+ Catton balls or tissue

+ Pre-packaged towelettes such as CoaguWipes® or 10% bleach solution (1 part bleach to
9 parts water)

+ Bighazard waste and sharps containers for disposat of supplies and lancets used during practice

« Disposable gloves for instructor and assistants to wear when assisting trainees in
practicing fingersticks

» DVD player
« TV monitor

« Sufficient copies of the class outline, Knowledge Test, Skills Checkiist, |.og Book, Certificate
of Completion, and key sections of the CoaguChek XS User Manual, especially the Error
Messages section

TRAIMING DUTLINE

User Training Topic Time to Present/Practice

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 Samptes (including practice and completion of Skilfs 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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Training Users for Self-Testing ll'

tntroduction 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 Skiffs 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
» 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, 65-80° F (18-32" C).
+ Operate meter with 10% to 85% relative humidity, without condensation.
« Avoid bright sunlight.

+ Operate the meter on a flat surface, free of vibrations.
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4 Training Users for Self-Testing

Review System Set-Up

Testing Fingerstick Samples
(including practice and cempletion
of Skills Check/ist)

» 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.

1. The CoaguChek 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.

Important: If a caregiver assists with the testing procedure, it is recommended that the caregiver

wash hands thoroughly and wear disposable gloves to prevent contact with the blood sample.

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 {ancet. Provide these instructions: Twist off the lancet’s
pratective 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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Training Users for Seli-Testing 4

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 technigues 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 an 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.

s 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.

A




4 Training Users for Self-Testing

Review Built-In
Quality Control

+ 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.

The CoaguChek XS System has built-in quality control functions in the meter and test strips. The
meter automatically runs its own quality control test as part of every blood test, o you never have
to run quality control tests with liquid quality controls.

When the quality control test runs, the letters QG flash on the meter’s display. When the quality
control test is finished, a check mark (v) appears following the letters QC. Then the meter
continues to run the blood test.

| —
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Trairing Users for Self-Testing 4

The built-in quality control helps you know that your test strip has not been damaged. !f 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 anly 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 ringe 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.
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1. Complete the Skills Checkiist, 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 Checkiist and Knowledge Test master forms can be copied as needed and are included
in the back of this manual.

CERTIFICATE OF COMPLETION

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 Systern.

LA




Proficiency Checks

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 Checkiist
+ Knowfedge Test
+ Answer Key

« Certificate of Completian
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User Assemble Equipment

User Reviews Procedure

Performs Test Procedure

Trainer should check each activity as it is demonstrated or described.

(1 CoaguChek XS meter

[ Container of test strips

IJ Test strip code chip

(J ACCU-CHEK Softclix lancet device and lancet

(] States when coding is needed
O Turns meter off before inserting or removing code chip
[ Removes old code chip if one is installed

(X Inserts new code chip until it snaps into place

3 Properly prepares lancet device

[ Turns meter on

[ Inserts test strip

[J Obtains blood sample correctly

(J Applies blood to test strip correctly
J Reads result

1 Records result

[ Tries to correct any problem should there be an error message, using the solutions described

in the user manual

[ Is aware of the 24-hour Technical Service number at 1-800-428-4674 if problem persists

[J Properly discards used test strip and blood-drawing supplies

COAGUCHEK, ACCU-CHEK, SOFTCLIX and COAGUWIPE are

trademarks of Roche.
©2007 Roche Diagnostics. All rights reserved.
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Recalls Results from Memeary [ Correctly recalls results stored in memory
Problem Solving O Refers to Error Messages in the user manual when a problem occurs

Cleaning [J States minimum cleaning frequency
(] Demonstrates exterior cleaning procedure as stated in the user manual

U Properly cleans test strip guide
Battery Replacement [1 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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COAGUCHEK is a trademark of Roche.
©2007 Roche Diagnostics. All rights reserved.

Mark “T" if the statement is true and “F" 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?

®
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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:

©2007 Roche Diagnostics. Al rights reserved.
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For CoaguChek XS System Knowledge Test

1.T
27
3T

4, F - The sample must be applied to the test strip within 10 minutes of removing the strip
from the container.

5T
6.T
7. F - If the built-in quality control does not pass, a flashing “QC” will appear on the display.
8.T
9.7
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 blocd 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 stips
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.
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CoaguChek’ XS
System

Certificate of Completion
presented to

for successfully completing Self-Testing training on the

CoaguChek® XS System

Dated:

Certified Training Consuitant

COAGUCHEK is a trademark of Roche.
©2007 Roche Diagnostics. All rights reserved.





