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Date Summary

Was Prepared: May 11, 2007
Submitter’s
Information: Kendall

a Division of Tyco Healthcare Group LP
15 Hampshire Street

Mansfield, MA 02048

Phone: 508-261-8000

Fax: 508-261-6644

Contact: James Welsh
VP, Regulatory Affairs
Kendall
a Division of Tyco Healthcare Group LP
Telephone: 508-261-8532
Fax: 508-261-8461

NOvV 19 2007

Device Trade
Name: COPA AMD Antimicrobial Wound Dressing

Device Common
Name: Wound Dressing, Antimicrobial

Classification Panel: General and Plastic Surgery

Legally Marketed Devices To Which Substantial Equivalence Is Claimed:

The COPA AMD antimicrobial wound dressing is substantially equivalent to the existing
COPA (Curafoam) polyurethane foam wound dressings in intended use, materials,
physical characteristics, and performance characteristics. The modification attributed to
the predicate device is the addition of PHMB antimicrobial agent to prevent bacterial
penetration and colonization of the dressing.

Substantial equivalence is also claimed to Kerlix AMD and Excilon AMD, absorbent
wound dressings which contain PHBM antimicrobial agent to prevent bacterial
penetration and colonization of the dressing.
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510{k) Premarket Notification
COPA AMD Antimicrobial Wound Dressing

Section B — 510(K) Summary

Device Description:

COPA AMD is a hydrophilic polyurethane foam that is impregnated with
Polyhexamethylene Biguanide Hydrochloride (PHMB), an antimicrobial agent that
protects the dressing from bacterial penetration and colonization.

Intended Use:

COPA AMD dressings are indicated for use in management of post-surgical incisions,
pressure sores, venous stasis ulcers, diabetic ulcers, donor sites, abrasions,
lacerations, 1% and 2™ degree burns, dermatologic disorders, other wounds inflicted by
tfrauma and, as a secondary dressing or cover dressing for packed wounds.

Performance Data: Performance data submitted in support of this 510k included in-vitro
and animal testing.

Broad spectrum activity was demonstrated against 6 organisms including gram positive,
gram negative, and fungal types. Total kill was achieved for 7 consecutive days, with a
daily challenge of >6 log of each organism:

. aeruginosa

. coli

. albicans

. epidermidis

. aureus

. faecalis
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

Rockville MD 20850

NOV T & 2007

Tyco Healthcare LLP

% Mr. James Welsh

VP, Regulatory Affairs

15 Hampshire Street

Mansfield, Massachusetts 02048

Re: K071371
Trade/Device Name: COPA AMD antimicrobial wound dressing
Regulatory Class: Unclassified
Product Code: FRO
Dated: November 2, 2007
Received: November 7, 2007

Dear Mr. Welsh:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class JII (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.



Page 2 — Mr. James Welsh

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

[f you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0115. 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 hitp://www.fda.gov/cdrh/industry/support/index html.

Sincerely yours,
t-b WOYV <’ .+

Mark N. Melkerson | 14 24
Director \
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Indications for Use Statement

510(k) number: K071371

Device Name:

COPA AMD antimicrobial wound dressing

Indications fdr Use:

COPA AMD dressings are indicated for use in management of post-surgical incisions, pressure
sores, venous stasis ulcers, diabetic ulcers, donor sites, abrasions, lacerations, 1** and 2™

degree burns, dermatologic disorders, other wounds inflicted by trauma and, as a secondary
dressing or cover dressing for packed wounds.

Prescription Use X AND/CR Over-The-Counter Use

(Part 21 CFR 807 Subpart D) (21 CFR 801 Subpart C}

Please Do Not Write Below This Line — Contiﬁ On Another Page If Needed

Concurrence of C O Zf Device Evaluation (ODE)

(Division Sign-Off) o
Division of General, Restorative,
and Neurological Devices

510(k) Number lL i l 3 ) Page 1 of 1
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Tyco Healthcare LLP

% Mr. James Welsh

VP, Regulatory Affairs

15 Hampshire Street

Mansfield, Massachusetts 02048

Re: K071371
Trade/Device Name: COPA AMD antimicrobial wound dressing
Regulatory Class: Unclassified
Product Code: FRO
Dated: November 2, 2007
Received: November 7, 2007

Dear Mr. Welsh:

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. ‘

I your device is classified (see above) into either class II (Special Controls) or class IIl (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: régistration 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.



Page 2 — Mr. James Welsh

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
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) 276-0115. 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 Iriternet address http://'www.fda.pov/edrh/industry/support/index.html.

Sincerely yqurs, |
ph NOF* < A

Mark N. Melkerson | 14 by
Director \
Division of General, Restorative
- and Neurological Devices
Office of Device Evaluation
Center for Devices and
. Radiological Health

Enclosure



Indications for Use Statement -

510(k} number: KO71371

Device Name:
COPA AMD antimicrobial wound dressing

Indications for Use:

COPA AMD dressings are indicated for use in management of post-surgical incisions, pressure
sores, venous stasis ulcers, diabetic ulcers, donor sites, abrasions, lacerations, 1* and 2™
degree burns, dermatologic disorders, other wounds inflicted by trauma and, as a secondary
dressing or cover dressing for packed wounds.

PrescriptionUse_ __ x_ AND/OR Over-The-Counter Use
(Part 21 CFR 801 Sut Subpart 9}} . " (21 CFR 801 Subpart C}

[

Please Do Not Write Below This Line.— Cont| On Another Page If Needed

Concurrence of C

N‘v Z:Tivaluanon (ODE) '

(Division Sign-Off)
Division of General, Restorative,
and Neurological Devices

510(1() Number_\L O’) l 9,] ) _ Page 1 -0“'
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' Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Tyco Healthcare Group, LP

% Mr. James Welsh 0CT -3 2007
Vice President, Regulatory Affairs

15 Hampshire Street

Mansfield, Massachusetts 02048

Re: KO071371/81
Trade Name: COPA AMD Antimicrobial Foam Wound Dressing
Dated: September 7, 2007
Received: September 11, 2007

Dear Mr. Welsh:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above. We cannot determine if the device is substantially equivalent to a legally
marketed predicate device based solely on the information you provided. To complete the review
of your submission, we require the following additional information:

32



Page 2 - Mr. James Welsh

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(1) of the
Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your device.

We also considered the burden that may be incurred in your attempt to respond to the
deficiencies. We believe that we have considered the least burdensome approach to resolving
these issues. If, however, you believe that information is being requested that is not relevant to
~ the regulatory decision or that there is a less burdensome. way to resolve the issues, you should
follow the procedures outlined in the “A Suggested Approach to Resolving Least Burdensome
Issues” document. It is available on our Center web page at: :
http://www.fda.gov/cdrh/modact/leastburdensome. html.

You may not market this device until you have provided adequate information described above
and required by 21 CFR 807.87(1), and you have received a letter from FDA.- allowing you to do
so. If you market the device without conforming to these requirements, you will be in violation
of the Federal Food, Drug, and Cosmetic Act (Act). You may, however, distribute this device for
investigational purposes to obtain clinical data if needed to establish substantial equivalence.
Clinical investigations of this device must be conducted in accordance with the investi gational
device exemption (IDE) regulations.

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

- processed as a new 510(k); therefore, all information previously.submitted must be resubmitted
so that your new 510(k) is complete. 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”. 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/mdufnia/guidance/ 1219.html

The requested information, or a requg:ét for an extension of time, should reference youf above
510(k) number and should be submitted in duplicate to: -

33



Page 3 - Mr. James Welsh

Food and Drug Administration

Center for Devices and
Radiological Health

Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

If you have any questions concerning the contents of the letter, please contact Sam Arepalli,
Ph.D., at (240) 276-3555. If you need information or assistance concerning the IDE regulations,
please contact the Division of Small Manufacturers, International and Consumer Assistance at its
toll-free number (800) 638-2041 or at (240) 276-3150, or at 1ts Internet address

http /fwww.fda.gov/cdrh/industry/support/index.html. :

~ Sincerely yours,

Mark Melkerson

Director

Division of General, Restorative
and Neurological Devices

‘Office of Device Evaluation

Center for Devices and
Radiological Health

34



Tyco Healthcare Group, LP 0CT ~ 3 2007
% Mr. James Welsh

Vice President, Regulatory Affairs

15 Hampshire Street

Mansfield, Massachusetts 02048

Re: KO71371/S1
Trade Name: COPA AMD Antimicrobial Foam Wound Dressing
Dated: September 7, 2007
Received: September 11, 2007

Dear M_r. Welsh:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above. We cannot determine if the device is substantially equivalent to a legally
marketed predicate device based solely on the information you providéd. To complete the review
of your submission, we require the following additional information:

35



Page 2 - Mr. James Welsh

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. H, 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/cdrivmodact/leastburdensome. html.

You may not market this device until you have provided adequate information described above -
and required by 21 CFR 807.87(1), and you have received a letter from FDA allowing you to do
s0. [I'you market the device without conforming to these requirements, you will be in violation
of the Federal Food, Drug, and Cosmetic Act (Act). You may, however, distribute this device for
investigational purposes to obtain clinical data if needed to establish substantial equivalence.
Clinical investigations of this device must be conducted in accordance with the investigational
device exemption (IDE) regulations.

It the information, or a request for an extension of time, is not received within 30 days, we will
consider your premarket notification to be withdrawn and your submission will be deleted from
our system. I you submit the requested information after 30 days it will be considered and
processed as a new 510(k); therefore, all information previously submitted must be resubmitted
so that your new 510(k) is complete. Please note our guidance document entitled, “Guidance for
Industry and FDA Staff FDA and Industry Actions on Premarket Notification (510(k))
Submissions: Eifect on FDA Review Clock and Performance Assessment”. The purpose of this
document is 1o assist agency staff and the device industry in understanding how various FDA and
industry actions that may be taken on 510(k)s should aflect the review clock for purposes of
meeting the Medical Device User Fee and Modernization Act. You may review this document at
http:/iwww.tda.gov/edrh/mdufma/guidance/1219.him!

* The requested information, or a request for an extension of time, should reference your above
510(k) number and should be submitted in duplicate to:

¢



Page 3- Mr.:iames Welsh

Food and Drug Administration
Center for Devices and
Radlologlgal Health :
' Document Mail Center (HFZ- 401) '
- 9200 CorporatcBoulevard
Rockvi-lle,-MarYland 20850

7 | If you have any questxons concemmg, s the contents of the letter, please contact Sam Arepalh
: Ph D., at (240) 276-3555. If you need information or assistance concerning the IDE regulations,

please contact the Division of Small Manufacturers, Intemat:onal and Consumer Assistance at its '
<o toll-free number (800) 638- 2041-0r at (240) 276-3150, or at its lnternet address

http //www fda ,qoV/cdrh/mclustrv/support/mdex huml. . ¢ o

*

Sincgfely yo'ii;ré‘;‘ T

‘ Mark Melkerson
Dlrector
_-Dlvlswn of General Restoratwe
and Neuro]oglcal Devices.
Offiée of Device Evaluatlon
Center for Devices and
, Rad1010glcal,H¢alth L
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cc: HFZ-401 DMC
HFZ-404 510(k) Staff
HFZ- 410 (DGRND/PRSB)
DO,

f/t:SArepalli:tim: 10-2-07
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DEPARTMENT OF HEALTH & HUMAN SERVICES ‘ Public Health Service

" Food and Drug Administration

‘JUN 1 1 b7 9200 Corporate Boulevard

Rockville MD 20850

Tyco Healthcare Group, LP

% Mr. James Welsh .

Vice President, Regulatory Affairs
15 Hampshire Street

Mansfield, Massachusetts 02048

Re: K071371 ,
Trade Name: COPA AMD Antimicrobial Foam Wound Dressing
Dated: May 11, 2007 ‘
Received: May 16, 2007

Dear Mr. Welsh:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above. We cannot determine if the device is substantially equivalent to a legally
marketed predicate device based solely on the information you provided. To complete the review
of your submission, we require the following additional information: :




Page 2 - Mr. James Welsh

The deficiencies identified above represent the issues that we believe need to be resolved before
our review of your 510(k) submission can be successfully completed, In developing the
deficiencies, we carefully considered the statutory criteria as defined in Section 513(i) of the
Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your device.

We also considered the burden that may be incurred in your attempt to respond to the
deficiencies. We believe that we have considered the least burdensome approach to resolving
these issues. If, however, you believe that information is being requested that is not relevant to
the regulatory decision or that there is a less burdensome way to resolve the issues, you should
follow the procedures outlined in the “A Suggested Approach to Resolving Least Burdensome
. Issues” document. It is available on our Center web page at:
http://www.fda.gov/cdrh/modact/leastburdensome. html.

You may not market this device until you have provided adequate information described above
and required by 21 CFR 807.87(1), and you have received a letter from FDA allowing you to do
s0. If you market the device without conforming to these requirements, you will be in violation
of the Federal Food, Drug, and Cosmetic Act (Act). You may, however, distribute this device for
investigational purposes to obtain clinical data if needed to establish substantial equivalence.
Clinical investigations of this device must be conducted in accordance with the investigational
device exemption (IDE) regulations.

[f the information, or a request for an extension of time, is not received within 30 days, we will
consider your premarket notification to be withdrawn and your submission will be deleted from
our system. If you submit the requested information after 30 days it will be considered and
processed as a new 510(k); therefore, all information previously submitted must be resubmitted
so that your new 510(k) is complete.’ 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”. 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 '

g\



Page 3 - Mr. James Welsh

The requested information, or a request for an extension of time, should reference your above
510(k) number and should be submitted in duplicate to:

Food and Drug Administration
Center for Devices and

" Radiological Health

Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

If you have any questions concerning the contents of the letter, please contact Sam Arepalli,
Ph.D., at (240) 276-3555. If you need information or assistance concerning the IDE regulations;
p!ease contact the Division of Small Manufacturers, International and Consumer Assistance at its
toll-free number (800) 638-2041 or at (240) 276-3150, or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.html,

A Sincerely yours,

ﬂ’hﬁd Cee % 2(,6_/

%r‘f Mark N. Melkerson

f D1rectqr :
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation

Center for Devices and
‘Radiological Health

52



JUN 117007

Tyco Healthcare Group, LP

% Mr. James Welsh

Vice President, Regulatory Affairs
15 Hampshire Street

Mansfield, Massachusetts 02048

Re: K071371
Trade Name: COPA AMD Antimicrobial Foam Wound Dressing
Dated: May 11, 2007
Received: May 16, 2007

Dear Mr. Welsh:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above. We cannot determine if the device is substantially equivalent to a legally
marketed predicate device based solely on the information you provided. To complete the review
of your submission, we require the following additional information: '

35



Page 2 - Mr. James Welsh

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
deficiencics, 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 lcast burdensome approach to resolving
these issues. f, 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 Burdensomq
Issues™ document. It is available on our Center web page at:
http://www.fda.gov/cdrh/modact/leastburdensome.html.

You may not market this device until you have provided adequate information described above
and required by 21 CFR 807.87(l), and you have received a letter from FDA allowing you to do
so. If' you market the device without conforming to these requirements, you will be in violation
of the Federal Food, Drug, and Cosmetic Act (Act). You may, however, distribute this device for
investigational purposes to obtain clinical data if needed to establish substantial equivalence.
Clinical investigations of this device must be conducted in accordance with the investigational
device excmption (IDE) regulations.

If the information, or a request for an extension of time, is not received within 30 days, we will
consider your premarket notification to be withdrawn and your submission will be deleted from
our system. If you submit the requested information after 30 days it will be considered and
processed as a new 510(k); therefore, all information previously submitted must be resubmitted
so that your new 510(k) is complete. 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”. 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 aflect 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/mdufina/guidance/1219.html

g4



DEPARTMENT OF HEALTH AND HUMAN SERVICES

Page 3 - Mr. ._Farhes Welsh

The requested information, or a request for an extension of time, should reference your above
5 10(k) number and should be submitted in duplicate to:

' Food and Drug Administration
Center for Devices and
Radiological Health

Document Mail Center (HFZ- 401)

9200 Corporate Boulevard

RockVIIIe, Maryland 20850 .

o I[ you have any questions concermng the .contents of the letter, please contact Sam Arepalli,
: Ph. D., at (240) 276-3555. If you need information or assistance .concerning the IDE regulations,
please contact the Division of Small Manufacturers, International and Consumer A351stance atits

tol] free number (800) 638: 2041 or at (240) 276-3150, or dt its Internet address _ : p
i hitp //www fda gov/cdrhhndustry/eupport/mdex himi. . B

. Smcerely yours,: -

MarkN Mclkcrscm e
Director o
Division of General Restoratwe
. and Neurological Devices _
~ Office of Device Evaluatlon .
s -, . Center for Devicesand . .
%o Radiological Health . -
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cc: HFZ-401 DMC
HFZ-404 510(k) Staff
HEZ- 410  Division
D.O.

f/t:SArepalli:tlm:6-8-07

34



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.

May 17, 2007 Rockville, Maryland 20850
TYCO HEALTHCARE GROUP, LP 510 (k) Number: K071371
15 HAMPSHIRE ST. : Received: 16-MAY-2007
MANSFIELD, MA 02048 Product: CopaA AMD
ATTN: JAMES WALSH ANTIMICROBIAL WOUND
: DRESSING

The Food and Dru% Administration (FDA), Center for Devices and
Radiological Health (CDRH), has received the Premarket Notification,

(510(k)), you submitted in accordance with Section 510(k) of the Federal
Food, Drug, and Cosmetic Act{Act) for the above referenced product and
for the above referenced 510(k) submitter. Please note, 1f the 510(k)

submitter is incorrect, please notify the 510(k) Staff immediately. We
have assigned your submission a unique 510{k) number that is cited above.
Please refer prominently to this 510(k) number in all future
correspondence that relates to this submission. We will notify you when
the processing of your 510(k) has been completed or if any additional
information is required. YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL
DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA ALLOWING YOU TO DO SO.

Please remember that all correspondence concerning your submission MUST
be sent to the Document Mail Center (DMC)(HFZ—401? at the above
letterhead address. Corresgondence sent to any address.other than the
one above will not be considered as part of your official 510 (k)
submission.

Please note the following documents as they relate to 510(k) review:

1)Guidance for Industry and FDA Staff entitled, "FDA and Industry Actiomns
on Premarket Notificatlion (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 (MDUFMA). Please review this document at

www. fda.gov/cdrh/mdufma/guidance/1219.html. 2)}Guidance for Industry and
FDA Staff entitled, "Format for Traditional and Abbreviated 510(k)s".
This guidance can be found at www . fda.gov/cdrh/ode/guidance/1567.html,
Pleasé refer to this guidance for assistance on how to format an original
submission for a Traditional or Abbreviated 510(k). 3)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.
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In all 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 CDRH's e-Copy Program, you may replace one paper Copy of
any premarket submission (e.g., 510(k}, IDE, PMA, HDE) with an electronic
copy. For more information about the program, including the formatting
requirements, please visit our web gite at

www. fda.gov/cdrh/elecsub.html.

Lastly, you should be familiar with the regulatory requirements for
medical devices availlable at Device Advice www.fda.gov/cdrh/devadvice/".
If you have questions on the status of your gubmission, please contact
DSMICA at (240) 276-3150 or the toll-free number (800) 638-2041, or at
their Internet address http://www.fda.gov/cdrh/dsma/dsmastaf.html. If°
you have procedural gquestions, please contact the 510(k) Staff at
(240)276-4040.

Sincerely yours,
Marjorie Shulman
Supervisory Consumer Safety Officer

Office of Device Evaluation
Center for Devices and Radiological Health
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RECEWER
Food and Drug Administration )
Center for Devices and Radiological Health
Document Control Center (HFZ-401)
9200 Corporate Boulevard
Rockville, MD 20850

May 11, 2007

RE: 510(k) Premarket Notification for COPA AMD Antimicrobial Foam Wound Dressing
Dear Sir / Madam:

Pursuant to the Section 510(k) of the Food, Drug and Cosmetic Act, as amended, Tyco
Healthcare/Kendall respecifully submits the premarket notification for the above subject
product. Two copies of this premarket notification are enclosed.

A 510(k) Summary is provided in Section B of this premarket notification.

Tyco Healthcare/Kendall considers its intent to market this device to be confidential
information, therefore exempt from public disclosure. Portions of this submission may be
considered to be trade secrets and / or confidential information. These sections, if any, have
been marked as such, and should be treated as confidential even after marketing commences.
Please contact the undersigned at {508) 261-8532 should you have any question. We

appreciate in advance for your consideration of our application and look forward to an
expeditious review and approval.

Sincerely,

James Weilsh \(‘f_é

Vice President, Regulatory Affairs

Tyco Healthcare/Kendall S M
] Enclosure .
~x /
P
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Store: null . Page 1 of 1

Form Approved: OMB No. 0910-51 | Expiration Date. January 31, 2010, See I lions for OMB S 1.
DEPARTMENT OF HEALTH AND HUMAN SERVICES PAYMENT IDENTIFICATION NUMBER:
FOOD AND DRUG ADMINISTRATION Write the Payment Identification number on your che
MEDICAL DEVICE USER FEE COVER SHEET Y

A completed Cover Sheet must accompany each original application or supplement subject to fees. The following actions must be 1aken

to properly submit your application and fee payment:

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

2. Include printed copy of this completed Cover Sheet with a check made payable to the Food and Drug Administration. Remember that
the Payment |dentification Number must be written on the check.

3. Mail Check and Cover Sheet to the US Bank Lock Box, FDA Account, P.O. Box 856733, St. Louis, MO 63185-6733. (Note: In no case
should payment be submitted with the appiication.)

4. Ifyou prefer to send a check by a courier, the courier may deliver the check and Cover Sheet to: US Bank, Attn: Government 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 fo the MDUFMA Fee Payment Instructions at the following URL:
http:/imww.fda.gov/icdrh/mdufma/fags.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.

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME
address, city state, country, and post office code) James Welsh
2.1 E-MAIL ADDRESS
TYCO HEALTHCARE LLP jim.weish@tycohealthcare.com
15 HAMPSHIRE STREET .
MANSFIELD MA 02048 2.2 TELEPHONE NUMBER {include Area code)
us 508-2618532
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
nuik-nul

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/dc/mdufma

Select an application type: 3.1 Select one of the types below
{X] Premarket natification{510(k)); except for third party [X] Original Application

[ ] Biologics License Application (BLA) Supplement Types:

[ ] Premarket Approval Application (PMA) {] Efficacy (BLA)

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

[ ] Premarket Report {(PMR) [] 180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)

[]1YES, I meet the small business criteria and have submitted the required X]I NO, | am not a small business
qualifying documents to FDA
4.1 If Yes, please enter your Small Business Decision Number:

5. 1S THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE
APPLICABLE EXCEPTION.

[] This application is the first PMA submitted by a qualified small business, [] The sole purpose of the application is to support
including any 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 biologics 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 POPULATICN? (If so, the application is
subject 1o the fee that applies for an original premarket approval application {PMA).}

[JYES [X] NO
7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION

- 25-Apr-2007

Form FDA 3601 (0172007}

"Close Window" Print Cover sheet

https://fdasfinapp8.fda.gov/OA_HTML/mdufmaCScdCfgltemsPopup.jsp?vename=James...  4/25/2007 \34
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

FOOD AND DRUG ADMINISTRATION

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

Form Approval

OMB No. 9010-0120

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

Date of Submission
5/11/07

SECTION A
PMA

(] original Submission

[J Premarket Report

(7] Modutar Submission

L_I_, Amendment

[] Report

D Report Amendment

PMA & HDE Suppiement
(] Regular (180 day)
D Special
(] Panel Track (PMA Only)
D 30-day Supplement
D 30-day Notice
D 135-day Supplement

TYPE OF SUBMISSIO
PDP

[ original POP

D Notice of Completion

(3 Amendment to PDP

510(k)

@ Original Submission:
B Traditional
D Special

D Abbreviated (Complete

section |, Page 5)
E] Additiona! Information

FDA Submission Bocument Number (if known)

Meeting
(] Pre-510(K) Meeting
:I Pre-IDE Meeting
(] pre-PMA Meeting
("] Pre-POP Meeting
(7] Day 100 Meeting
Agreement Meeting

[ Licensing Agreement | [ ] Real-time Review (] Third Party [ ] Determination Meeting
[ Amendment to PMA (] other (specify):
&HDE Supplement ;
[] other :
IDE Humanitarian Device Class Il Exemption Petitron Evaluation of Automatic Other Submission *
Exemption (HDE} Class lll Designation
(] original Submission ] original Submission (] original Submission [ org {De qu,) O s13(9)
l:] Amendment D Amendment D Additional information L__] Ong.lt'ml Slubmlssm‘n D Other
O Supplement O Supplement Additional Information {describe submission):
[ report
(| Report Amendment

SECTION 8

Have you used or cited Standards in your submission?

|:| Yes D No

SUBMITTER, APPLICANT GR SPONSOR

(ff Yes, please completa Section i, Page §)

15 Hampshire Street

Company / Institution Name Establishment Registration Number (if known)
Tyco Healthcare LLP 1282497

Division Name (if eppltcable) Phone Number (inciuding area cods)

Kendall ( 508 )261-8532

Street Address FAX Number (inciuding arséa code)

(508 )261-8461

VP, Regulatory Affairs

SECTIONC

APPLICATICN CORRESPCONDENT {e.g., consultant, if different from above)

Company / Institution Name

Jim.welsh@tycohealthcare.com

City State / Province ZIP/Postal Code Country
Mansfield MA 02048 USA
Contact Name

James Welsh

Contact Title Contact E-mail Address

Division Name (if gppiicable) Phone Number (inciuding area code}
( )
Street Address FAX Number (inciuding area code)
( )
City State / Province ZIPfPostal Code Country

Contact Name

Contact Title

Contact E-mail Addrass

FORM FDA 3514 (6/05)

PAGE 1 of 5 PAG?:S

PSC Medua Ars (301) 4432984 « EF

(42

.

02




\N

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

D Withdrawal
D Aadilional or Expanded Indications
D Request for Extension
Post-approval Study Protoecol
E] Request for Applicant Hold
: DRequest for Removal of Applicant Hold
(] Request to Remove or Add Manufacturing Site

D Changle in design, component, or
specification:
D Software / Hardware
[ cotor Agditive
D Material
D Specifications
E] Cther (specify below)

[:l Location change:
D Manufacturer
l:l Sterilizer
D Packager

D Process change:
D Manufaciuring
D Sterilization
D Packaging
[T other (specify beiow)

D Response 1o FDA correspondence:

D Labeling change:
D Indications
|:| Instructions
D Performance
{1 sheif Lite
EI Trade Name
D Cther {spacify below)

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

D Change in Ownershig.a

[] Change in Comespondent
D Change of Applicant Address

[:] Othar Reason (specify):

SECTION D2

D New Device

D New Indication

[ Addition of institution

D Expansion / Extension of Study

[ IRB Certification

D‘Terrnination of Study

D Withdrawal of Application

"] Unanticipated Adverse Effect
Notification of Emergency Use

I:] Compassianate Use Request

D Treatment IDE

D Continued Access

REASON FOR APPLICATION - IDE

D Change in: .
Correspondent / Applicant
D Design / Device
[:l Informed Consert
|:| Manufacturer
D Manufaciuring Process
D Protocol - Feasibility
[_] Protocol - Other
[] Sponsor

D Conditional Approval
D Deemed Approved

D Disapproval

D Report submission:
D Current Investigator
D Annual Progress Report
L—_I Site Waiver Report
D Final

|:| Request Meeting
D Requesl Hearing

D Repose to FDA Letter Concerning:

[ oeficient Final Report
D Deficient Progress Report
D Deficient Investigator Report

D Request Extension of
Time to Respond to FDA

E] Other Reason {specify):

SECTION D3

New Device

REASON FOR SUBMISSION - 510(k)

D Additional or Expanded Indications

|:| Change in Technology

|:| Other Reason (spacify):

FORM FDA 3514 (6/05)

PAGE 2 of 5 PAGES
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SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS
P

roduct codes of devices to which substantial equivalence is claimed Summary of, or statement conceming,
1| NAD 2| KMF 3| EFQ 4 safety and effectiveness information
E 510 (k) summary attached

5 8 7 8 [ 510 () statement

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

].‘ 510(k) Number ! Trade or Proprietary or Model Name ‘ Manufacturer

(e

K946269 1| COPA (Curafoam) Tyco Healthcare LLP

K990530 Kerlix AMD Tyco Healthcare LLP

K011941 Excilon AMD Tyco Healthcare LLP

SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS
Common or usual name or classification
NAD - Occlusive wound dressing

‘ | Trade or Proprietary or Model Name for This Device Model Number

COPA AMD Multiple sizes

5

FDA document numbers of all prior related submissions (regardless of outcome)
1 2 . 3

7 8 9

Data Included in Submission

N E Laboratory Testing E] Animal Trials [:I Human Trials
SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Section (if applicable) Device Class
NAD 878.4020 @ Class | [:' Class Il

Classification Panel [ class ] undlassified
General and Plastic Surgery

Indications (from labeling)

Management of post-surgical incisions, pressure sores, venous stasis ulcers, diabetic ulcers, donor sites, abrasions, lacerations, 1* and g
degree burns, dermatologic disorders, other wounds inflicted by trauma and, as a secondary dressing or cover dressing for packed
wounds. COPA AMD dressings may be used on infected wounds as part of the overall medical treatment where a foam dressing is
indicated for protection of the wound. The barrier function of this wound dressing may help reduce wound infections.

FORM FDA 3514 (6/05) PAGE 3 of 5 PAGES




SECTION D1

{7] withdrawat

U] Additional or Expanded Indications

D Request for Extension

|:| Post-approval Study Protocol

D Request for Applicant Holg

DRequest for Remaval of Applicant Hold

[:' Reques! to Remove or Add Manufacturing Site

REASON FCR APPLICATION - PMA, PDP, OR HDE

D Change in design, component, or D Location change:

specification: D Manufacturer
D Software / Hardware ]:] Sterilizer

1 coter additive ] Packager
] materiat

D Specifications
D Other (specify below)

D Process change:
[} Manufacturing
[_] sterilization
D Packaging
] other (specify befow)

D Labeling change: [:l Repert Submission:

[ indications (L] Annual or Periodic
|:| Instructions I:l Post-approval Study
D Performance |:| Adverse Reaction
(] sheif Lite (] Device Defect

] Trade Name [ ] Amendment

[:I Response to FDA comespondence:

Cth ify bel .
D er {specily beiow) D Change in Ownership

E] Change in Correspondent
D Change of Applicant Address

D Other Reason (spscify):

SECTION D2

[:l New Device

[] New Indication

D Addition of Institution

D Expansion / Extension of Study
] Ire certification

D Tetrnination of Study

[:] Withdrawal of Application

[ Unanticipated Adverse Effect
D Notification of Emergency Use
1 compassionate Use Request
[ ] Treatment iDE

D Continued Access

IDE

REASON FOR APPLICATION -

D Repose to FDA Letter Concerning:
D Conditional Approval
D Deemed Approved
[ oeficient Finat Repant
[ peficient Progress Report
|:] Deficient Investigator Report
D Disapproval

Request Extension of
Time to Respond to FDA

D Request Meeting
Request Hearing

D Change in: .
Correspondent / Applicant
[ pesign / Device
I:I informed Consent
D Manufacturer
{_] Manufacturing Process
] Protocol - Faasibility
[ 1 Protacol - Other
D Sponsor

D Report submission;
Current Investigator
D Annual Progress Report
Site Waiver Repont

D Final

D Other Reason (specify);

SECTION D3

New Device

REASON FOR SUBMISSION - 510(k)

i:] Change in Technology

|:| Additional or Expanded Indications

[:] Other Reason (specify):

FORM FDA 3514 (6/05)

PAGE 2 of 5 PAGES



Note: Submission of this information does not affect the need to submit a 2891
or 2891a Device Establishment Registration form.

SECTIONH
@ Original

FDA Establishment Registration Number
1314412

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

FDA Document Number (if known)

@ Manufacturer D Contract Sterilizer

FDA Establishment Registration Number
D Original .

[Jade  [oekte

D Add D Delete D Contract Manufacturer . E] Repackager / Relabeler
Company / Institution Name Establishment Registration Number S
Tyco Healthcare LLP 1314412 £
Division Name (if applicabls) Phone Number (including area code) B ]
Kendall ( 315 )821-3208 "
“Streot Address FAX Number (including aree coda) v
130 South Main Street ( ) -
City Stale / Province ZIP/Postal Code Country
Oriskany Falls NY 13425 USA
‘Contact Name Conlact Tille Contact E-mail Address T
Bob Klumbach QA Manager robert. klumbach@Tycohealthcare.c

om

(] manufacturer [7] contract Sterilizer
[J contract Manufacturer ] repackager / Relabeler

Company / Institution Name

Establishment Registration Number ¥

Division Name (if applicable) Ptone Number (including area code)
( )
Street Address i FAX Number fincluding area code)
( )
City State / Province ZIP/Postal Code Country &

Contact Name [ Contact Tiie

FORM FDA 3514 (6/05)

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 “Declarstion of Conformnity to @ Recognized Standard”

. statement.
Standards No. Standards Standards Title Version Date
Organization \
10993-1 ISO Biological evaluation of Medical Devices — part 1: 3" Ed 2003
1 Evaluation and testing :
Standards No. Standards Standards Title Version Date
Organization
11135 ISO Validation and routine control of Ethylene Oxide 1994 1994 '
? Sterilization +
Standards No, Standards Standards Title Versicn Date
Organization ! ,‘-
16993-7 ISO ‘Biological evaluation of Medical Devices — part 7: 1" Ed 1995
3 Ethylene oxide sterilization residuals
Standards No. Standards Standards Title Version ‘Date
COrganization -
4
.!T
Standards No. Standards Standards Title Version Date
Organization
5
Standards No. Standards Standards Title Version Date
Organization
B
Standards No. Standards Standards Title Version Date
Organization : y
7

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

Food and Drug Administration
CDRH (HFZ-342)

9200 Corporate Bivd.
Rockville, MD 20850

Fublic reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:

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

:

FORM FDA 3514 (6/05)

[y
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KenDALL 15 HAMPSHIRE STREET, MANSFIELD, MASSACHUSETTS 02048 * (508) 261-8000

510(k) Premarket Notification
COPA AMD Antimicrobial Wound Dressing

Premarket Notification: Truthful and Accurate Statement

| certify that, in my capacity as Vice President, Regulatory Affairs of Kendall, a Division
of Tyco Healthcare Group, LP, | 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 facts have been omitted.

Sng bl

/ James Welsh

S-ll-07
Date




KenDALL 15 HAMPSHIRE STREET, MANSFIELD, MASSACHUSETTS 02048 * (508) 261-8000

510(k) Premarket Notification
COPA AMD Antimicrobial Wound Dressing

Section A — General Device Summary

COPA AMD Antimicrobial Wound Dressing

Date of Submission:

May 11, 2007

Proprietary Name:
Common Name:

Classification Name;

COPA AMD Antimicrobial Wound Dressing

Wound Dressing, Antimicrobial

Dressing, Wound, Occlusive

FDA Product Code: NAD

FDA Device Class : Class |, Not exempt from 510k
per 21CFR 878.9(b)

Establishment Registration

Manufacturing Facility Address: Kendall

FDA Establishment Registration Number:

Sterilization Site:

a Division of Tyco Healthcare Group LP
130 South Main Street
Oriskany Falls, NY 13425

1314412
Sterigenics

84 Park Road
Queensbury, NY 12804

FDA Facility Registration Number: 1319639
Sponsor Information
Sponsor Name and Address: Kendall

FDA Establishment Registration #:

a Division of Tyco Healthcare Group LP
15 Hampshire Street
Mansfield, MA 02048

1282497

.- 069
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KenDALL 15 HAMPSHIRE STREET, MANSFIELD, MASSACHUSETTS 02048 * (508) 261-8000

510(k) Premarket Nofification
COPA AMD Antimicrobial Wound Dressing

Section A — General Device Summary (Continued)

Sponsor Information (continued)

Contact Information: James Welsh
VP, Regulatory Affairs
Kendall
a Division of Tyco Healthcare Group LP
* 15 Hampshire Street
Mansfield, MA 02048
Phone: (508) 261-8532
Fax: (608) 261-8461

Purpose of Submission

The purpose of this submission is to obtain FDA clearance for a polyurethane foam wound
dressing which contains PHMB (Polyhexamethylene Biguanide Hydrochloride) to inhibit
microbial growth within the dressing. This notification includes the appropriate information to
demonstrate substantial equivalence of the proposed device to the legally marketed predicate
device. A 510(k) summary is provided in Section B of this notification.

Indications / Intended Use

COPA AMD dressings are indicated for use in management of post-surgical incisions, pressure
sores, venous stasis ulcers, diabetic ulcers, donor sites, abrasions, lacerations, 1* and 2"
degree burns, dermatolegic disorders, other wounds inflicted by trauma and, as a secondary
dressing or cover dressing for packed wounds. COPA AMD dressings may be used on
infected wounds as part of the overall medical treatment where a foam dressing is indicated for
protection of the wound. The barrier function of this wound dressing may help reduce wound
infections.

The Indications for Use Statement is provided in Appendix 1 of this notification.

Performance Standards

No applicable performance standards pertaining to this device have been issued under section
514 of the Food, Drug and Cosmetic Act.

Predicate Devices

Curafoam Polyurethane Foam Dressings, K946269, cleared 1/12/95

Kerlix AMD Antimicrobial Gauze Dressing K990530, cleared 1/31/00

Excilon AMD Antimicrobial Sponge K011941, cleared 8/22/01

(50



KenDALL 15 HAMPSHIRE STREET, MANSFIELD, MASSACHUSETTS 02048 ® (508) 261-8000

510(k) Premarket Notification
COPA AMD Antimicrobial Wound Dressing

Section A — General Device Summary (Continued)

Substantial Equivalence

The polyurethane foam dressings originally cleared as Curafoam in K946269 are now marketed
under the brand name of COPA. The letters COPA are not an acronym, simply a trademark.
COPA AMD dressings are substantially equivalent to the existing COPA (Curafoam) dressings,
with the only difference being the addition of PHMB as an antimicrobial agent to protect the
dressing from bacterial penetration and colonization. The indications for use of COPA
(Curafoam) dressings are essentially identical to that sought for COPA AMD. The differences
are specific to the antimicrobial component.

The use of PHMB to protect wound dressings from bacterial penetration and colonization was
cleared via K990530 for our company’s Kerlix AMD (cotton) wound dressings and via KO11941
for our Excilon AMD (rayon-polyester) sponges. The indications for use of Kerlix AMD and
Excilon AMD are essentially identical to that sought for COPA AMD. The differences are
attributable to the fabric vs. foam dressing types.

Proposed product configurations

The proposed dressings will be available in a variety of shapes and sizes, ranging from
1 inch diameter round disks, to 6 inch squares. The COPA AMD product will be
available in the same 3 styles as the Current COPA product:
o foam pads (regular) COPA AMD
o foam pads with a liquid impervious film backsheet on one side (COPA AMD
Plus)
o foam pads with an oversized liquid impervious backsheet that includes an
adhesive border (COPA AMD Island).

The dressings will be individually packed in sterile barrier pouches, and will be sold in
boxes of multiple dressings. The product will be sold sterile. There are no accessories
or kit components.

il
191




KenDAI—L 15 HAMPSHIRE STREET, MANSFIELD, MASSACHUSETTS 02048 * (508) 261-8000

510(k) Premarket Notification
COPA AMD Antimicrobial Wound Dressing

Section C- Labels and Labeling

This section contains representative draft labels and Instruction For Use for the new
COPA AMD product. The instruction for use labeling is drafted in accordance with 21
CFR Part 801.

The instructions for use and labeling for the predicate devices are included in this
section for comparison purpose. The instructions for use are common to all styles,
COPA AMD, COPA AMD Plus, and COPA AMD Island. The example package label is
limited to one size of COPA AMD Island, other sizes and styles are essentially
equivalent.

C1) COPA AMD Island (proposed device)

1. Unit Package (pouch) label

2. Carton label (shelf box) label
3. Case (shipment package) label
4. |Instructions for use

C2) COPA Island (K946269)

1. Unit package (pouch) label

2. Carton label

3. Case label

4. Instructions for use (common to all sizes and styles)

C3) Kerlix AMD (K990530)

1. Unit package (pouch) label
2. Carton label
3. Instructions for use (common to all sizes and styles)

C4) Excilon AMD (K011941)
1. Unit package (pouch) label

2. Carton label
3. Instructions for use (common to all sizes and styles)

\5 %
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INSTRUCTIONS FOR USE/ PACKAGE INSERT
corA™ amD™ cora™ amMD™ PLUS, cOPA™ AMD™ ISLAND

™ Trademark of Tyco Healthcare Group LP or its affiliate

™' CONSTANT-CLENS is a trademark of Unilever Supply chain, Inc., and used under license
TYCO HEALTHCARE GROUP LP.MANSFIELD, MA 02048.MADE IN USA

® 2007 TYCO HEALTHCARE GROUP LP.ALL RIGHTS RESERVED. 050719

PRODUCT INFORMATION IN U.S. 1-800-962-9888-www.TycoHealthcare.com

EC REP TYCO HEALTHCFARE U.K. LTD. Gosport PO13 OAS, U.K.

DESCRIPTIGN

COPA™ AMD™ Antimicrobial Foam Dressings provide an ideal moist wound
healing environment for a wide variety of wounds. This highly absorbent, non-
linting dressing is designed to protect and cushion moderate to heavily exudating
wounds. COPA AMD Dressings are semi-occlusive allowing the exchange of
gases such as oxygen and water vapor. The soft flexible nature of the COPA
AMD dressing allows it to conform easily to all body contours. COPA AMD
Dressings are non-adherent, and non-drying, making dressing changes easy and

minimizing pain.

COPA AMD Dressings provide an antimicrobial barrier to bacteria penetration
through the dressing and prevents colonization and proliferation of bacteria within
the dressing for up to seven days. By limiting the microbial growth in wound

exudates, the bioburden load on healing tissue is minimized.

INDICATIONS FOR USE

COPA AMD dressings are indicated for use in management of post-surgical
incisions, pressure sores, venous stasis ulcers, diabetic ulcers, donor sites,
abrasions, lacerations, 1% and 2" degree burns, dermatologic disorders, other
wounds inflicted by trauma and, as a secondary dressing or cover dressing for
packed wounds. It is an ideal dressing in the local management of exudate that
may occur at surgically induced body drainage sites such as tracheostomy, G-
tube, J-tube, Penrose drain, chest tube, nephrotomy tube or sump drain. COPA
AMD dressings may be used on infected wounds as part of the overall medical
treatment where a foam dressing is indicated for protection of the wound. The

barrier function of this dressing may help reduce wound infections.
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INSTRUCTIONS FOR USE/ PACKAGE INSERT
corPA™ AMD™, coPA™ AMD™ PLUS, COPA™ AMD™ ISLAND

PRECAUTIONS

o For external use only

¢ Do not use as a primary treatment for infected wounds

Do not use as a primary treatment for full 3" degree burns
¢ Do not use on patients with known sensitivity to PHMB

¢ Do not use if primary package is damaged.

¢ Do not resterilize

o Single use only

PREPARING THE WOUND SITE
Cleanse the wound area if necessary using a non-toxic cleansing solution such
as CONSTANT CLENS™ or saline. Rinse and dry the wound and surrounding

areas thoroughly before dressing application.

APPLYING THE DRESSING

Select the dressing which will provide a minimum of a 2 inch (5 cm) foam margin
around the edges of the wound. If necessary, cut the dressing to size to ensure a
smooth, continuous fit with the skin surface. (COPA™ AMD™ Dressings should
be applied with the foam side touching the dressing site or with the topsheet
facing up).

Place COPA AMD Dressing directly onto the wound surface and hold in place by
covering with POLYSKIN™ |l Dressing, Kerlix™ or CURITY™ Gauze Bandage
Rolls, TENSOR™ Elastic Bandage, CONFORM™ Stretch Bandage, adhesive
tape or other appropriate secondary dressing. If using COPA AMD Island
Dressings, use of the above mentioned products will not be needed to hold the

dressing in place.

FREQUENCY OF CHANGE
The high absorbency and sustained antimicrobial efficacy of COPA AMD

Dressings allows the user to comply with established treatment protocols for

15 %



INSTRUCTIONS FOR USE/ PACKAGE INSERT
coPA™ AMD™, corpA™ amD™ PLUS, COPA™ AMD™ ISLAND

foam dressings, up to one week between dressing changes.. In typical use, the
frequency of changes will depend upon the nature and condition of the wound

and the amount of exudate.

DRESSING CHANGE AND REMOVAL

The COPA™ AMD™ Dressing should be changed when signs of saturation are
visible along the edge of the dressing or whenever good nursing practice
dictates. To change the dressing, remove the securing bandages or tape and
carefully lift COPA AMD Dressing off the wound. COPA AMD Dressings are non-

adherent, non- adhesive, and non-gelling.

DRESSING EXPANSION
COPA AMD Dressings absorb exudate and will expand and ‘grow’ in size due to

the cellular structure of the dressing.

ORDERING INFORMATION

Quantity Quantity

REF Description per Carton per Carton

COPA™ AMD™ Antimicrobial Foam Dressing

55522AMD  2in X 2 in COPA AMD Foam Dressing 10 50
55544AMD  4in X 4 in COPA AMD Foam Dressing 10 50
55566AMD  6in X 6 in COPA AMD Foam Dressing 10 50
55535AMD 3 '%2in X 3 in COPA AMD Fenestrated Foam Dressing 10 50
55511AMD 1” Diameter COPA AMD Fenestrated Foam Dressing 10 50

COPA™ AMD™ PLUS Antimicrobial Foam Dressing

55544PAMD 4 inx 4 in COPA AMD PLUS Foam Dressing 10 50

COPA™ AMD™ [sland Antimicrobial Foam Dressing

55566AMD  4in X 4 in Pad Size 10 50

55588AMD  6in X 6 in Pad Size 10 50
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Produits antimicrobiens
Antimikrobielle Mittel
Prodotti antimicrobici
Productos antimicrobianos
Antimikrobiella produkter
Antimicrobiéie producten
Produtos antimicrobianos
Antimikrobiset tuotteet
Antimikrobielle produkter
Mpoidvta pe avripuxpofiaxt Spaon
Antimikrobidlni vyrobky
Antimikrobas termékek
AHTUMUKPOGHbBIE NPORYKTEI
Przeciwbakteryjnie produkty
Anti Mikrobik Uriinler

I English

CAUTION: Not intended as a treatment for clinical infection. If signs of dinical
infection are present, consulta physician. KERLIX AMD Dressings can be used in
conjunction with the prescribed therapy.

INDECATIONS: Primary dressing for exuding wounds, first and second degree
burns, surgicat wounds, and wound packing. Securement of primary dressing.

CONTAINS: Polyhexamethylene Biguanide {0.2%).

I francais

ATTENTION : Non indiqué pour le traitement des infections diniques. En cas de
signes d'infection clinique, consulter un médecin, Les pansements KERLIX AMD
sont utilisables en association avec le traltement prescrit,

- INDICATIONS : Pansement primaire pour plaies suintantes, brdlures du premier et
du deuxiéme degré, plaies chirurgicales et remplissage de plaies. {onsolidation de
pansements primaires,

COMPOSITIONS : Polyhexaméthyléne biguanide {0,2 %).

M Deutsch

VORSICHT: Nicht als Behandlung fiir klinische Infektionen vorgesehen.

Bei Anzeichen einer Klinischen Infektion einen Arzt hinzuziehen.

KERLIX AMD-Verbande kinnen in Verbindung mit der verordneten Therapie
verwendet werden.

INDIKATIONEN: Primarverband fiir néssende Wunden, Verbrennungen ersten und
zweiten Grades, Operationswunden und Wundfiiller. Fixierung des
Primgrverbands.

ALT: Polyhexamethylenbiguanid (0,2 %).

1.5, Pat. No. 6,369,289 and pending caunterparts,
* Teademark of Tyco Healthcare Group LP or its affiliate.
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ATTENZIONE: non indicato come trattamente di infezioni diniche. Se sono
presenti segni di infeziont cliniche, consultare il medico. E possibile usare le bende
KERLIX AMD unitamente alla terapia prescritta.

INDICAZIONI: fasciature primarie per ferite con essudato, ustioni di primo e
secondo grado, ferite chirurgiche e tamponamento di ferite, Per fissare le fasciature
primarie.

CONTIENE: pofiesametilene biguanide {0,2%).

N fspaiiol

PRECAUCION: No estd previsto como tratamiento para infeccion clinica. Si hay
signos de infeccian dlinica, consultar al médico. KERLIX AMD Los apdsitos se
pueden usar junte con la terapia prescrita,

INDICACIONES: Apdsito primario para lesiones supurantes, quemadusas de primer
y segundo grado, lesiones quirlrgicas y taponamiento de heridas. Medio para
sujetar el apdsito primario,

CONTIENE: Biguanide polihexametileno (0,2 %).

W Svenska

0BS! £j avsedd som behandling av kliniskt manifest infektion. Vid tecken pd
kiiniskt manifest infektion skail |akare kontaktas. KERLIX AMD forband kan
anvandas i samband med pagdende crdinerad behandling.

INDIKATIONER: Primarforband for vitskande sar, brannskador av forsta och andra
graden, kirurgiska sr och packning av sér. Fastsattning av primarforband.

INNEALLER: Polyhexametylen-biguanid (0,2 %).

PRODUCT INFORMATION IN 11.5. 1-800-962-9888 « www.tycohealthcare,com + [ EC[REP] TYCO HEALTHCARE LLK. LTD. - GOSPORT, PO13 0AS, UK.

978548




s
s e
—":____-—"""'/
— —
e

-d"-’_'—”-'d-

|‘i‘ﬂca [ Healthcare

[(KENDALL

6 Ply-4inx4in(10cmx 10 cm) o
ONTENTS: 2 Sponges Patent Pending >k

|
|
|
|
1
|
dNDICATHONS: For use as primary dressings for IV sites, tracheostromy tube sites, chest tube sites, catheter
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ion within the dressing and inhibit bacterial penetration through the dressing. The bamrier function of the
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|
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Antimicrobial 1.V. Sponges
Antimicrobial Drain Sponges

STERILE E] | v ® ce

Single Use 0123

™Trademarks of Tyco Healthcare Group L.P. orits affiliate.

TYCO HEALTHCARE GROUP LP S MANSFIELD, MA 02048 8 MADE IN U.S A. @ ©2005 TYCO KEALTHCARE GROUP LP ALL RIGHTS
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WOLLEREAU, SWITZERLAND

978547

Antimicrobial L.V. Sponges
Antimicrobial Drain Sponges

INDICATIONS: For use as primary dressings for surgical incisions, lacerations, abrasions,
burns, donor sites, catheter sites, V. sites and central lines. The antimicrobial activity of the
PHMB in EXCILON AMD helps to resist bacterial colonization within the dressing and inhibit
bacterial Fenetration through the dressing. The barrier function of the dressing may help
reduce infections in partial and full thickness wounds, :

CAUTION: Not intended as a treatment for clinical infection. If signs of clinical infection are
present, consult a physician, EXCILON AMD Dressings can be used in conjunction with the
prescribed therapy.

- CONTAINS: Polyhexamethylene Biguanide (0.2%)
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510(k) Premarket Notification
COPA AMD Antimicrobial Wound Dressing

Section D — Device Description

Background

Wound dressings come in a variety of configurations but all achieve the same basic
purpose, to cover and protect the wound from contamination. Key factors in selecting a
wound dressing are the size and type of wound, and the amount of exudate (drainage)
produced. Highly exuding wounds require large amounts of absorptive material and
frequent dressing changes. Minimally exuding wounds such a sutured incision site
require less absorptive capacity, but still need cushioning and protection from
contamination. Dry wounds that require periodic debridement benefit from a moist
wound environment, both to support the healing process, and to minimize the pain of
debridement and dressing changes.

In all cases, providing a wound dressing that is resistant to bacterial penetration and
colonization improves the ability of the dressing to perform the primary intent; to protect
the wound from contamination. This includes contamination from outside sources, as
well as the uncontrolled growth within the wound dressing of organisms that originated
from the wound exudates. By minimizing these sources of external contamination, the
challenge to the body's own defense mechanisms (in fighting wound infection) is
likewise minimized.

Kendall markets a wide range of wound dressings. We have previously introduced
PHMB treated dressings for our cotton dressings (Kerlix AMD — K990530}, and our
nonwoven rayon-polyester cover sponges (Excilon AMD — K0O11941). This submission
extends the AMD technology to our COPA polyurethane foam dressings (K946269).

Polyurethane Foam Dressings

Hydrophilic foam dressings are soft and conform easily to a wound. Because they are
highly absorbent, they may be used on a highly exuding wound where traditional cotton
dressings while highly absorbent are not suitable for direct application to the wound. For
this type of wound, the amount of exudate mandates frequent dressing changes
regardless of the type of dressing used.

The key point that differentiates a foam dressing is that on a moderately exuding wound,
they do not dry out the wound like a traditional dressing. The open cell foam structure
absorbs excess fluid while maintaining a moist environment at the wound surface.

Foam dressings are ideal for chronic wounds such as pressure sores and venous
ulcers, where dressings are changed on a scheduled basis unless the dressing has
become saturated. The high absorbency of a foam dressing reduces the need for
unscheduled changes, improving quality of life for the chronic wound patient. Itis a
common practice to redress chronic wounds on a weekly basis unless fluid
breakthrough has occurred in the interim.

13 oo
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510(k) Premarket Notification
COPA AMD Antimicrobial Wound Dressing

COPA Polyurethane Foam Dressings

Below are diagrams of the COPA product offering, illustrating the three basic dressing
styles.

Plain COPA Foam

(either side may be place against wound)

S PN BRI B P I 3K S I I H I I I
ORI RIS, XX 060050505¢K
ORISR

COPA Foam

Wound Facing Side

PET/ HEF Film

...............
- n‘t' t’:’:’:’:’:‘:’:‘:’:’:
v, 9.9.90.0.0.90.0.0.0.0.0.90

0260070 0 6 0 0 0. 08

COPA Foam > )

jioudEsangice Adhesive Border

COPA AMD Polyurethane Foam Dressings

The addition of the PHMB antimicrobial agent to the foam dressing does not impact the
basic properties of the foam dressing; the only function is to inhibit bacterial growth
within the dressing. As such the appearance is identical to the existing COPA product
line.

Open cell foam dressings are by nature light, and have a very high surface area to
weight ratio. The fluid absorption with a COPA foam dressing (15 ml liquid /gram
dressing) is substantially higher than for a cotton dressing (6 ml liquid / gram of
dressing). The PHMB concentration is expressed based on the dry weight of the
dressing. COPA AMD contains 0.5% PHMB by weight, whereas the predicate device
Kerlix AMD has 0.2% PHMB by weight. In both cases this translates to 0.33mg PHMB /
ml of liquid absorption capacity.
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Materials and Manufacturing

The polyurethane foam is formed by combining a urethane pre-polymer with water. The
reaction cross links the polyurethane, and releases carbon dioxide gas bubbles which
form the foam as the polymer cross links. The process uses a substantial excess of
water to assure complete cross linking, and to provide consistent foam cell size. The
formulation also includes small quantities of surfactants to help maintain a consistent
bubble diameter and resultant foam pore size.

After the foam is formed, it travels through a heat tunnel to evaporate excess moisture.
The dried foam is then die cut into a finished dressing. For COPA AMD plus, the foam
is applied directly to the polyurethane back sheet, no adhesives are utilized. The
mixing, heating, and die cutting occur in an on-line continuous process.

For Island dressings, the die cut COPA AMD dressing is applied to an oversized
adhesive back sheet.

Finished dressings are packaged in a peel pouch, boxed, and ETO sterilized
The table below lists the components of utilized to make both COPA and COPA AMD
foam. After cross linking, the foam forms a 3 dimensional polymer. For COPA AMD,

the PHMB is added during the foaming process so that it is thoroughly dispersed
throughout the foam.

Table 1 Materials of Construction

Component Name % by weight Manufacturer |
- urethane pre-polymer 40.5
USP purified water 58.6 roduced internall
urfactant) 0.3
urfactant) 0.6

Polyhexamethylene Biguanide 5 mg per gm of
Hydrochloride (PHMB) foam dry weight
(a.k.a. Cosmocil CQ)

DO i foan weigh

Polyurethane backsheet (COPA
| AMD Plus) -

Backsheet (COPA AMD Island) —
Urethane Polyester Laminate,

Adhesive border (COPA AMD Island) | 17 mg per gm of
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510(k} Premarket Notification
COPA AMD Antimicrobial Wound Dressing

Performance Standards

There are currently no performance standards established and required for this device.
Refer to section F for a discussion of design control activities that were employed in the
development and evaluation of the COPA AMD design.

Biological Specifications

This wound dressing is categorized as a surface device, having contact with breached
or compromised skin, and prolonged contact duration (24 hours - 30 days) according to
ISO 10993-1 and FDA Blue Book Memorandum G95-1.

The following studies were conducted:
e Cytotoxicity
+ Sensitization
¢ [rritation
e Systemic Toxicity
s Sub chronic Toxicity
The product passed all of these tests, the test report is provided in appendix 2.
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510(k) Premarket Notification
COPA AMD Antimicrobial Wound Dressing

Section F — Summary of Design Control Activities

Risk analysis

Risk analysis based on FMEA and ISO 14971 was conducted cn the proposed COPA AMD
wound dressing. Since the underlying polyurethane foam design is identical to the existing
COPA dressings, there was substantial history and data to draw upon in addressing the
required physical properties of the dressing. The Design FMEA is provided in appendix 3.

As a result of the risk analysis, specific verification and validation tests were identified and
acceptance criteria established to ensure the continued safety and efficacy of the device.

Verification and Validation

One overlying risk is that certain key parameters are directly tied to PHMB cencentration, and
like any process there will be some level of variation in the level of PHMB in an individual
dressing. To address this, special runs of COPA AMD were produced to provide a realistic
estimate of worst case process variation in PHMB concentration. As noted in the reports
provided in the appendices, these runs were designated as run 11 (low) run 12 (nominal) and
run 13 (high)

For evaluation of the antimicrobial performance, run 11 was utilized, which has a PHMB level of

qu. a specification nominal o_ The results are
summarized below.
For evaluation of product biocompatibility, run 13 was utilized, which has a PHMB level of
_AII tests requirements were met, the test report is provided in appendix 2.
Beyond biocompatibility testing with elevated levels of PHMB, an independent toxicology
analysis was performed regarding the total PHMB exposure from the largest dressing and

highest concentration. The conclusion of that analysis was that there was a three fold safety
factor for total PHMB content. The toxicologist's report is provided in appendix 4.

Antimicrobial Efficacy

It was recognized in the risk assessment that subsets of the patients who currently receive
foam dressings have wounds that do not require frequent dressing changes. In such situations,
the dressings are changed on a scheduled basis, typically every seven days. In between, the
dressing will be examined for fluid breakthrough pericdically, but will not be changed ahead of
schedule unless saturated with fluid.

Evaluation of which wounds are apprepriate for this clinical protecol is beyond the scope of
device design or fabeling. With a traditional foam dressing, saturation is the only device related
factor typically considered. It is not possible to predict when a dressing will become saturated,;
therefore it is not possible to provide guidance on the appropriate length of use for any
dressing. Where other device specific factors are relevant, such as the duration of
antimicrobial efficacy, it is appropriate to guidance on the maximum recommended use (based
on the known limitations, and let established clinical protocols determine the appropriate
duration of use on a case by case basis.



KenDALL 15 HAMPSHIRE STREET, MANSFIELD, MASSACHUSETTS 02048 * (508) 261-8000

510(k) Premarket Notification
COPA AMD Antimicrobial Wound Dressing

Section F — Summary of Design Control Activities (continued)

To evaluate the efficacy and duration of the antimicrobial protection provided by the PHMB,
COPA AMD dressings from run 11 (low PHMB) were challenged with a wide spectrum of
or1ganisms. The assay method utilized was adopted from the method reported by Parsons et
al

For all samples of all organisms, there was no growth from day 1 through day 7. 100% kill was
achieved in every scenario. The detailed test report is provided in appendix 5.

Since 100% kill was consistently achieved, calculation of log reduction is of less value. Within
the report, it is noted that for some organisms (most notably E. faecalis) the calculated log
reductions are low on the initial days, specifically because of low/no growth in the positive
controls. The untreated COPA polyurethane foam {designated run 1), because of its surface
properties consistently demonstrates low level cidal properties against these organisms. All 6
organisms tested are considered appropriate challenge organisms based on clinical prevalence
in wound infections, and the COPA AMD results are still considered valid because the positive
contral for all organisms did grow to >5 log by the 7" day. Highly adaptable organisms such as
P. aeruginosa and E. coli grew rapidly from first day on the regular COPA foam.

Log Recovery, cfu/ml Test Samples Run 11

Run 11 Dayl [Day2 | Day3 | Day4 | Day5 | Day é | Day 7
Organism

P. aeruginosa 0.0 0.0 0.0 0.0 0.0 0.0 0.0

E. coli 0.0 0.0 0.0 0.0 0.0 0.0 0.0

C. albicans 0.0 0.0 0.0 0.0 0.0 0.0 0.0

S. epidermidis 0.0 0.0 0.0 0.0 0.0 0.0 0.0

S. aureus 0.0 0.0 0.0 0.0 0.0 0.0 0.0

E. faecalis 0.0 0.0 0.0 0.0 0.0 0.0 0.0

! Parsons D., Bowler, P., Phil M., Myles V., Jones S. Silver Antimicrobial Dressings in Wound Management: A Comparison of
Antibacterial, Physical, and Chemical Characteristics. Wounds 2005; 17(8):222-232.
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Section F — Summary of Design Control Activities (continued)

Stability

The existing COPA dressing bears a 5 year expiration date. The stability of the COPA
polyurethane foam has been evaluated by accelerated age and real time studies. The focus of
the stability evaluation for the COPA AMD dressing has been the PHMB component.
Historically, PHMB has been found to be very stable. Since the two components individually
have a proven stability history, the high loading level (run 13) was considered to be worst case.

A stability study is underway to verify that under accelerated agin_ and in real
time, the PHMB level in the dressing remains essentially constant.” The graph below shows the

effect of time on PHMB levels in COPA AMD dressings. Currently this study is complete
through 3 years of accelerated aging, and 6 months of real time. The study will continue

through 5 years.

The product would initially have an expiration date based on 3 years, with the expiration period
extended to a maximum of 5 years as additional data is available.

COPA AMD Stability Study

g

—a— AAcalera\ed aged
—o—Real Time Age
— Linear (Acelerated aged)

PHMB Concentration (ppm)

15 2
Age (years)







KenDALL 15 HAMPSHIRE STREET, MANSFIELD, MASSACHUSETTS 02048 * (508) 261-8000

510(k) Premarket Notification
COPA AMD Antimicrobial Wound Dressing

Appendix 1

Indications for Use Statement

Device Name:
COPA AMD antimicrobial wound dressing
Indications for Use:

COPA AMD dressings are indicated for use in management of post-surgical incisions, pressure
sores, venous stasis ulcers, diabetic ulcers, donor sites, abrasions, lacerations, 1* and 2™
degree burns, dermatologic disorders, other wounds inflicted by trauma and, as a secondary
dressing or cover dressing for packed wounds. COPA AMD dressings may be used on infected
wounds as part of the overall medical treatment where a foam dressing is indicated for
protection of the wound. The barrier function of this wound dressing may help reduce wound
infections.

Please Do Not Write Below This Line — Continue On Another Page If Needed

Concurrence of CORH, Office of Device Evaluation (ODE)

Prescription Use X OR Over-The-Counter Use

{Per 21 CFR 801.109}
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510(k) Premarket Notification
COPA AMD Antimicrabial Wound Dressing

Appendix 2

Biocompatibility Data

Biocompatibility
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Summary

This study was designed to measure the antimicrobial efficacy of sterile PHMB
impregnated COPA™ AMD™ f{oam dressings via daily 6-log microbial challenge for 7 days.
Sterile non-impregnated COPA foam dressings were used as positive and negative controls. The
assay was intended to ascertain antimicrobial efficacy in a 1™ disk foam dressing while
submerged in 20mls of 10° cfu/m! phosphate buffered saline (PBS) organism suspension. The
sample tubes were gently vortexed o ensure complete saturation of the foam dressings. The
immersed foam dressings were incubated for 24 +/- 2 hours at 35° C +/- 2° C. After incubation,
the sample tubes were gently vortexed. A 0.50ml sample aliquot was removed from each sample
tube, neutralized in D/E neutralizing broth, and quantitated via standard serial dilution plate count
method. After sampling, each test and control sample tube received 0.50ml of a 10® cfu/ml
inoculate of challenge organism. Sampling and re-inoculation were performed daily for 7 days.
Testing was performed in triplicate.

The sterile COPA AMD foam dressings tested were designated as Runs 11, 12, and 13.
Runs 11, 12 and 13 contained 3480, 4408, and 6131 ppm of PHMB, respectively. The sterile
non-impregnated COPA foam dressing was called Run 1.

The challenge organisms were P. acruginosa, F. coli, S. aureus, S. epidermidis, C.
albicans, and E. faecalis.

Run 11, 12, and 13 dressing samples exhibited remarkable efficacy against all challenge
organisms, No growth (100% kill) was recovered daily for 7 days for these test samples. Run 1
dressings demonstrated slight and short-lived activity against all organisms, except P. aeruginosa
for which no activity was exhibited. Microbial viability of daily challenge was verified using
Inoculate Suspension Control. All negative controls were negative.

Ender the conditions of the study, COPA AMD foam dressings proved to exhibit a broad
spectrum of cidal properties against Gram-positive, Gram-negative, and fungi organisms resulting
in a total kill of daily 10® cfu/ml challenge for 7 days.

055-001-MAN-07 Page 3 of 3}
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510(k) MEMORANDUM

K071371/S1&S2
.Date: November 9, 2007‘
From: Sam Arepalli, Ph.D.
To: File
Subject: K071371
Device: COPA AMD Antimicrobial Wound Dress;ing

Classification: Dressing Containing New Molecular Entity
(polyhexamethylenebiguanidine(PHMB))
Class: Unclassified
Product Code: FRO

Common Name: Dressing, Wound, Polyhexamethylenebiguanidine (PHMB)

Sponsor: Tyco Healthcare Group, LP
15 Hampshire St.
Mansfield, MA 02048

Contact: James Welsh
VP, Regulatory Affairs
508 261 8532

Recommendation:
The subject device is recommended found substantially equivalent to predicate devices.

.REVIEW | ww

1.  INTENDED USE NovY: Fb(
Subject Device:

COPA AMD dressings are indicated for use in management of post-surgical incisions,
pressure sores, venous stasis ulcers, diabetic ulcers, donor sites, abrasions, lacerations, 1* and
ond degree burns, dermatologic disorders, other wounds inflicted by trauma and, as a
secondary dressing or cover dressing for packed wounds.



Predicate Device:

Kerlix™ Antimicrobial Gauze Dressing (K990530) is intended for use as a primary dressing
for exudating wounds, first and second degree burns, and surgical wounds, to secure and
prevent movement of a primary dressing, and as a wound packing.

Discussion of Equivalency:
The indications for use of the subject device are very similar to those of the predicate device.

2. COMPARISON OF TECHNICAL CHARACTERISTICS (DESIGN,
MATERIALS, SIZES ETC.)

Subject Device:

Polyurethane (pu) foam is formed by combining a urethane pre-polymer with water. The
reaction cross links the urethane, and releases carbon dioxide gas bubbles which form the
foam as the polymer cross links. The process uses a substantial excess of water to assure
complete cross linking and to provide consistent foam cell size. After the foam is formed, it
travels through a heat tunnel to evaporate excess moisture. The dried foam is then die cut into
a finished dressing. For COPA AMD plus, the foam is applied directly to the pu back sheet,
no adhesives are used. For Island dressings, the die cut COPA AMD dressing is applied to an
oversized adhesive back. For COPA AMD, the PHMB (polyhexamethylenebiguanide
hydrochloride) is added during the foaming process so that it is thoroughly dispersed
throughout the foam. The dressings will be available in sizes: 27x2”, 4”x4”, 6”x6”, 31/27x3”,
and in 1" diameter.

' The following table (Table 1) lists the percentages of different components of the device.

Table 1

Component Name % by weight
* urethane pre-polymer 40.5

USP purified water 58.6
(surfactant) 0.3
(surfactant) 0.6

Plyhexamethylene Biguanide Hydrochloride | 5 mg per gm of foam

(PHMB) dry weight
Adhesive border 17 mg per gm of dry
foam weight

Drug Elution Testing:
The device was eluted with normal saline solution (0.9%) at 37°C. It was found that the
device elutes 669 ug/g in 2 hours and as much as 1008 ug/g in 7 days.

Predicate Device:
Kerlix™ Antimicrobial Gauze Dressing (K990530) is a wound dressing consisting of gauze

treated with polyhexmethylene biguanidine hydrochloride (PHMB), 0.57%.

Acetic acid extraction of the device yielded approximately 1350ug/g.



Discussion of Equivalence:

Both subject device and predicate device contain polyhexmethylene biguanide hydrochloride
(PHMB) at a concentration of 0.57%. The subject device is substantially equivalent to
predicate devices in its formulation and the antimicrobial content.

3. COMPARATIVE DATA

4. DOES THE PRODUCT CONT‘AIN DRUGS OR BIOLOGICALS?
Yes, the dressing contains 5 mg/g of foam dry weight (0.5% PHMB be weight).

5. STERILIZATION
Method: EtO

Validation method: ANS/AAMUI/ISO 11135:1994
SAL: 10 :

Pyrogenicity Claims:
None



Packaging:
The subject devices will be packaged in a peel pouches and boxed and are sterilized by EtO

Shelf-life/Expiry Date:

The product label displays product expiration date, the shelf-life data are provided in
Supplement 1. Real Time data are not provided. The sponsor was advised to delete the
product expiration date from the box label. '

In Supplement 2, the sponsor opted to delete the expiration date from the box label and
revised copies of the box label are provided (Contact Record section and Supplement 2).

6. LABELING
The product box label displays: the product name, manufacturer’ name and address, sterility
condition, drug concentration and lot # (see also Supplement 2 review).

The package insert contains device description, indications for use, precautions, allergy
caution statement, instructions for use.

7. CLAIMS
The device is an antimicrobial dressing.

8. ADMINISTRATIVE INFORMATION

Truthful and Accurate Statement: See page 008
510(k) Summary: See page 012
Indications for Use: See page 45

9. SUMMARY

Both subject device and predicate device contain 0.5% of the antimicrobial drug,
polyhexamethylene biguanide (PHMB). In case of the subject device it is impregnated into
polyurethane foam whereas the predicate device is cotton gauze impregnated with PHMB.

Adequate labeling and sterilization information are provided. -
The antimicrobial data were reviewed by Dr Sheila Murphey, ICDB/DAGID/ODE.

The antimicrobial used in this combination product is PHMB (polyhexmethylenebigunide).
PHMB is NOT an FDA (CDRR)-approved drug and thus a new molecular entity (NME);
however, the same antimicrobial was used in the predicate devices that were FDA-cleared
(cleared by ODE/CDRH). This issue was discussed with the PRSB Chief, Dr. David Krause
and Dr. Peter Rumm, Deputy Director, DGRND on September 26, 2007. It is concluded that
because the FDA cleared other two predicate devices (under K990530 & K011941) that
contain the same antimicrobial, the FDA should SE this 510(k) also. This policy should
continue until the agency level decision is made on the NME issue (see Stephen Rhodes e-
mail also regarding this).



The sponsor provided adequate anti-microbial (performance) data, biocompatibility and
sterilization information on the subject device.

The shelf-life data (submitted in Supplement 1) is not adequate. It had no Real Time data. The
sponsor was advised to delete the expiration date from the label and the revised box labels are
provided in Supplement 2.

The subject device is recommended found substantially equivalent to predicate devices.

10. CONTACT RECORD
Al letters dated June 11, 2007 & October 3, 2007.

DEFICIENCIES




SUPPLEMENT 1




DEFICIENCIES




SUPPLEMENT 2




%&D/éu(

Sam Arepalli, Ph. D
I"DA/CDRH/ODE/D RND/PRSB
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Arepalli, Sambasiva

From: Rhodes, Stephen

“Sent: Wednesday, September 26, 2007 1:12 PM

To: Arepalli, Sambasiva; Krause, David

Cc: Rosecrans, Heather S.

Subject: RE: KO71371 COPA AMD Antimicrobial Wound Dressing

Hi Sam/David

Stephen

From: Arepalli, Sambasiva

Sent: Tuesday, September 25, 2007 10:28 AM

To: Hudson, Peter; Krause, David; Rhodes, Stephen; Rumm, Peter; Arepalli, Sambasiva

Subject: K071371 COPA AMD Antimicrobial Wound Dressing

When: Wednesday, September 26, 2007 12:30 PM-1:00 PM {GMT-05:00) Eastern Time (US & Canada).
Where: 350 D (Dr. Rumm's Office )

When: Wednesday, September 26, 2007 12:30 PM-1:00 PM (GMT-05:00) Eastern Time (US & Canada).
Where: 350 D {Dr. Rumm's Office ) '
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510(k) MEMORANDUM

K071371/81
Date: September 28, 2007
From: Sam Arepalli, Ph.D.
To: - File
Subject: K071371
Device: COPA AMIj Antimicrobial Wound Dressing

Classification: Dressing Containing New Molecular Entity
(polyhexamethylenebiguanidine(PHMB))
Class: Unclassified
Product Code: FRO

Common Name: Dressing, Wound, Polyhexamethylenebiguanidine (PHMB)

Sponsor: Tyco Healthcare Group, LP
15 Hampshire St.
Mansfield, MA 02048

Contact: James Welsh
VP, Regulatory Affairs
508 261 8532

Recommendation: ﬂ)

The document is put on hold pending Al - Q /\M

REVIEW | \0 \\ k}UU i

1. INTENDED USE

Subject Device:

COPA AMD dressings are indicated for use in management of post-surgical incisions,
pressure sores, venous stasis ulcers, diabetic ulcers, donor sites, abrasions, lacerations, 1* and
2n degree burns, dermatologic disorders, other wounds inflicted by trauma and, as a
secondary dressing or cover dressing for packed wounds.

Yo



Predicate Device:
Kerlix™ Antimicrobial Gauze Dressing (K990530) is intended for use as a primary dressing

for exudating wounds, first and second degree burns, and surgical wounds, to secure and
prevent movement of a primary dressing, and as a wound packing.

Discussion of Equivalency:
The indications for use of the subject device are very similar to those of the predicate device.

2. COMPARISON OF TECHNICAL CHARACTERISTICS (DESIGN,
MATERIALS, SIZES ETC.)

Subject Device:

Polyurethane (pu) foam is formed by combining a urethane pre-polymer with water. The
reaction cross links the urethane, and releases carbon dioxide gas bubbles which form the
foam as the polymer cross links. The process uses a substantial excess of water to assure
complete cross linking and to provide consistent foam cell size. After the foam is formed, it
travels through a heat tunnel to evaporate excess moisture. The dried foam is then die cut into
a finished dressing, For COPA AMD plus, the foam is applied directly to the pu back sheet,
no adhesives are used. For Island dressings, the die cut COPA AMD dressing is applied to an
oversized adhesive back. For COPA AMD, the PHMB (polyhexamethylenebiguanide
hydrochloride) is added during the foaming process so that it is thoroughly dispersed
throughout the foam. The dressings will be available in sizes: 2”'x2”, 4"x4”, 6”x6”, 31/2”x3”,
and in 1” diameter. )

The following table (Table 1) lists the percentages of different components of the device.

Table 1

Component Name % by weight
urethane pre-polymer 40.5

USP purified water 58.6
(surfactant) 0.3
surfactant) 0.6

Plyhexamethylene Biguanide Hydrochloride | 5 mg per gm of foam

(PHMB) dry weight

Adhesive border 17 mg per gm of dry
foam weight

Drug Elution Testing:
The device was ¢luted with normal saline solution (0.9%) at 37°C. It was found that the
device elutes 669 ug/g in 2 hours and as much as 1008 ug/g in 7 days.

Predicate Device: '
Kerlix™ Antimicrobial Gauze Dressing (K990530) is a wound dressing consisting of gauze
treated with polyhexmethylene biguanidine hydrochloride (PHMB), 0.57%.

Acetic acid extraction of the device yielded approximately 1350ug/g.

Yl



Discussion of Equivalence:

Both subject device and predicate device contain polyhexmethylene biguanide hydrochloride
(PHMB) at a concentration of 0.57%. The subject device is substantially equivalent to
predicate devices in its formulation and the antimicrobial content.

3. COMPARATIVE DATA

4, DOES THE PRODUCT CONTAIN DRUGS OR BIOLOGICALS?
Yes, the dressing contains 5 mg/g of foam dry weight (0.5% PHMB be weight).

5. STERILIZATION

Method: EtO

Validation method: ANSVAAMI/ISO 11135:1994
SAL: 10

Pyrogenicity Claims:
None

(¥5]
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Packaging: :
The subject devices will be packaged in a peel pouches and boxed and are sterilized by EtO

Shelf-life/Expiry Date:
The product label displays product expiration date, the shelf-life data are provided in
Supplement 1. . '

6. LABELING :
The product box label displays: the product name, manufacturer’ name and address, sterility
condition, drug concentration, lot #, product expiration date.

The package insert contains device description, indications for use, precautions, instructions
for use.

7. CLAIMS
The device is an antimicrobial dressing.

8. ADMINISTRATIVE INFORMATION

Truthful and Accurate Statement: See page 008
510(k) Summary: See page 012
Indications for Use: - , See page 45

9, SUMMARY

Both subject device and predicate device contain 0.5% of the antimicrobial drug,
polyhexamethylene biguanide (PHMB). In case of the subject device it is impregnated into
polyurethane foam whereas the predicate device is cotton gauze impregnated with PHMB.

Adequate labeling and sterilization information are provided.
The antimicrobial data were reviewed by Dr Sheila Murphey, ICDB/DAGID/ODE.

The antimicrobial used in this combination product is PHMB (polyhexmethylenebigunide).
PHMB is NOT an FDA (CDRR)-approved drug and thus a new molecular entity (NME);
however, the same antimicrobial was used in the predicate devices that were FDA-cleared
(cleared by ODE/CDRH). This issue was discussed with the PRSB Chief, Dr. David Krause
and Dr. Peter Rumm, Deputy Director, DGRND on September 26, 2007. It is concluded that
because the FDA cleared other two predicate devices (under K990530 & K011941) that
contain the same antimicrobial, the FDA should SE this 510(k) also. This policy should
continue until the agency level decision is made on the NME issue (see Stephen Rhodes e-
mail also regarding this).

The sponsor provided adequate anti-microbilogical (performance) data, biocompatibility and
sterilization information on the subject device.

M3



The shelf-life data (submitted in Supplement 1) and the labeling information are NOT
adequate.

The document is put on hold pending Al

10. CONTACT RECORD
Al letter is sent to sponsor.

DEFICIENCIES




SUPPLEMENT 1
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Sam Arepalli, Ph.D.
FDA/CDRH/ODE/DGRND/PRSB
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Consultation Review Document Number: K071371/5001
: Device Name: COPA AMD Antimicrobial Foam Dressings
Sponsor: Kendall/Tyco Healthcare Group LP

Reviewer: Sheila A. Murphey, MD
* Branch Chief, Infection Control Devices Branch

Date: September 29, 2007

Kendall, a Division of Tyco Healthcare LP, wishes to introduce into interstate commerce the
COPA AMD Antimicrobial Foam Dressings which contain 0.5% Polyhexamethylene Biguanide
Hydrochloride (PHMB). The dressings consist of polyurethane foam, originally cleared as
Curafoam 1n K946269 and now marketed as COPA dressings. The only difference is the addition
of PHMB at a concentration of 0.5% (5mg/gm dry weight foam). When in absorbent mode, the
COPA AMD dressings are stated to have 0.33 mg PHMD/mL liquid absorption capacity. Eight
different size/shape configurations of the dressings are listed in this submission. They range in
size from 1 inch to 6 inch dimensions and are sold as foam pads, foam pads with a liquid
impervious film backsheet and as foam pads with a liquid impervious backsheet which includes
an adhesive border. They are sold in individual sterile pouches packaged in multiunit boxes.

The Infection Control Devices Branch was not asked to review this submission during its first
review cycle. We are now asked to determine whether the submitted microbiology performance
data is adequate to support the claims made for this device.

Two different versions of the Indications for Use statement appear in the material sent to me for
review. One says "COPA AMD dressings are indicated for use in management of post-surgical
incisions, pressure sores, venous stasis ulcers, diabetic ulcers, donor sites, abrasions, lacerations,
1st and 2nd degree burns, dermatologic disorders, other wounds inflicted by trauma and, as a

secondary dressing or cover dressing for packed wounds".

A second version adds to the above statement "COPA AMD dressings may be used on infected
wounds as part of the overall medical treatment where a foam dressing is indicated for protection
of the wound. The barrier function of this wound dressing may help reduce wound infections.

This last sentence is not supported by any data in this submission. A claim to "help reduce
wound infections" can only be supported by data from a controlled ¢linical trial on wound
infections. Either the sponsor should provide such clinical data or this claim should be removed
from the submission. Note that this statement also appears in the "Section A General Device
Summary" in "Indications/Intended Use" and is equally problematic there. It appears again in the
Table in Section E comparing the COPA AMD Dressing to its predicate devices. It remains
equally problematic here as well. [ note that a similar claim appears listed for the Excilon AMD
Dressing (K011941). However, if no clinical data is presented to support it, this claim to "help
reduce wound infections" should not be allowed for the COPA AMD Dressings.
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The initial description of the CPOA AMD Dressings contains the statement "By limiting the
microbial growth in wound exudates, the bioburden load on healing tissue is minimized". The
performance data submitted for review contains only test results addressing the ability of the
COPA AMD Dressings to directly inhibit microbial growth. No data addressing quantitative
microbial loads in actual wound exudates is presented. This claim is not supported by the
submitted performance data. Either the sponsor should provide clinical data to support this claim
or it should be withdrawn by the sponsor.

[t should be noted that not all of the package labels submitted fully identify the added
antimicrobial agent. Some packaging only says "0.5% PHMB", although one label does identify
the material as 0.5% Polyhexamethylene biguanide hydrochloride. I recommend that all product
labels fully identify the contained antimicrobial agent. None of the labels warn against the
possibility of hypersensitivity/allergic reactions to the antimicrobial agent. Unless the sponsor
can present data to justify the lack of such a caution statement, I recommend that it be added to
all of the labeling of the device.

The dressings are labeled "single use".

The method of incorporation of PHMB into the COPA AMD Dressings is not provided in the
material which I received. The specifications for the PHMB in the device are not provided except
for a passing mention in section F which mentions a "specification nominal of 0.5% (5000
ppm)". The specifications and their range should be provided for review along with data
addressing the release/leach off rate of PHMB from the dressing into the wound.

The antimicrobial performance testing data for the COPA AMD Dressings is presented in
Appendix 1. The organization is rather confusing. However, the assays used are quantitative kill
curves performed in broth media and using inocula of 10° test organisms along with inoculum

controls and untreated foam dressing controls. Once inoculated, the test vessel is sampled
I - - N N - o'cccc it

neutralizing medium (to inactivate the PHMB) and then dilution cultures were prepared in

triplicate. The process included replacement of the removed aliquot- _
H. This is a satisfactory test method. The organisms tested were

ATCC strains of E. coli, S. aureus, P. aeruginosa, C. albicans, S. epidermidis and E. faecalis.

amn

The narrative report described the results of "Runs 11, 12 and 13" as well as run 1. However,
actual data were presented only for Run 11. Appendix 1 describes the actual test materials
evaluated as having concentrations of PHMB which differ significantly from the 0.5% (5000
ppm) which is stated in the devices description. The reason for this difference is not described in
Appendix 1; for that information, one must turn back to Section F. In Section F, the test material
used in "Run 11" is described as having a PHMB level ot_ whereas the COPA
AMD Dressing which is the subject of this submission is described as having a PHMB
concentration of 0.5% PHMB (5mg/gm dry weight foam). The stated justification for this failure
to use the dressing which is the subject of the submission is stated as follows. "One overlying
risk is that certain key parameters are directly tied to PHMB concentration and, like any process,
there will be some level of variation in the level of PHMB in an individual dressing. To address
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this, special runs of COPA AMD were produced to provide a realistic estimate of worst case
process variation in PHMB concentration".

It is rather disturbing that the sponsor believes that there may actually be a chance that the

PHMB concentration in the COPA AMD Dressing will be over 30% lower than the nominal
concentration of PHMB. The sponsor should be asked, as suggested above, to state the method of
incorporation of PHMB into the COPA AMD dressings and the allowable specifications for its
concentration.

[t 1s true that the data obtained form the testing performed in "Run 11" is actually "worst case"
with respect to the dressing which is the subject of this submission. However, it is unusual to
evaluate device performance in this manner. "Run 12" was performed with a material said to
have a PHMB concentration of and "Run 13" was performed on
test material with a PHMB concentration of Only the data for Run 11 is
provided in detail.

The significant results of Run 11 can be summarized quickly; for all 6 test organisms, the
subcultures on days 1 though 7 showed no recovered organisms while the inoculum controls
remained at 10° to 10’ organisms. The foam dressing controls, which contained no PHMB,
served as a useful second set of controls since these subcultures were also inoculated into the
neutralizing media used to neutralize the PHMB. Gram negative bacillary growth in the presence
of the untreated foam dressings was equivalent to the untreated inoculum controls. The untreated
foam, however, modestly inhibited the growth of the gram positive microbes tested for 4 to 5
days.

The inhibition of gram positive microbes by the COPA foam dressings which do not contain
PHMB is interesting but does not change the evaluation of the PHMB-containing dressings. The
sponsor did present the Run 11 data in a format which subtracted the value of the antimicrobial
activity of the plain foam dressing from that of the PHMB-containing dressing. The display
results in an apparent antimicrobial activity of less than 4 log inoculum reduction for the COPA
AMD dressings against gram positive organisms. However, I do not consider this to be a
reasonable calculation, since the plain foam dressing was clearly not an inactive "control".

These data show that a foam dressing with a concentration of PHMB considerably lower that the
nominal concentration of PHMB in the dressing which is the subject of this submission can
achieve a greater than 4 log reduction from a 6 log inoculum against E. coli, P. aeruginosa, S.
aureus, S. epidermidis, E. faecalis and C. albicans. The summary for Appendix 1 states that Run
12 and Run 13 also showed no recovery of the 6 test organisms when tested against the other two
concentrations of PHMB, one of which is higher than the nominal concentration of PHMB in the
COPA AMD dressing which is the subject of this submission.

The antimicrobial activity performance testing data described above was apparently not
performed on devices at the end of the stated shelf life. A short, summary description of
antimicrobial performance testing on aged product is included in the material sent for review.

Apparently, this testing has been performed on devices subjected to accelerated aging a
E relative humidity at the equivalents of 3 years and 5 years - ﬁ The
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actual test data is not provided, only a narrative summary. Testing was apparently done on the
modified product described above (with PHMB concentrations o!"_
ppm respectively). Apparently, only P. aeruginosa antimicrobial activity was evaluated. The
justification for this is stated to be "it demonstrated the highest growth rates in the control groups
and therefore would have been the most difficult to kill". This is not logical. The growth rate of
an organism in the absence of an antimicrobial agent does not necessarily predict the activity of
the agent against that organism. The sponsor should demonstrate the antimicrobial activity of the
COPA AMD Dressing at the end of its claimed shelf life against all of the organisms against
which it claims antimicrobial activity. The complete data should be presented for review by the
agency just as it was presented for unaged product in Appendix 1. The sponsor need not repeat
the testing for P. aeruginosa, but merely submit the complete data set. It should be noted that the
"Specification" for antimicrobial activity listed over the data summary for P. aeruginosa of =/> 2
log reduction for 7 days is not adequate (apparently activity against P. aeruginosa was on the
order of 6 logs). The criterion for antimicrobial activity should be a 4 log reduction in inoculum
in order for aged product to be equivalent to unaged product.

In Summary,

1. The antimicrobial activity performance test data included in the material given to me
demonstrate that unaged "COPA AMD Dressings" which contain only — and
are not the dressing which is the subject of this submission do demonstrate significant
antimicrobial activity against E. coli, P. aeruginosa, S. aureus, S. epidermidis, C. albicans and E.
faecalis, enough to support the claim of antimicrobial activity sought.

2. The sponsor has not demonstrated complete antimicrobial activity in its device at the end of its
proposed shelf life.

3. The data submitted for consultation review do not support two clinical claims made by the
Sponsor.

4. Several product labels lack a complete description of the antimicrobial agent and all lack a
caution statement for hypersensitivity/allergic reactions.

The following deficiencies should be conveyed to the sponsor:
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Sheila A. Murphey, MD

Branch Chief, Infection Control Devices Branch
September 29, 2007
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Food and Drug Administration
Memorandum
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From:

Subject:

To:

Revzewer(s) Name(s)

oW27/

510(k) Number

‘The Record - It 1s my recomxhendation that the subject 510(k) Notification:

[JRefused to accept.

' @-Requlres additional information (other than refuse to accept)

Dls substantially equivalent to marketed devices.

' DNOT substantially equivalent to marketed devices.

OOther (e.g., exempt by regulation, not a device, d_upliéate, etc.)

Is this device aubject to Section 522 Postmarket Surveillance?

Is this device subject to thc'Tracking Regulation?

Was clinical data necessary to support the review of this 510(1()?

Is this a prescription device?

Was:this 510(k} reviewed by a Third Party‘?

Special 510(k)?

Abbreviated 510(k)? Please fill out form on H Dnve 510k/boilers

| Truthful and Accurate Statement DRequested B‘Enolosed )
EA 510(k) summary OR DA 510(k) statement
3 The required certification and summary for class III devices f\y ﬁ"

'Combination Product Category (Please see algorithm on H drive 5 l_Ok/Boileta)

[E-The 1ndlcat10n for use form

Animal Tissue Source [ YES IE-NO_ Material of Biological Orrigin O ves

- The submitter requests under 21 CFR 807.95 (doesn’t apply for SEs):
ONo Confidentiality O] Conﬁdentlahty for 90 days EMNContinued Conﬁdentiallty exceedmg 90 days

Predicate Product Code with-class:

TR

ClvEs
[1vEs
[vES
HyEs
LIYEs
Oyes

ClvEs.

H No
X Nno
H@No

O w~o
A No
La g \(s}

[0

v

i

,E]NO"

AddltlonaL-Prod t Code(s) with panel (optional)

O 5 D/lwv'ﬁ
Review: athaécLuf /7 7)7/4 & ?Z gQ é///o i
g (Branch Chief) (Branch Code) ' (Date)
‘Final Review:
(Division Dlrcctor)

Rcvised:4r."2;'03

{Date)

%1




510(k) “SUBSTANTIAL EQUIVALENCE®
DECISION-MAKING PROCESS . ,

New Device is Compared to

Marketed Device * o :
NO Do the Differences Alter the Intended ) Not Substantially
YES  Equivalent Determination

De§criptive Information Does Ncw D vice Have Same
about New or Marketed Indication tatement’ —» Therapeutic/Diagnostic/etc. Effect
Device Requested as Needed (in Deciding, May Consider Impact on
l YES Safety and Effectiveness)?** .
New Device Has Safne Intended NO
Use and May bc “Substantially Equivalent” . .
i -New Device Has O
@ @ ] New I[ntended Use

Does New Device Hale Same ' ’ .

Technological Charaderistics, NO "Could the New . . :

¢.g. Design, Materiald, ete? —"% Characteristics Do the New Characteristics

Affect Safety or ——— Raise Néw Types of Safety YES
Effectiveness? or Effectiveness Questions? _—_*O
' A
Are the Desc‘ptwe NO :
ekise Enough ‘ NO
lo Ensure Equivalence? - . @
eriprmance Data Do Accepted Scientific
YES Methods Exist for
Assessing Effects of NO

ses Equivalence?
the New Characteristics?

YES . )
= , @ l YES _
) ‘ Are Performance Data Available  NO
To Assess Effects of New

Perfogmande
Dhia Requited |
: . : . : . Characteristics? **#*

'YES

" Available to¥

© NoME
r ’ C
Performance Data Demonstrate
Equivalence? 44—

«
NO

—®  Performance Data Demonstrate .
Equivalence? ——————p{0) O -« ‘
. YES YES

NO )
“Substantially Equivalent™ ' )
To Determination To

$10(k) Suhmissions compare new devnces to marketed devices. FDA requests additional information if the relanonsh:p between
marketed and “predicate” (pre-Amendments or reclassified post-Amendments) devices is unclear.
This decision is normal]y based on descriptive information alone, but limited testing information is soinetimes required

* %
Data maybe in the 310(k}, other 510(k)s, the C'cutc'r’s classification files, or the literature



" Internal Administrative Form |

N =

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

YES

w

Have you verified that the Document is labeled Class III for GMP -

purposes?
If, not, has POS been not|fed'?

Is the product a device?
Is the device exempt from 510(k} by regulatlon or policy?
Is the device subject to review by CDRH?

N o oA

9.

Are you aware that this de\nce has been the subject of a pre\nous NSE
decision?

If yes, does this new 510(k}) address the NSE tssue(s), (e.g.,
performance data)?

10.Are you aware of the submitter belng the'subject of an integrity

investigation?

11.lf, yes, consult the ODE Integrity Officer.
12.Has the ODE Integrity Officer given permission to proceed with the

review? (Biue Book Memo #191 2 and Federal Register 90N0332,
September 10, 1991. :
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) _ ‘SCREENING CHECKLIST
FOR ALL PREMARKET NOTIFICATION [510(k)] SUBMISSIONS

510(%) Number; K o’}/ K '}I .

"The cover letter cleatly idenuﬁes the type of 510(]{) submission as (Check the
appropriate box):

O Special 510(k) - Do Sections 1 and 2
0 Abbreviated 5100) - Do Sections 1, 3 and 4
W Traditional 510(k) or no identification provided o Do Sections 1 and 4

Section 1: Requited Elements for All Types of 510(k) submissions: . N

Presentor | 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 Classificaion Name and .
Establishment Registration Number.

Device Classification Regulation Number and Regulatory Status
(Class I, Class II, Class I or Uriclassified). '

Proposed Labeling including the material listed on page 3-4 of the ‘
| Premarket Notification [510)] Manual. '

Statement of Indications for Use that is on a sepatate page in the
premarket submission.

Substantal Equivalence Comparison, including comparisons of
the new device with the predicate.

510(k) Summary or 510(k)-Statement-

. Desctiption of the device (or modification of the device) including '
diagrams, engineering drawings, photographs ot service manuals.

RIS EIRRRY

Identification of legally marketed predicate device. *

Compliance with performance standards. * {See Section 514 of
the Act and 21 CFR 807.87 (d).]

Class III Certification and Summary. **

notifications with a clinical study. * [See 21 CFR 807.87: (1)]

510(]{) Kit Certification ¥**

_ ~ A
Financial Certification or Disclosure Statement for 510(k) I\/I) m/'
z

* - May not be apphcable for Special 510(k)s.
*k . Required for Class III devices, only.
k%  _ See pages 3-12 and 3-13 in the Premarket Notification [510)] Manual and the
Convenience Kits Interim Regulatory Guidance.

Section 2: Requlred Elements for a SPECIAL 510(k) submission: /\O ﬁ,_-
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Present

Inadéquate '

_ or Missing

Name a.nd 510(k) nurnber of the submitter’s own, unmod1ﬁed
predicate device.

A descﬂptlon of the ﬁlodlﬂed 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 confitmation that the mochﬁcatmn has not altered the

fundamental scientific technology of the submittet’s predicate
device.

A Design Control Actlvmes Summary that mcludes the followmg
elements (a-c):

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

| b. Based on the Risk Analysis, an identification of the required
verification and validation activities, including the methods ot
tests used and the acceptance criteria to be applied.

c. A Declaration of Conformity Wlth desigﬂ controls that includes
1 the following statements:

_A statement that, as required by the risk analysis, all
verification'and validatién activities wete performed by the
designated individual(s) and the results of the activities
demonstrated that the predetermmed acceptance criteria were
tmet. This statement is signed by the individual responsﬂale
for those particular activities.

A statement that the manufacturing fac1].1ty is in conformance
with.the design control procedute requirements as specxﬁed
in 21 CFR 820.30 and the records are available for review.
This statement is signed by the individual responsxble for
those partlcular activites.

Section 3: Requlred Elements for an ABBREVIATED 510(k)* submission: /%/

Present

Inad_equafe ‘

ot Missing

TFor a submission, which relies on a guidance document and Jor
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 particulai device type. (If 2 manufacturer
elects to use an alternate approach to address a particular sk,
sufficient detail should be provided to justify that approach)

For a-submission, which relies on a recogmnized standard, a
declaration of conformity [For a listing of the required elements |
of a declaration of conformity, SEE Requited Elements for a
Declaration of Conforimity to a Recognized Standard, which

is posted with the 510(k) boilers on the H drive.]
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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 marketng the device.

For a subinission, which relies on a non-recognized standard that
has been historically.accepted by FDA, a statement that the
manufacturer intends to conform to a tecognized standard and
that supporting data will be available before matketing the device.

For a submission, which relies on a non-recognized standard that
has not been historically accépted by FDA, a statement that the
manufacturer intends to conform to a recognized standard and
that supporting data will be available befote marketing the device
-and any additional inforimation requested by the reviewer in order
to determinc substantial eqmvalence

Any. additional information, which is not covered by the’ gmdance
document, special control, recogmzed standard and/or non-
recogmzed standard in order to determine substantial
equivalence.

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

.Abbreviated Standards Data Form (located on the H drive) and list all the guidance

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

standards, which wete noted by the sponsor.

- Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL

510(k) submissions (If Applicable):

vy nackagine

Present Inadequate
‘ or Missing
a) Blocompatlb;.hty data for all patient-contacting matenals OR " ‘
certification of identical matetial/formulation: :
b) Sterilization and expiration dating mforrnation -
-1} starilization nfocess - -
i} validation method of sterlization nrocess -
i} SAL :: 3}

¥)__snecifv nvroeen free

vit ETO residues

vii) fadiation dose

viiil Traditional Method or Nnn-Tradmnnal Method

c) Software Documentation:

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

Passed ScreeningJ_Zf{ ‘ No

Reviewer:
Concurtence by

Review Branch:

" Date:




The deficiencies identified above xepreéent the issues that we believe need to be resolved
before our review of your 510(k) submission can be successfully completed. In developing

the deficiencies, we carefully considered the statutory criteria as defined in Section 513(1) of .

the Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your
device. We also considered the burden that may be incurred in your attempt to respond to
the deficiencies. We believe that we have consideted the least burdensome approach to
resolving these issues. Lf, however, you believe that information is being réques‘ted that 1s
not relevant to the regulatory decision or that thete is a less burdensome way to resolve the
issues, you should follow the procedures outlined in the “A Suggested Approach to
Resolving Least Burdensorhe Issues” document. It is available on our Center web page at:
“htep:// www.fda.gov/cdrh/modact/ leastburdensome.html '
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REVISED:3/14/95
THE 510 (K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510 (K)

BOILERPLATES TITLED "DOCUMENTATION" AND MUST BE FILLED OUT WITH
EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.).

"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

1‘

. , K .6 CZ-I:S‘?F’I

oo Semenn gl An LT

DlVlSlOn/Branch P)éf’\jp /FM

sevice sane: (P A Do fimmeeacal MWW
broduct To Which Compared {510 (K). Number If Known): /k 9? o520

YEs' NO
1. Is Product A Device )5\ If NO = Stop
2. Is Device Subject To 5101(k)? )Q. 1f NO = Stop
3. same Indication Statement? X 'If YES = Go To 5
4. Do Differences Alter The Effect Or If YES ='St0p NE
Raise New Issues of Safety Or '
Effectiveness?
5. Same Technological'ChaxacteriStics? )( If YES = Go To 7
6. Could The New Characteristics Affect - 1 If YES = Go To 8
‘safety Or Effectiveness? '
7. Descriptive Characteristics Precise . )< ‘If NO = Go To 10
Enough? If YES = Stop SE
8.. New Types Of Safety Or Effectiveness & | x | 1£ ¥Es = Stop NE
Questions? . . )
9. Accepted Scientific Methods Exist? y(_ d’- If NO = SEQP;HE
10. Performance Data Available? If NO =/Request
;K Data
11. Data Demonstrate Equivalence? : ' Final Decision:
Note: - In addition tb'cqmpleting the form on thé LAN, "yes" responses to
questions 4, 6, 8, and 11, and every "no" response requires an

explanation.
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1.

Intended ‘Use:

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 scftware? Is the device sterile? Is the device for
single use? Is the device over-the-counter or prescription use? Does the
device contain drug or biological product as a component? Is this device
a kit? Provide a summary about the devices design, materials, physical -
properties and toxicology profile if important.

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

1.

10.

i1.

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

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

Explain‘why there 'is or is not a.new efifect or safety or effectiveness
issue: '

Describe the new technological characteristics:

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

'Explaln how descrl tlve characterlstlcs are not precige enough:
/I zu2v“,‘ ’vaq a -CJ£A~J AQ19£4¢4~*L

Explain new types of safety or effectiveneéss questions raksed or why the

questions are not new: M W&m ??‘Laﬁ y o

Explaln why EXlStlng sc1ent1flc methods can not be used:

Expwerior ance data hs WC‘JQW

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

ATTACH ADDITIONAL SﬁPPQRTING.INFORMATION
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510(k) MEMORANDUM

K971371
Date: June 6, 2007
From: Sam Arepalli, Ph.D.
To: File
Subject: ‘K071371
Device: COPA AMD Antimicrobial Wound Dressing

Classification: Dressing Containing New Molecular Entity
(polyhexamethylenebiguanidine(PHMB))
Class: unelasSsifced
Product Code: FRO

Common Name: Dressin'g, Wound, Polyhexamethylenebiguanidine (PHMB)

Sponsor: Tyco Healthcare Group, LP
15 Hampshire St.
Mansfield, MA 02048

Contact: James Welsh
VP, Regulatory Affairs
508 261 8532

Recommendation:
The document is put on hold pending AL

REVIEW.

1. INTENDED USE

Subject Device: A

COPA AMD dressings are indicated for use in management of post-surgical incisions,
pressure sores, venous stasis ulcers, diabetic ulcers, donor sites, abrasions, lacerations, 1% and
2™ degree burns, dermatologic disorders, other wounds inflicted by trauma and as a
secondary dressing or cover dressing for packed wounds. COPA AMD dressings may be used
on infected wounds as part of the overall medical treatment where a foam dressing is
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indicated for protection of the wound. The barrier function of this wound dressing may help
reduce wound infections.

Predicate Device:

Kerlix™ Antimicrobial Gauze Dressing (K990530) is intended for use as a primary dressing
for exudating wounds, first and second degree burns, and surgical wounds, to secure and
prevent movement of a primary dressing, and as a wound packing.

Discussion of Equwalency
The indications for use of the subject device are dxfferent from those of the predicate device.

Question:

The indications for use (IFU) of your device are substantially different from those of the -
predicate device, Kilix™ Antimicrobial Gauze Dressing and your device IFU statement
contains additional indication, “may be used on infected wounds and the barrier function of
this wound dressing may help reduce wound infections”. Please either delete this additional
statement from the device [FU statement or provide clinical data to support these indications
for use.

2. . COMPARISON OF TECHNICAL CHARACTERISTICS (DESIGN,
MATERIALS, SIZES ETC.)

Subject Device:

Polyurethane (pu) foam is formed by combining a urethane pre-polymer with water. The
reaction cross links the urethane, and releases carbon dioxide gas bubbles which form the
foam as the polymer cross links. The process uses a substantial excess of water to assure
complete cross linking and to provide consistent foam cell size. After the foam is formed, it
travels through a heat tunnel to evaporate excess moisture. The dried foam is then die cut into
a finished dressing. For COPA AMD plus, the foam is applied directly to the pu back sheet,
no adhesives are used. For Island dressings, the die cut COPA AMD dressing is applied to an
oversized adhesive back. For COPA AMD, the PHMB (polyhexamethylenebiguanide
hydrochloride) is added during the foaming process so that it is thoroughly dispersed
throughout the foam. The dressings will be available in sizes: 2°x2”, 4”’x4”, 6”'x6”, 31/2"x3",
and in 1” diameter.

The following table (Table 1) lists the percentages of different components of the device.

Table 1
Component Name % by weight
urethane pre-polymer 40.5
USP purified water 58.6
{(surfactant) 0.3
(surfactant) 0.6
Plyhexamethylene Bignanide Hydrochloride | 5 mg per gm of foam
(PHMB) dry weight
. Adhesive border 17 mg per gm of dry
' foam weight
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Drug Elution Testing:
Not provided.

Question:

You state that the subject device contains polyurethane foam impregnated with
polyhexamthylene biguanide (PHMB) and it is unclear how the drug is bound to the foam. In
order to evaluate the safety and efficacy of the subject device, please provide the following
information:

a. A brief description of how the drug is impregnated into the foam.
b. The nature of bonding involved between the foam and the drug.
C. The leachability of the drug from the foam. If it leaches out, please provide a

comparison of the drug leachability between the subject devme and the predicate
device, Kerlix Antimicrobial Gauze Dressing.
d. The experimental details of the elution test including the protocol followed.

Predicate Device:
Kerlix™ Antimicrobial Gauze Dressing (K990530) is a wound dressing consisting of gauze
treated with polyhexmethylene biguanidine hydrochloride (PHMB}), 0.57%.

Acetic acid extraction of the device yielded approximately 1350ug/g.
Discussion of Equivalence:

Both subject device and predicate device contain polyhexmethylene biguanide hydrochloride
(PHMB) at a concentration of 0.57%.

MPARATIVE DATA

4%



4. DOES THE PRODUCT CONTAIN DRUGS OR BIOLOGICALS?
Yes, the dressing contains 5 mg/g of foam dry weight (0.5% PHMB be weight).

S. STERILIZATION

Method: EtO

Validation method: ANSIF/AAMVISO 11135:1994
SAL: 108

Pyrogenicity Claims:
None

Packaging:
The subject devices will be packaged in a peel pouches and boxed and are sterilized by EtO

Shelf-life/Expiry Date:
The product label displays product expiration date, but no shelf-life data are provided to
support this.

Question:

Your product label indicates that the subject device has expiration date. Howew er, you have
not provided shelf-life data to support the product expiration date. Please provide this
information.

6. LABELING 4
The product box label displays: the product name, manufacturer’ name and address, sterility

condition, drug concentration, lot #, product expiration date.

The package insert contains device description, indications for use, precautions, instructions
for use.

9



7. CLAIMS
The device is an antimicrobial dressing.

8. ADMINISTRATIVE INFORMATION

Truthful and Accurate Statement: See page 008
510(k) Summary: See page 012
Indications for Use: Sec page 45

9. SUMMARY

Both subject device and predicate device contain 0.5% of the antimicrobial drug,
polyhexamethylene biguanide (PHMB). In case of the subject device it is impregnated into
polyurethane foam whereas the predicate device is cotton gauze impregnated with PHMB.
Adequate labeling and sterilization information are provided.

Antimicrobial test data reports are not provided.

Al requested and the document is put on hold.

10. CONTACT RECORD
Al letter is sent to sponsor.

DEFICIENCIES
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Sam Arepalli, Ph.D.
FDA/CDRH/ODE/DGRND/PRSB



Arepalli, Sambasiva

N
From: Provost, Miriam
Sent: Friday, May 18, 2007 3:33 PM
S 5 Krause, David; Arepalli, Sambasiva; Rhodes, Stephen
Ce: Melkerson, Mark N.
Subject: RE: NME Issues
Miriam

From: Krause, David

Sent: Friday, May 18, 2007 3:15 PM

To: Provost, Miriam; Arepalli, Sambasiva; Rhodes, Stephen
Cc: Melkerson, Mark N.

Subject: RE: NME Issues

David

From: Provost, Miriam

Sent: Friday, May 18, 2007 1:04 PM

To: Krause, David; Arepalli, Sambasiva; Rhodes, Stephen
Cc: Melkerson, Mark N. .
Subject: RE: NME Issues

Miriam

From: Krause, David

Sent: Friday, May 18, 2007 12:51 PM

To: Provost, Miriam; Arepalli, Sambasiva; Rhodes, Stephen
Cc: Melkerson, Mark N,

Subject: RE: NME Issues

David
"\
T
From: Provost, Miriam
Sent: Friday, May 18, 2007 12:26 PM

(oRr”



To: Arepalli, Sambasiva; Rhodes, Stephen
Cc: Krause, David; Melkerson, Mark N.
Subject: RE: NME Issues

Sam‘ }

Miriam C. Provost, Ph.D.
Deputy Director

Office of Device Evaluation
CDRH/FDA

(240) 276-3983

From: Arepalli, Sambasiva

Sent: Friday, May 18, 2007 10:19 AM

To: Provost, Miriam; Rhodes, Stephen

Cc: Krause, David; Melkerson, Mark N.; Arepalli, Sambasiva
Subject: NME Issues

Miriam and Stephen

Sam Arepalli, Ph.D.

Reviewer

Plastic & Reconstructive Surgery Devices Branch

Division of General, Restorative and Neurological Devices
Office of Device Evaluation

Center for Devices and Radiological Health

FDA/DHHS

(240) 276 3626
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SIO(KYMEMORANDUM

K011941
ODE/DGRND/Plastic and Reconstructive Surgery Devices Branch
August 8, 2001

Device Name: ExcilonmAnﬁmicrobiai Sponge Model #7088
Sponsor: The Kendall Co.
Contact Name and phone number: Michael Spears

(508) 261-8155

Recommendation: SE
Procode: NAD

Class: 1

Device Category: Dressing
CFR Section: 878.4020

REVIEW:

1.

Is the product a device? Combination Product? Why?

This product is a device because it is intended to affect the structure of the body and does not
achieve any of its primary intended purposes through chemical action within the body. This
dressing is not dependent upon being metabolized for the achievement of any of its primary
intended purposes.

It is a combination product since it is coated with 1% Cosmocil® CQ with its active ingredient
being Polyhexanethylene Biguanide Hydrochloride (PHMB).

. Indication and/or Intended Use Statement

Subject Device

Excilon® A.M.D. Antimicrobial Sponges are intended for use as primary dressings for [V
sites, Tracheostomy tube sites, chest tube sites, catheter sites and drain sites. The antimicrobial
activity of the PHMB in Excilon® A.M.D. helps to resist bacterial colonization of the dressing

and inhibit bacterial penetration through the dressing. The barrier function of the dressing may
help reduce infections in partial and full thickness wounds.

Predicate Device(s)
Kendall Kerlix Antimicrobial Gauze (K990530) is intended for use as a primary dressing for




. K011941
Excilon AMD Antimicrobial Sponge Model
~— August 8, 2001

exuding wounds, first and second degree burns, and surgical wounds, to secure and prevent
movement of a primary dressing, and as a wound packing.

The qlilver coated contact layer dressing (k 992221) is an effective barrier to
bacterial and ftingal penetration. The barrier function of the dressing may help reduce
infections in partial and full thickness wounds including decubitus ulcers, first-and second-

degree burns, donor sites and surgical wounds. It may be used over debrided and grafted
partial thickness wounds.

Discussion of equivalency

Technological Characteristics (Design, Materials, Sizes, etc.)

Subject Device

Predicate Devices

- Kendall Kerlix Antimicrobial Gauze (K990530) 6"x 6.75" (15cm x17 c¢m) Stretched
USP Gauze treated with PHMB

The %silver coated contact layer dressing -  4"x 4" (10 cm x 10 cm)
3-ply gauze dressing with an absorbent rayon/polyester core

with an upper and lower layer of silver coated high density polyethylene mesh
Non-woven mesh

Discussion of equivalency
There are no new technological characteristics. The subject device and Kendall Kerlix
Antimicrobial Gauze both contain the same amounts of PHMB

Bot.l'- Primary Antimicrobial Dressing and Excilon A.M.D. utilize non-woven
materials with antimicrobial coatings with hxtilizing a silver active agent.
3. Comparative Performance Data (in vitro, animal and/or clinical)

Effectiveness Data

Subject Device

In-vitro testing has demonstrated that Excilon AMD Drain Sponges resist microbial

penetration and growth of a broad spectrum of microorganisms. The squares of Excilon

AMD Drain Sponges, untreated sterile Excilon Drain Sponges and positive controls were
~ == 2

/%
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K011941
Excilon AMD Antimicrobial Sponge Model
~ August 8, 2001

~ plate was observed for microbial growth following incubation. The results indicated that

Excilon AMD Drain Sponges were effective in preventing the growth of the test
organisms. placed on agar plates. This was done for both
Each disc was inoculated with

Predicate Device(s)

Laboratory testing has shown that each antiseptic agent has a broad spectrum of
antimicrobial activity.

Discussion of Equivalency

All three dressings have help resist bacterial colonization of the dressing and bacterial
penetration through the dressing. This barrier function may help reduce infections in

. partial and full thickness wounds
5. Sterilization
Method - Steam .
Validation - AAMI Overkill Methed of Cycle Development
Dose - ' :
Sterility Assurance Level - 1 x10°
~— Packaging -  Paper -to-paper pouch

Pyrogenicity claims - No label claim is made that the device is "non-pyrogenic”

6. Labeling
(OTC and/or Prescription)- Prescription
Package Insert (Section 8)
Carton/Pouch Labels (Section 1, page 1)

7. Has sponsor provided all administrative requirements?
¢ Truthful and Accurate Statement (Page 10)
o 510(k) Summary or Statement (Exhibit 12)
e Indication for Use Page (Exhibit 12}

8. Summary
This dressing is equivalent to the predicate kerlix dressing in that they both contain the same
amount of antimicrobial, Polyhexamethyene Biguanide Hydrochloride (PHMB). The Excilon
wound dressing, excluding the antimicrobial agent, is the same dressing which the Kendall
Healthcare Company had been selling since 1987.  Both the subject dressing and the Acticoat

dressing utilize non-woven materials. Therefore, ] would find this device to be substantially
. equivalent.

(o0&
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K011941
Excilon AMD Antimicrobial Sponge Model
August 8, 2001

. Contact History/Requests for More Information:

None

6/9/01

Name  D. Lauriec Bernato
Plastic and Reconstructive Surgery Devices Branch

Date

S
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Page_l of ! _

K011941
51 0(k) Number (if known)

Device Name: Excilon AM.D. Antimicrobial Sponge

Indications For Use:

Primary dressing for IV sites, tracheostomy tube sites, chest tube sites,
catheter and drain sites.

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

NEEDED)
Concurﬁtﬁe of C Office of Device Evaluation (ODE)

(Dms:on Slgn-Oﬁ)
Division of General, Restorative
* and Neurological Devices
KOoa4t
510(k) Number
Prescription use_X_ OR Over-The-Counter Use__
(Per 21 CFR 801.109)

(Optionai Format 1-2-96)

S

*x TOTAL PAGE.@A2 ** ’05
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MEMO TO THE RECORD

510(K) REVIEW
K990530/S001
DATE: 1/28/00
OFFICE: HFZ-410
DIVISION: DGRD/PRSB
FROM: Biolog

ist
DEVICE NAME: Kerlix ﬁnﬁmicrobial Gauze Dressing
COMPANY NAME: Kendall Company

NARRATIVE DEVICE DESCRIPTION

INTENDED USE: The device is intended for use as a primary dressing for exuding wounds, first
and second degree burns, and surgical wounds, to secure and prevent movement of a primary
dressing, and as a wound packing. These indications are consistent with other wound dressing

premarket notifications.

DEVICE DESCRIPTION:
Is the device:
1. Life-supporting or life-sustaining? No.
2. Implant (short-term or long-term)? No.
3. Software-driven? No.
4. Sterile? Yes.
5. Single use? Yes.
6. For home or prescription use? Prescription.
7. Contain a drug or biologic component?  No.
8. Akit? No.

Device(s) to which equivalence is claimed and its manufacturer(s):
(1) K895993: Biopatch, Johnson & Johnson (device contains 4% chlorhexidine gluconate

(2) K973657: Arglaes, Maersk Medical Ltd.

SUMMARY
The device is a sterile, single use, wound dressing consisting of gauze treated with
Polyhexamethylene Biguanide Hydrochloride (PHMB) The dressing will be available in

both patch and roll form.




MATERIALS:
See attached reviews (4/23/99 and 1/27/00) for summarics of blocompatlblhty and antimicrobial

testing conducted.

STERILITY:

PACKAGING: Tyvek/Poly pouch or Tyvek/Styrene tray

LABELING:

SAFETY AND EFFECTIVENESS INFORMATION: The sponsor has provided a summary of

safety and effectiveness information.

RECOMMENDATION: Substantially equivalent to 79 NAD, Occlusive wound and burn
dressing

. - CLASSIFICATION: Class |

\b
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Ny AT

Peter L. Hudson, Ph.D.

Reviewer
Division of General and Restorative Devices

Plastic and Reconstructive Surgery Branch
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MEMO TO THE RECORD

K990530/S001
DATE: 1/27/00
OFFICE: HFZ-410
" DIVISION: DGRD/PRSB
FROM: Biologist T~
RE: supplemental information submitted during RFD for Kerlix i
Antimicrobial Gauze Dressing '
APPLICANT: The Kendall Company
CONTACT: Mr, Frank Fucile
PHONE: 508-261-8532

Recommendation: The device is found to be substantially equivalent.

Review
A meeting between the sponsor of the product and FDA was held on October 21, 1999 to discuss

which Center should be designated to review the product. As aresult of the meeting the product
was determined to be a device. The information presented by the sponsor is to be used as the
additiona! information requested of the sponsor to demonstrate that the drug contained in the
dressing is biocompatible. The following review is of the new information submitted. For a
summary of the preclinical and clinical testing conducted and reviewed previously, see my
review of April 23, 1999. The following questions and answers are from the consult review
provided by David Bostwick of CDER.
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. Labelin;

(Gt foe fo

Peter L. Hudson, Ph.D. /Reviewdr " (Date)
Division of General and Restorative Devices
Plastic and Reconstructive Surgery Branch
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DATE:
OFFICE:
DIVISION:
FROM:

RE:
PRODUCT:
APPLICANT:
CONTACT:
PHONE:

Recommendation:

Review

MEMO TO THE RECORD
K990530

4/23/99

HFZ-410

DGRD/PRSB

Biologist

Jurisdictional authority

Kerlix MD Antimicrobial Gauze Dressing
The Kendall Company

David Olson

508-261-8530

\30



conducted:










(elon o555

Peter I-/Hudson, Ph.D./Reviewer (Date)
Division of General and Restorative Devices
Plastic and Reconstructive Surgery Branch

WA
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® EITIRL

INDICATIONS FOR USE STATEMENT

510K Number: K990530
Device Name: Kendall KERLD(™ Antimicrobial Gauze

Indications for Use:

KERLIX Antimicrobial Gauze is intended for use as a primary dressing for exuding wounds, first
and second degree burns, and surgical wounds, to secure and prevent movement of a primary dressing,
and as a wound packing N

- Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use X OR  Over-the-Counter Use

(per 21 CFR 801.109)
msion\ﬁgn-om v
Division of'\General Rastorative Devices “G9aS 3@
510(k) Number N

\35



DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

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

September 11, 2007 Rockville, Maryland 20850
TYCC HEALTHCARE GROUP, LP ~ 510(k) Number: K071371

15 HAMPSHIRE ST. Product: . COPA AMD
MANSFIELD, MA 02048 ANTIMICROBIAL
ATTN: JAMES WAILSH WOUND DRESSING

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 asslstance 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.
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If you have procedural questions, please contact the Division of Small
Manufacturers Internatiocnal and Consumer Assistance (DSMICA) at

{240)276-3150 or at their toll-free number (800) 638-2041, or contact
the 510k staff 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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‘t ‘ . 15 Hampshire Street
'.I 0 Mansfield, MA 02048

Healthcare Tel- 508-26 1-8000
Fax: 508-261-6225

' www. tycohealthcare.com
G157 (S

Food and Drug Administration

Center for Devices and Radiological Health
Document Control Center (HFZ-401)

9200 Corporate Boulevard

Rockville, MD 20850

September 7, 2007

RE: 510(k) # K071371 Premarket Notification for COPA AMD Antimicrobial Foam
Wound Dressing

Dear Dr. Arepalli:

This letter is in response to the deficiency letter dated June 11, 2007, as clarified in our
phone conversation of August 29", 2007. For ease of reading, | have restated each
question foliowed by the response. For some questions, revised pages are included.
For other questions, new information is provided in the appendices to this letter, and the
numbering of these appendices begins at #6, so as not to duplicate the numbering in the
original submission.

Please contact the undersigned at (508) 261-8532 should you have any additional

questions.
@x///é.- o

James Welsh o — L
Vice President, Regulatory Affairs VTR
Tyco Healthcare/Kendall K — ‘

Sincerely,

Enclosure

8l
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Replacement pages associated with question # 1



KenDALL 15 HAMPSHIRE STREET, MANSFIELD, MASSACHUSETTS 02048 * (508) 261-8000

510(k) Premarket Notification
COPA AMB Antimicrobial Wound Dressing

Section A — General Device Summary (Continued)

Sponsor Information (continued)

Contact Information: . James Welsh
VP, Regulatory Affairs

Kendall

a Division of Tyco Healthcare Group LP
15 Hampshire Street

Mansfield, MA 02048

Phone: (508) 261-8532

Fax: (508) 261-8461

Purpose of Submission

The purpose of this submission is to obtain FDA clearance for a polyurethane foam wound
dressing which contains PHME (Polyhexamethylene Biguanide Hydrochloride) to inhibit
microbial growth within the dressing. This notification includes the appropriate information to
demonstrate substantial equivalence of the proposed device to the legally marketed predicate
device. A 510(k) summary is provided in Section B of this notification.

Indications / intended Use

COPA AMD dressings are indicated for use in management of post-surgical incisions, pressure
sores, venous stasis ulcers, diabetic ulcers, donor sites, abrasions, lacerations, 1% and 2™
degree burns, dermatologic disorders, other wounds inflicted by trauma and, as a secondary
dressing or cover dressing for packed wounds.

. The Indications for Use Statement is provided in Appendix 1 of this notification.

Performance Standards

No applicable performance standards pertaining to this device have been issued under section
514 of the Food, Drug and Cosmetic Act.

Predicate Devices

Curafoam Polyurethane Foam Dressings, K946269, cleared 1/12/95

Kerlix AMD Antimicrobial Gauze Dressing K990530, cleared 1/31/00

Excilon' AMD Antimicrobial Sponge K011941, cleared 8/22/01

j07%



KenDALL 15 HAMPSHIRE STREET, MANSFIELD, MASSACHUSETTS 02048 * (508) 261-8000

510(k) Premarket Notification K OT 3%
COPA AMD Antimicrobial Wound Dressing L
pe-ge 1 of

Section B — 510(K) Summary

Date Summary

Was Prepared: May 11, 2007
Submitter’s
Information: Kendall

a Division of Tyco Healthcare Group LP
15 Hampshire Street

Mansfield, MA 02048

Phone: 508-261-8000

Fax: 508-261-6644

Contact: James Welsh
VP, Regulatory Affairs
Kendall
a Division of Tyco Healthcare Group LP
Telephone: 508-261-8532
Fax: 508-261-8461

Device Trade
Name: COPA AMD Antimicrobial Wound Dressing

Device Common
Name: Wound Dressing, Antimicrobial

Classification Panel: General and Plastic Surgery

Legally Marketed Devices To Which Substantial Equivalence Is Claimed:

" The COPA AMD antimicrobial wound dressing is substantially equivalent to the existing
COPA (Curafoam) polyurethane foam wound dressings in intended use, materials,
physical characteristics, and performance characteristics. The modification attributed to
the predicate device is the addition of PHMB antimicrobial agent to prevent bacterial
penetration and colonization of the dressing.

Substantial equivalence is also claimed to Kerlix AMD and Excilon AMD, absorbent
wound dressings which contain PHBM antimicrobial agent to prevent bacterial
penetration and colonization of the dressing.



KenDALL 15 HAMPSHIRE STREET, MANSFIELD, MASSACHUSETTS 02048 * (508) 261-8000

510(k) Premarket Notification
COPA AMD Antimicrobial Wound Dressing

Section B - 510(K) Summary

Device Description:

COPA AMD is a hydrophilic polyurethane foam that is impregnated with
Polyhexamethylene Biguanide Hydrochloride (PHMB), an antimicrobial agent that
protects the dressing from bacterial penetration and colonization.

Intended Use:

COPA AMD dressings are indicated for use in management of post-surgical incisions,
pressure sores, venous stasis ulcers, diabetic ulcers, donor sites, abrasions,
lacerations, 1% and 2™ degree burns, dermatologic disorders, other wounds inflicted by
trauma and, as a secondary dressing or cover dressing for packed wounds.

Performance Data: Performance data submitted in support of this 510k included in-vitro
and animal testing.

Broad spectrum activity was demonstrated against 6 organisms including gram positive,
gram negative, and fungal types. Total kill was achieved for 7 consecutive days, with a
daily challenge of >6 log of each organism:

. aeruginosa
coli

. albicans

. epidermidis
. aureus

. faecalis

MO®OMmTD
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INSTRUCTIONS FOR USE/ PACKAGE INSERT
corPA™ AMD™ coPA™ AMD™ PLUS, cOPA™ AMD™ ISLAND

™ Trademark of Tyco Healthcare Group LP or its affiliate

™ CONSTANT-CLENS is a trademark of Unilever Supply chain, Inc., and used under license
TYCO HEALTHCARE GROUP LP.MANSFIELD, MA 02048.MADE IN USA

® 2005 TYCO HEALTHCARE GROUP LP.ALL RIGHTS RESERVED. 050719

PRODUCT INFORMATION N U.S, 1-800-962-9888-www.TycoHealthcare.com

EC REP TYCO HEALTHCFARE U.K. LTD. . Gosport PO13 OAS, U.K.

DESCRIPTION .

COPA™ AMD™ Antimicrobial Foam Dressings provide an ideal moist wound
healing environment for a wide variety of wounds. This highly absorbent, non-
linting dressing is designed to protect and cushion moderate to heavily exudating
wounds. COPA AMD Dressings are semi-occlusive allowing the exchange of
gases such as oxygen and water vapor. The soft flexible nature of the COPA
AMD dressing allows it to conform easily to all body contours. COPA AMD
Dressings are non-adherent, an)d non-drying, making dressing changes easy and

minimizing pain.

COPA AMD Dressings provide an antimicrobial barrier to bacteria penetration
through the dressing and prevents colonization and proliferation of bacteria within
the dressing for up to seven days. By limiting the microbial growth in wound

exudates, the bioburden load on healing tissue is minimized.

INDICATIONS FOR USE

COPA AMD dressings are indicated for use in management of post-surgical
incisions, pressure sores, venous stasis ulcers, diabetic ulcers, donor sites,
abrasions, lacerations, 1% and 2" degree burns, dermatologic disorders, other
wounds inflicted by trauma and, as a secondary dressing or cover dressing for
packed wounds. It is an ideal dressing in the local management of exudate that
may occur at surgically induced body drainage sites such as tracheostomy, G-

tube, J-tube, Penrose drain, chest tube, nephrotomy tube or sump drain.

£l
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INSTRUCTIONS FOR USE/ PACKAGE INSERT
corPA™ AMD™, corPA™ AMD™ PLUS, COPA™ AMD™ ISLAND

PRECAUTIONS

¢ For external use only

¢ Do not use as a primary treatment for infected wounds

» Do not use as a primary treatment for full 3" degree burns
* Do not use on patients with known sensitivity to PHVB

¢ Do not use if primary package is damaged.

* Do not resterilize

» Single use only

PREPARING THE WOUND SITE
Cleanse the wound area if necessary using a non-toxic cleansing solution such
as CONSTANT CLENS™ or saline. Rinse and dry the wound and surrounding

areas thoroughly before dressing application.

APPLYING THE DRESSING

Select the dressing which will provide a minimum of a 2 inch (5 cm) foam margin
around the edges of the wound"pf: If necessary, cut the dressing to size to ensure a
smooth, continuous fit with the skin surface. (COPA AMD Dressings should be

applied with the white side touching the dressing site or with the topsheet facing

up.)

Place COPA AMD Dressing directly onto the wound surface and hold in place by
covering with POLYSKIN™ || Dressing, Kerlix™ or CURITY™ Gauze Bandage
Rolls, TENSOR™ Elastic Bandage, CONFORM™ Stretch Bandage, adhesive
tape or other appropriate secondary dressing. If using COPA AMD Island
Dressings, use of the above mentioned products will not be needed to hold the

dressing in place.

FREQUENCY OF CHANGE
The high absorbency and sustained antimicrobial efficacy of COPA AMD

Dressings allows the user to comply with established treatment protocols for



INSTRUCTIONS FOR USE/ PACKAGE INSERT
coPA™ aAMD™, coPA™ AMD™ PLUS, COPA™ AMD™ ISLAND

foam dressings, up to ocne week between dressing changes.. In typica! use, the
frequency of changes will depend upon the nature and condition of the wound

and the amount of exudate.

DRESSING CHANGE AND REMOVAL

The COPA™ AMD™ Dressing should be changed when signs of saturation are
visible along the edge of the dressing or whenever good nursing practice
dictates. To change the dressing, remove the securing bandages or tape and
carefuily lift COPA AMD Dressing off the wound. COPA AMD Dressings are non-

adherent, non- adhesive, and non-gelling.

DRESSING EXPANSION
COPA AMD Dressings absorb exudate and will expand and ‘grow’ in size due to

the cellular structure of the dressing.

ORDERING INFORMATION

Quantity Quantity

REF Description per Carton  per Carton

COPA™ AMD™ Antimicrobial Foam Dressing

55622AMD  2in X 2 in COPA AMD Foam Dressing 25 100
55544AMD  4in X 4in COPA AMD Foam Dressing: ' 10 50
55566AMD  6in X 6 in COPA AMD Foam Dressing 10 50
55535AMD 3%in X 3in COPA AMD Fenegtra’(ed Foam Dressing 10 50
55511AMD 1" Diameter COPA AMD Fenestrated Foam Dressing 10 ‘ 50

COPA™ AMD™ PLUS Antimicrobial Foam Dressing

55544PAMD 4 in x 4 in COPA AMD PLUS Foam Dressing 10 50

COPA™ AMD™ [sland Antimicrobial Foam Dressing

55522AMD  4in X 4 in Pad Size 10 50-

55544AMD  6in X 6 in Pad Size 10 50

al



Indications for Use Statement

510(k) number: K071371

Device Name:
COPA AMD antimicrobial wound dressing
Indications for Use:

COPA AMD dressings are indicated for use in management of post-surgical incisions, pressure
sores, venous stasis ulcers, diabetic ulcers, donor sites, abrasions, lacerations, 1% and 2™
degree burns, dermatologic disorders, other wounds inflicted by trauma and, as a secondary
dressing or cover dressing for packed wounds.

Prescription Use X AND/OR Over-The-Counter Use

{Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

Please Do Not Write Below This Line — Continue On Another Page If Needed

Concurrence of CDRH, Office of Device Evaluation {ODE)

Page 1 of 1
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TYCO/HEALTHCARE / KENDALL COMPANY
QA / SCIENTIFIC SERVICES

ELUTION STUDY PROTOCOL ADDENDUM

TITLE: Elution Study of PHMB from COPA AMD and Kerlix AMD
Protocol No. N Avgust 1, 2007
Written By: é‘ - 82 % 74_, Date: ca/ /o7
Sara Gordon, Scientific Services
Reviewed By: &Z/ A/) Date: (E,}; /o /
Ann Sung, Scieftific Services
Approved By: 5’7 /g Date: g l o7

Bob Almeida, Scientific Services
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TITLE:

TYCO /HEALTHCARE / KENDALL COMPANY
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DEPARTMENT OF HEALTH AND HUMAN SERVICES ‘Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center {(HFZ-401)
9200 Corpcrate Blvd..

November 07, 2007 Rockville, Maryland 20850
TYCO HEALTHCARE GROUP, LP 510 (k) Number: K071371

15 HAMPSHIRE ST. ' Product: COPA AMD
MANSFIELD, MA 02048 ANTIMICROBIAL
ATTN: JAMES WALSH WOUND DRESSING

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or if any additional information is required. Please
remember that all correspondence concerning your submission MUST

be sent to the Document Mail Center (HFZ-401) at the above

letterhead address. Correspondence sent to any address other than

the one above will not be considered as part of your official
premarket notification submission. Also, please note the new

Blue Book Memorandum regarding Fax and E-mail Policy entitled,

"Fax and E-Mail Communication with Industry about Premarket Files
Under Review. Please refer to this guidance for information on current
fax and e-mail practices at www.fda.gov/cdrh/ode/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 tc 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, 1if 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. :

\5



If you have procedural questions, please contact the Division of Small
Manufacturers International and Consumer Assistance (DSMICA) at

(240)276-3150 or at their toll-free number (800} 638-2041, or contact
the 510k staff 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

\ b
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Kozl /6@

tqgg 15 Hampshire Street

Mansfield, MA 02048

Healthcare

Tel: 508-261-8000
Fax: 508-261-8461

Kenda" www kendalihg.com

Food and Drug Administration

Center for Devices and Radiological Health
Document Control Center (HFZ-401)

9200 Corporate Boulevard

Rockville, MD 20850

November 2, 2007

RE: 510{k) # K071371 Premarket Notification for COPA AMD Antimicrobial Foam
Wound Dressing

Dear Dr. Arepalli:

This letter is in response to the deficiency letter dated October 3rd, 2007, as clarified in
our phone conversation of October 57, 2007. For ease of reading, | have restated each
question followed by the response. For some questions, revised pages are included.
For other questions, new information is provided in the appendices to this letter, and the
numbering of these appendices begins at #8, so as not to duplicate the numbering in the

original submission.

Please contact the undersigned at (508) 261-8532 should you have any additional
guestions.

Sincerely,

James Welsh '
Vice President, Regulatory Affairs FDA CDRH DMC

Tyco Healthcare/Kendall
NOV 0 7 2007

Received

Enclosure

ATyCa INTERNATIONAL LTD. COMPANY

\
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AMD

8" x8"
Adhesive Bordered Antimicrobial Foam Dressings {20 cm x 20 cm)

Pansement hydrocellulaire antimicrobien avec bordure adhésive
Antimikrabieller Schaumstoffverband mit Haftrand

Medicazione antimicrobica in schiuma con bordi adesgivi

Apdsito de espuma antimicrobiane con bordes adhesivos
Antimikrobielit skumférband med sjélvhaftande kanter

" Antimicrobieel schuimverband met plakkende rand

Pense de espuma antimicrobiana com bordo adesive

" Litmareunainen antimikrobinen vaahtomuovisidos

= 50 |

™ AR AE . - A AR R~ )
COPA" AVID _m_b:_u@mmmmmmﬁ ﬁo_ub AMD _mrbzc@mmmmmm REH

|

. 5050683007891
semereo| (o NN [
cmgg PZN - 1875551
2 Rx (NI
mﬁomhuwwﬂwm:. ONLY Single Use (01)306943931 ommoo
T [Heanncsre 1260806 — _ =
—Am—‘-——.up—l-l oot {10)000000

REF]
AMD

3" x 0"

(20 cm x 20 cm)

= 50

Contains Polyhexamethylene biguanide hydrochloride (PHMB), 0.5%

ALLERGEN POTENTIAL

Do not use on patients with known sensitivity to PHMB
PHMB exposure in high concentrations (=2.5%) has beeninfréquently
associated with contact dermatitis. If dermatitis is observed, discontinue use.

e
i

5050683007891

AP A
|

PZN - 1875551
{01)306943931 09900

L
I

{10)000000

™ Trademark of Tyco Heallhcare Group LP
or its affiliale.

aal TYCO HEALTHCARE GROUP LP
MANSFIELD, MA 02043 = MADE IN U.S.A.
©2007 TYCO HEALTHCARE GROUP Lp

ALL RIGHTS RESERVED » 071026

PRODUCT INFORMATION IN U.S. 1-800-962-9687
www.Tycohealihcare.com

Yo [Heanncore
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TYCo | Healthcare

KENDALL

COPA" AMID" ISLAND

Adhesive Bordered Antimicrobial Foam Dressings

INDICATIONS: Post-surgical incisions, pressure sores, venous stasis ulcers, diabetic ulcers, donor sites, abrasions, lacerations, super ficial burns other wounds inflicted by trauma and asa secondary dressing or cover dressing for
packed wound; may also be used around tube sites. - INDICATIONS : Incisions post-chirurgicales, escarres de décubitus, ulcéres de stase velneuse, ulcéres diabétiques, sites donneurs, abrasions, déchirures, brillures superficielles,
autres plaies d'origine traumatique et, dans le cas des plaies nécessitant un remplissage, utilisation comme pansement secondaire ou de couverture. Egalement adapté 3 une application autour des sites de tubage.

+ INDIKATIONEN: Postoperative Inzistonen, Druckgeschwiire, Venenstauungsulzerationen, diabetische Ulzerationen, Entnahmestellen, Abschiirfungen, Lazerationen, oberflichliche Verbrennungen, sonstige Traumawunden und
Einsatz als Sekundarverband oder Deckverband filr gefillte Wunden; kann auch bei Kanalisierungsstellen eingesetzt werden. - INDICAZIONI PER L'USO: Incisioni post-chirurgiche, ulcere da decubito, ulcere da stasi venosa, ulcere

diabetiche, siti donatori, abrasioni, lacerazioni, ustioni superficiall, altre ulcere causate da traumi e come medicazione secondaria o di copertura per ulcere con bendaqgl; pud essere usata attormno al punto di inserimento di cateteri.
+ INDICACIONES: Incisiones postoperatorias, ilceras de deciibito, iilceras por insuficiencia venosa, tlceras diabéticas, zonas de donacién, abrasiones, laceraciones, quemaduras superficiales, otras heridas infligidas por
traumatismo y como apdsito secundario o apdsito de cublerta para heridas taponadas. También puede usarse alrededor de los puntos de introduccion de tubo. - INDIKATIONER: Postoperativa incisioner, trycksdr, venisa bensdr,
diabetessdr, tagstallen, skrapsar, lacerationer, ytliga brannsdr och dvriga sir orsakade av trauma samt som sekundart forband eller tickforband Gver packade sir. Kan ven anvandas runt slangar/tuber. - INDICATIE VOOR HET
GEBRUIK: Post-chirurgische incisies, drukzweren, veneuze stase zweren, diabetische zweren, donorplekken, schaafwonden, rijtwonden, oppervlakkige brandwonden, of andere wonden die veroorzaakt zijn door trauma. Kan
worden gebrulkt als secundair verband of bovenop ander verband. Kan ook worden gebruikt rond bulsplekken. - INDICAGOES DE UTILIZAGAO: Incisies pés-cirirgicas, lesbes provocadas por pressao, Glceras de estase venosa,
Uleeras diabéticas, locais dadores, abrastes, laceragoes, queimaduras superficiais, outras feridas provocadas por traumatismios e como penso secundario ou penso de cobertura de feridas J envoltas. Também pode ser utilizado para
prender tubagens. - KAYTTOINDIKAATIOT: |eikkauksenjilkeiset avausvilllot, painehaavat, laskimostaasit, diabeettiset haavat, luovuttaja-alueet, repeamit, hankaumat, pinnalliset palohaavat, muut trauman aiheuttamat haavat
sekd toissijaisena sidoksena pakattujen haavojen piasiallisen sidoksen suofaamiseen. Voidaan kayLti myds letkualuelden ymparills, - ANVENDELSE: Operationssar, tryksdr, venose sar, diabetessdr, donorsteder, abrasioner,
lacerationer, overfladiske forbraendinger, andre sdr, der skyldes trauma, og som sekundzrforbinding eller daekning af pakkede sir; kan ogsd anvende omkiing sondesteder.  ENOEIZELL IIA TH XPHIH: Meteyyeipruxéc topic,
Ehwry Adyw méaewg, Ehkn hdyw phefiki raong Siaprrika ek, onpeia Sotn, exdopéc, nhnyéc, empaveiakd eykadpata, AAeg TATYEC Tiou opeikovial o€ Tpaupaniopd Kai, we Sevtepeiwy enibeajiog | enibeapog kahupng ya enibeon
nAy@v. Mnopet va xproonouBel ka yipw and onpela 1onoBérnong owijva. - INDIKACE PRO POUZITE: Rezy po chirurgickém zakroku, prolezeniny, venostatické viedy, diabetické viedy, dircovskd mista, odieniny, lacerace,
pavrchové popéleniny, dakii poranéni zpiisobend traumatem a jako sekundarni obvaz nebo keyti obvazanjich ran; |ze pouZit také v okoll mista zavedeni sond. - JAVALLATOK: Mitét ulni sebekhez, fellekvésekhez, vénds vagy
pangasos fekélyekhez, diabetikus fekélyekhez, donar teriiletekhez, horzsolsokhoz, zizott sebekhez, feliileti égésekhez, sériilések sordn keletkezett eqyéb sebekhez, masodlagosan vagy feddkitésként tamponalt sebekhez, illetve
csovek koriifotti lerillethez. - NOKASAHMA K NPUMEHEHMIO: Nocneonepaiwonibie paspeasi, nponeiiu, TPOGUUECKMe, AMAGETHYECKIE AIBb, IHOPCKKE YUACTKH, CCAfTMNL, pBatbie panbi, IOBEPXHOCTHLIE DIKOTH, APYTHE
Patib, BLEIBAHHGIE TPABMAMM, 1 B KaueCTBE BIOPHIHOR NOBA3XM WY BEPXHER NOSA3KM /AR Tamnonuposakmuix pan. « WSKAZANIA: Nadeda chirurgiczne, odlezyny, zylne wrzody zastoinowe, wrzody cukizycowe, miejsca
pobierania przeszczepu, poszarpania, oparzenia powierzchowne | inne rany urazowe oraz jako opatrunek drugorzedowy lub okrywajqcy dla ran opatrzonych; mogq tet

byt stosowane wokat miejsc podiqczania przewoddw. - KULLANIM ENDIKASYONLARI: Cerrahi sonrasi ensizyonlar, dekiibitus Glseri, toplardamar staz iilseri, diyabetik iilserler, verici

bolgeteri, siyriklar, laserasyonlar, yiizeysel yaniklar, travma nedenli diger yaralar ve ikincil bir sargi bezi ya da dolu yaralar Igin kapali sargi bezi de tiip alanlannda aynea kullanilab
- BRUKSOMRADE: Postoperat e inngrep, trykksdr, venose stasesdr, diabetessdr, donorsteder, skrubbsar, oppflenginger, overfladiske brannsar, andre sir pifert av traume,
samt som sekundaerforbinding eller dekkforbinding for sdromslag. Kan ogsd brukes rundt slanger/tuber.

STERILE | EO |

» Do not use I unit package Is opened or damaged. - Ne pas utlliser sl I'emballage a été auvert ou endommageé. Bel ged neter oder beschidigter Verpackung nicht verwenden.
» Non usare Il prodotto se fa confezione & aperta o dannegglata, - No usarsi el envase esta abierto o dafiado, = Anvind © om enhetens forpackning &r dppnad eller skadad.

+ Niet gebirulken Indien verpakking geopend of beschadigd Is. - Nao usar se a embalagem estiveraberta ou danificada, « £ saa kiiyt1sa, jos pakkaus on avattu tal vaurioltunut.
« M ikke anvendes, hvis emballagen er dbnet eller beskadiget. - Mn freavn la &xer avorgtel f unootel {nud. Pokud je baleni oteviend neba podkazené,
vyrobek nepouZivejte. - Tilos hasznélnl, ha felny/lt vagy megsérlilt a csomagolis. - He nenonb3yfive wagienne, ecni ynakonka i KPBITa WAK NOBPex/iena. « Nie stasowac, Jeze
opakowanie zostalo atwarte lub ustkodzone. « Urliniin ambalaji apimigsa ya da hasarliysa kullanmaymn,

Contains Polyhexamethylene biguanide hydrochloride (PHMB), 0.5% _—i_ __
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From Sunlight Documents (01) 20694393109903
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Adhesive Bordered
Antimicrobial Foam Dressings

8"x8"(20cmx 20 cm)

Pansement hydrocellulaire
antimicrobien avec bordure adhésive «
Antimikrobieller Schaumstoffverband
mit Haftrand - Medicazione
antimicrobica in schiuma con bordi
adesivi - Apdsito de espuma
antimicrobiano con bordes adhesivos

« Antimikrobiellt skumférband med
sjilvhdftande kanter - Antimicrobieel
schuimverband met plakkende rand

» Penso de espuma antimicrobiana com
bordo adesivo » Liimareunainen
antimikrobinen vaahtomuovisidos

= Antimikrobiel skumbandage med
selvklzbende kanter - Avtipikpoprakéd
appwde emifepa pe autokdAinro
nepi@wpio » Antimikrobialni pénové
kryti s adhezivnim okrajem - Ragasztds
széld antimikrobialis habszivacskitszer
« AHTMMUKPOGHAR NOBAIKA M3
NonHypeTaHoBoi ryGKm c Knenkumn
kpanmu - Przeciwbakteryjny opatrunek
piankowy z samoprzylepnym
obramowaniem - Yapigkan Kenarh
Antimikrobik Kipiik Yara Ortilsii

+ Antimikrobiell skumbandasje med
selvheftende kanter

STERILE | EO|
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COPA" AMD™" ISLAND

Adhesive Bordered Antimicrobial Foam Dressings

8" x8"(20cm x 20 cm)

Pansement hydrocellulaire antimicrobien avec bordure adhésive
Antimikrobieller Schaumstoffverband mit Haftrand
Medicazione antimicrobica in schiuma con bordi adesivi

Apdsito de espuma antimicrobiano con bordes adhesivos
Antimikrobiellt skumforband med sjdlvhdaftande kanter
Antimicrobieel schuimverband met plakkende rand

Penso de espuma antimicrobiana com bordo adesivo
Liimareunainen antimikrobinen vaahtomuovisidos
Antimikrobiel skumbandage med selvkleebende kanter

AvtipikpoBrako appwdeg emibepa pe avrokoAAnto nepibapio

ALLERGEN POTENTIAL
Do not use on patients with known sensitivity to PHMB

PHMB exposure in high concentrations (=2.5%) has been infrequently
associated with contact dermatitis. If dermatitis is observed, discontinue use.

Az
2y

= &',
2 @ BV g
_ W=z
stemite [£0] ) et
Da not use If unit package is apened or damaged. Keep Away  SingleUse See Accompanylng v us™
From Sunlight Documents

Patent Pending
™ Trademark of Tyco Healthcare Group LP or its affiliate.

aaall TYCO HEALTHCARE GROUP LP - MANSFIELD, MA 02048 « MADE IN US.A. - © 2007 TYCO HEALTHCARE GROUP LP
ALL RIGHTS RESERVED - 071026 - PRODUCT INFORMATION IN U.S. 1-800-962-9888 « www.tycchealthcare.com

Contains 0.5% Polyhexamethylene
Biguanide HCI (PHMB)
Contient 0.5 % de PHMB
Enthalt 0.5 % PHMB

Contiene 0.5% PHMB
Contiene 0.5% PHMB
Innehaller 0.5 % PHMB

Bevat 0.5% PHMB

Contém 0.5% de PHMB

Sisdltdd 0.5 % PHMB:ta
Indeholder 0.5% PHMB
Mepiéxet 0.5% PHMB
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COPA"AMD" ISLAND

Adhesive Bordered

Antimicrobial Foam Dressings

8"x8"(20cm x 20 cm)

Pansement hydrocellulaire
antimicrobien avec bordure adhésive -
Antimikrobieller Schaumstoffverband
mit Haftrand - Medicazione
antimicrobica in schiuma con bordi
adesivi » Apdsito de espuma
antimicrobiano con bordes adhesivos
« Antimikrobiellt skumfiérband med
sjdlvhdftande kanter - Antimicrobieel
schuimverband met plakkende rand

« Penso de espuma antimicrobiana com
bordo adesivo - Liimareunainen
antimikrobinen vaahtomuovisidos

» Antimikrobiel skumbandage med
selvklebende kanter - Aviijuxpofiaxé
appwdeg eniBepa pe aurokoAAnTo

(o]
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INSTRUCTIONS FOR USE/ PACKAGE INSERT
copA™ amD™, coPA™ AMD™ PLUS, COPA™ AMD™ ISLAND

™ Trademark of Tyco Healthcare Group LP or its affiliate

™' CONSTANT-CLENS is a trademark of Unilever Supply chain, Inc., and used under license
TYCO HEALTHCARE GROUP LP.MANSFIELD, MA 02048.MADE IN USA

© 2005 TYCO HEALTHCARE GROUP LP.ALL RIGHTS RESERVED. 050719

PRODUCT INFORMATION IN U.S. 1-800-962-9888-www.TycoHealthcare.com

EC REP TYCO HEALTHCFARE U.K. LTD. . Gosport PO13 OAS, U.K.

DESCRIPTION

COPA™ AMD™ Antimicrobial Foam Dressings provide an ideal moist wound

healing environment for a wide variety of wounds. This highly absorbent, non-
linting dressing is designed to protect and cushion moderate to heavily exudating
wounds. COPA AMD Dressings are semi-occlusive allowing the exchange of
gases such as oxygen and water vapor. The soft flexible nature of the COPA
AMD dressing allows it to conform easily to all body contours. COPA AMD
Dressings are non-adherent, and non-drying, making dressing changes easy and

minimizing pain.

COPA AMD Dressings contain the antimicrobial agent Polyhexamethylene
biguanide hydrochloride (PHMB), and provide an antimicrobial barrier to bacteria
penetration through the dressing and prevents colonization and proliferation of

bacteria within the dressing for up to seven days.

INDICATIONS FOR USE

COPA AMD dressings are indicated for use in management of post-surgical
incisions, pressure sores, venous stasis ulcers, diabetic ulcers, donor sites,
abrasions, lacerations, 1! and 2" degree burns, dermatologic disorders, other
wounds inflicted by trauma and, as a secondary dressing or cover dressing for
packed wounds. It is an ideal dressing in the local management of exudate that
may occur at surgically induced body drainage sites such as tracheostomy, G-

tube, J-tube, Penrose drain, chest tube, nephrotomy tube or sump drain.




INSTRUCTIONS FOR USE/ PACKAGE INSERT
corPA™ aMD™ corPA™ AMD™ PLUS, COPA™ AMD™ ISLAND

PRECAUTIONS

o For external use only

¢ Do not use as a primary treatment for infected wounds

Do not use as a primary treatment for full 3" degree burns
e Do not use on patients with known sensitivity to PHMB

¢ Do not use if primary package is damaged.

e Do not resterilize

¢ Single use only

ALLERGEN POTENTIAL
PHMB exposure in high concentrations (= 2.5%) has been infrequently

associated with contact dermatitis. If dermatitis is observed, discontinue use.

PREPARING THE WOUND SITE
Cleanse the wound area if necessary using a non-toxic cleansing solution such
as CONSTANT CLENS™" or saline. Rinse and dry the wound and surrounding

areas thoroughly before dressing application.

APPLYING THE DRESSING

Select the dressing which will provide a minimum of a 2 inch (5 cm) foam margin
around the edges of the wound. If necessary, cut the dressing to size to ensure a
smooth, continuous fit with the skin surface. (COPA AMD Dressings should be
applied with the white side touching the dressing site or with the topsheet facing

up.)

Place COPA AMD Dressing directly onto the wound surface and hold in place by
covering with POLYSKIN™ 1l Dressing, Kerlix™ or CURITY™ Gauze Bandage
Rolls, TENSOR™ Elastic Bandage, CONFORM™ Stretch Bandage, adhesive
tape or other appropriate secondary dressing. If using COPA AMD Island
Dressings, use of the above mentioned products will not be needed to hold the

dressing in place.



INSTRUCTIONS FOR USE/ PACKAGE INSERT
corA™ AaMD™, corA™ aMmD™ PLUS, cOPA™ AMD™ ISLAND

FREQUENCY OF CHANGE

The high absorbency and sustained antimicrobial efficacy of COPA AMD
Dressings allows the user to comply with established treatment protocols for
foam dressings, up to one week between dressing changes.. In typical use, the
frequency of changes will depend upon the nature and condition of the wound

and the amount of exudate.

DRESSING CHANGE AND REMOVAL

The COPA™ AMD™ Dressing should be changed when signs of saturation are
visible along the edge of the dressing or whenever good nursing practice
dictates. To change the dressing, remove the securing bandages or tape and
carefully lift COPA AMD Dressing off the wound. COPA AMD Dressings are non-
adherent, non- adhesive, and non-gelling.

DRESSING EXPANSION
COPA AMD Dressings absorb exudate and will expand and ‘grow’ in size due to

the cellular structure of the dressing.
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Adhesive Bordered Antimicrobial Foam Dressings

INDICATIONS: Post-surgical indisions, pressure sores, venous stasts ulcers, diabetic wlkers, donor sites, abrasions, Lacetations, superfical burns other wounds inflicted by trauma and as a secondary deessing or cover diessing for
packed wound; may also be used around tube sites. - INDICATIONS : Incisions post-chirurgicales, escarses de décubitus, ulcdres de stase veineuse, ulcéres diabétiques, sites donneurs, abrasions, déchirures, brdtures supes ficielfes,
autres plaies dorlgine traumatique et, dans le cas des paies nécessitant un remplissage, utllisation comme pansement secondaire ou de couverture, fgatement adapté 3 une appitcation auton des sites de ubage.

+ INDIKATIONEN: Postoperative Inzisionen, Druckgeschwiire, Venenstauungsulzerationen, diabetische Uizeraticnen, Entnahmestellen, Abschiirfungen, Lazerationen, aberflichliche Verbrennungen, senstige laumawunden und
Finsatz als Sekundzrverband oder Deckverband fiir gefiillte Wunden; kann auch bei Kanalisierungsstellen elngesetzt werden. - INDICAZIONI PER L'US0: Incisioni post-chirurglche, ulcere da decubito, ulcere da stasi venosa, ulcere
diabetiche, sitl donater, abrasioni, lacerazioni, wstioni superficlali, al e uicere causate da traumi e come medicazione secondaria o di copertura per ulcere con bendaggi; put essere usata attorno al punto di inserimento di cateterl,
« INDICACIONES: Indisiones postoperatorlas, dlceras de dectibito, dlceras por insuficencia vencsa, ilceras diabéticas, zonas de donacién, abraslones, laceraciones, quemaduras super ficiales, otras heridas infligidas por
traumatismo y come aposito secundario o apésito-de cubierta para heridas taponadas. También puede usarse alrededor de los puntos de introducdén de tubo. « INDIKATIONER: Postoperativa incisiones, trycksdr, vendsa bensd,
diabetessar, tagstillen, skrapsdr, lacerationer, ytliga brinnsdr och Gvilga sir orsakade av trauma sami som sekendart forband elfer tckforband Gver packade sdr. Kan aven anvindas runt slangar/tuber. - INDICATIE VOOR HET
GEBRUIN: Post-chirurgische incisies, drukzweren, veneuze stase zweren, diabetische zwesen, donorplekken, schaafwonden, rijtwonden, oppervlakkige brandwonden, of andere wonden die veroorzaakt zijn door trauma. Kan
worden gebrulkt als secundair verband of bavenop ander verband. Kan ook worden gebrulkt rond buisplekken. - INDICACOES DE UTILIZACRQ: Incisdes pés-cinirgicas, lesGes provocadas par pressio, dlceras de estase venousa,
(ilceras diabéticas, locais dadores, abrasbes, laceragdes, queimaduras superficlais, outras feridas provocacdas por traumatismes & como penso secunddrio ou pensa de cobertura de feridas j4 envoltas. Também pode ser utilizado para
prender tubagens. - KEYTTOINDIKAATIOT: Leikkauksenjilkelset avausviillot, painehaavat, Laskimostaasit, diabeettiset haavat, luovuttaja-alueet, repedmiat, hankaumat, pinnalliset palohaavat, muut trauman aibeuttamat haavat
seka toissijatsena sidoksena pakatkujen haavojen padssiallisen sidoksen sucjaamiseen. Voldaan kiyttaa myas letkualueiden ymparilla. - ANVENDELSE: Operationssds, tryksdr, venose sar, diabetessdr, donorsieder, abrasioner,
lacerationes, averfladiske forbrandinger, andre sdr, der skyldes trauma, og som sekundarforbinding eller dzkning af pakkede sdr; kan ogsd anvende omkring scndesteder. » ENAEIZEIT FLA TH XPHEH: Meteyyepauiée ropie
Ak My méoeex, Ehkny hiyw gAeBiic tdong, Syt ¢k, anpela 507, exbopéc, ninyls, Empavetaxa syxadpara, ahkec nhayE not ogeloviar oz 1paupatiopd kal, we Bevtepelav eniSeapod i) entdeapod kihrgmg yua £nibeon
iy, Mropel va xprotponom el kat yipe ané onpeia tanoBénang owhiva. - INDIKACE PRO POURITE: Rezy po chirurgickém zékroku, proledeniny, venostatické viedy, diabetlcké viedy, dircovsks mista, odieniny, lacerace,
povrchové popdleniny, dal3( poranni zplisobend traumatem a jako sekunddrni obvaz neba krytl obvdzanych ran; Ize pouEi 1aké v ckoli mista zaveden! sond. - JAVALLATOK: Mdtét utani sebekhez, felfekvésekhez, vénds vagy
pangdsos fekélyekhez, diabetikus fekélyekhez, donor teriiletekhez, horzsoldsokhoz, 26701t sebekhez, leliileti égésekhesz, sériilések sordn keletkezett eqyéb sebekhez, mdsodlagosan vagy feddkilésként tamponalt sebekhez, illetve
csovek korijlottl teriilethez, « NOKAZAHMA K NPUMEHEHHIO: Nocneonepaumontbie papestl, NPONeXHM, TPOGUULCKME, THaBETHUBCKHE A3BY, IOHOPCKHE YUACTKM, CCAIIMHL, PBAHIE PaH, NIOBEPXHOCTHLIE GO, JIpYTHE
PAHB, BLI3BAHHBIE TPABMAMY, U & KANECTBE BTOPHYHOA TIOBAZKM Wtk BEDXHEI NDBAKM AMA TAMNCHHPEBaHHLX paH. - WSKAZANIA: Nadigcia chirurgiczne, odledyny, Zylne wrzody zasiotnowe, wizedy cukizycowe, miejsea
pobderaria prreszczepy, poszarpania, oparzenda powierzchowne | inoe rany urazowe ozaz jake opatrunek drugorzedowy bl okrywajycy dla ran cpatrzonych; mogq ted

by stosowane wokdt miefsc podtaczania przewodtw. - KULLANIM ENDIKASYONLAR!: Cemabi sonrast ensizyonlar, dekibitus Gisesi, toplardamar staz Ulseri, diyabetik ikserler, verici

balgeleri, syyviklar, laserasyonlar, yiizeysel yaniklar, travina nedenli diger yaralar ve ikindl bir sargr beri ya da dolu yaratar igln kapali sargr bezi de tiip alantarinda aynca kullandabiliz.

« BRUXSOMRADE: Postoperative inngrep, trykksh, venase stasesar, diabetessdr, donorsteder, skrubbsdr, oppflenginger, overfladiske brannsdr, andre sdr pafert av traume,

samt som sekundzrforbinding eller dekkforbinding for sAromslag. Kan 0gsa brukes rundt stanger/tuber.

STERILE | EO 0.5% PHMB

« Do not iwse if unit package bs opened or damaged. - Ne pas utiliser si ge a 1€ ouvert d agé, BehgedfTneter oder beschidlgter Verpackung nichi verwenden.
+Non usare It prodotto se ka confezlons » aperta o danpeggiata. - Ho wsar sl el envase estd abiecto o dafiada. » Anvand te om enhetens farpackning &1 Sppnad efler skadad.
-Niet anwE_rua Inglen verpakking geopend of beschadlgd s. - 3o usar se a embalagem estives aberta ou danificada. - El saa kiyt1ad, jos pakkaus on avaitu tal vaurioltunut.

+ M3 Ikke 3, hyis emball er dbinet eller beskadiget. - Mn treavy Exeravorytel i unoatel {npid. Pokud Je balenl atevfené nebo poskozend,
vyrabek :uuecm?nwu «Tilas haszndinl, ha felny it vagy megséritlt a csomagolis. - He ncnonbaydTe nagenue, ecny ynaxkoBxa BCRPITA 41K N0BPEXALHA. - Nie stosowa, ezell
opakowanie zostalo otwarte lubuszkedzone. - Uriniin ambalaji agtmigsa ya da hasarliysa kutlanmaywn,
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Adhesive Bordered Antimicrobial Foam Dressings

8"x8"(20cmx 20 cm)

Pansement hydrocellulaire antimicrobien avec bordure adhésive
Antimikrobieller Schaumstoffverband mit Haftrand

Medicazione antimicrobica in schiuma con bordi adesivi

Apésito de espuma antimicrobiano con bordes adhesivos

Antimikrobiellt skumférband med sjilvhdftande kanter

Antimicrobieel schuimverband met plakkende rand

Penso de espuma antimicrobiana com bordo adesivo

Liimareunainen antimikrobinen vaahtomuovisidos

Antimikrobiel skumbandage med selvklaebende kanter

Avtyukpoiaké appwdeg enibepa pe autokdoAinTo nep1Bupio
Antimikrobialni pénové kryti s adhezivnim okrajem

Ragasztds széll antimikrobialis habszivacskotszer

AHTUMMKpOGHaA NOBA3KA U3 NOANYPETAHOBON rybrM € KNERKUMH Kpanmu
Przeciwbakteryjny opatrunek piankowy z samoprzylepnym obramowaniem

Yapiskan Kenarl Antimikrobik Kiopiik Yara Ortilsii
Antimikrobiell skumbandasje med selvheftende kanter
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Contains 0.5% Polyhexamethylene
Biguanide HCl (PHMB)

Contient 0.5 % de PHMB

Enthalt 0.5 % PHMB

Contiene 0.5% PHMB

Contiene 0.5% PHMB

Innehalier 0.5 % PHMB

Bevat 0.5% PHMB

Contém 0.5% de PHMB

Sisaltaa 0.5 % PHMB:ta

Indeholder 0.5% PHMB

Neptéxer 0.5% PHMB

Obsahuje 0.5 % polyhexametylenbiguanidu {(PHMB}
0.5% PHMB-t tartalmaz

Coneput 0.5% nonurexcamerunes Guryanupa
Zawiera 0.5% PHMB

%0.5 PHMB icerir.

Inneholder 0.5 % PHMB
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» Antimikrobiel skumbandage med
selvklzbende kanter - AvapinpoPiand
appabec emidzpa pe auroxélinToe
nepidapio « Antimikrobidini pénové
kryti s adhezivnim okrajem » Ragasztés
szélil antimikrobislis habszivacshBtszer
« AHTHMMKPOGHAA NOBA3KA H3
nonRnypetanoson 1yGKm ¢ KNCAKHMN
xpaamu - Przeclwbakteryjny opatrunek
piankowy z samoprzylepnym
obramowaniem - Yapigkan Kenarh
Antimikroblk Ktplk Yara drtlisi

« Antlmikrobiell skumbandas|e med
selvheftende kanter

LOoT




9080LLL

W0)°31eIY1|e3ATMMM = 8886-796-008-1 "S'N NI NOILYWHOANI 1INA0Yd = 9Z0LLO = QIAHISIYH SLHOIH 11V
d1dN0YD JYYIHLTYIH 0DAL L00Z @ = "V'S'N NI JAYW = 8¥0OZ0 YW ‘GTII4SNYW = d1dNOHD FHYIHLIVIH 0DAL ™
“21e1|ye s11 10 47 dnoin a1edyljeaH 034 Jo yiewapel| ., buipuaq uaieq

“uewueyny eskijesey ep ek esbiupde ifejequue ununi) - ‘JUOZPOXNZSA G| ALIEMI0 0|EISZ djuemoxedo (|2a] YEMOs0ls SN - “enalrwadaou wim e1Rd)E exaoNeul Wi IMUIVEN INAEINOLDN

ay - “sejobewos) e 1ynipsbaw Lbea 1pdugay ey Jupuzsey so | - Afaagnodau 3aqoda ‘puazoysod 0gau auajaato juafeq 3f pryog ol j21ooun b 21XoAp X3 piponyiono b AD 31movorhiolidX

Uiy - 1261peysaq safja 19uqe 53 uabejeqiLa SIAY ‘SIPUIAUE Y| P - INUNIJOLINEA [£] N1IEAR U0 snexyed sof ‘PeLIARY Bes (] - "EPEIYIURP NO PLIBQR AAJIS3 wabeiequua ¢ 35 Jesn opy - 5| phipeysaq

10 puadoab bupyyedsar uajpur uyynigab jagy « ‘pepexs sage peudda se Bupuyedio) Suaaqua Wo AU PURAUY « “OPEYEP 0 OLIBIQE PI53 ISPAUR [3 5 10SN o - "elebbauuep o elade § auoFajuo) B 35
o1epasd || 2esn Lo - ‘UapuamaA 1P Sumpediap sabipeyisaq sapo snaugoad jag “pbewwopua no 13ane 312 e abejequia,) s sasynn sed ay - ‘pabewep Jo pauado 5| abeyded 1jun Jj asn Jou og -

s ybijuns wouy sjuaWNlo(
ATNO ! Aemy %3__ buifuedwonay aag  asq) 3buis

XY i58 ¥ V @ [oa[amas

8WHd % 570 Japjoyauuy 13)juey apuajaya|as paw afsepuequinys [|21qomnuuy

15331 INHA §0% nsnaaQ esep yndoy yiqonjupuy ipeuay ueydidey

AWH %S0 BRIMEZ 51 pmowesqo whudajfzidowes z Amoyueyd yaunnedo Aufl1ayjeqmpaziyd

eUfiHeA 11Q HAUWLIWEINIMIAOU 95 0 Litskdalfo) nweedn nWHIKAL > MNgAl HogoHeLadAMLOL €M PYEESOL BRHOOONHWHLHY

ZRWELRL-GWHA %S0 19Z5)0)5IBAIZSqRY STIRIGOIYjWIUe NjIZSs spjzsebey

(8WHd) npiuenbiquajiawexaykjod o 570 alnyesqp wafen|o ujuajzaype s ;3£1y paoud jujpigosyjunuy

AWHd %50 X3y o1dmgidau orliyyoxeran 31 pizg)uz S29mddo punigodmmnay

AWHd %S 0 42p10yapuy 1ajuey apuagepajes paw abepuequinys [aigonjjunuy

ELAWHd % 50 BENESIS SOPIS|AONLWOIYERA UBU|qON||W]IUR UBLJRUNIRW[]

AWHd 3P %50 W0 0AjSape 0ploq Wod euejqon|wue ewndsa ap osuag

BWHd %5 018r24 pues apuayyejd 121 pueqIIAWINYDS [231GODJWIUY

AWHd % S0 Jajjgysuu| 1ajuey apueljeyajefs paw pueqiojuinys 3jj21qonjwjiuy

AWHd %50 3uanuo) SOA|SaIpe sapiog uo) ouejqonjwue ewndsa ap 03jsody

AWHd %5 0 duanuo) JAIS3PE |pJoq U0 BLINJYRS U] BI|OIIWIUR BUOIZEI| P

AWHd % 50 Hep PUBI}JRH J|W PUBGIDAJO0ISWINLYIS JB[[RIGODIWIUY

AWHd 2P % 5°0 3uatiuo) IAISPYPE 2INPIOQ IAR U|GODIWIUR dIjRN|[2201pAY JuBWIASURY
az_é [DH @piuenbig
audjfyyawexayhjod

SRSNR AEU ogxub ONV u8X,8
mﬂ_mmwhﬁ weo4 jeiqoniwijuy pasiopiog saaisaypy

dUuvYiSl.GAY.XdOD
JEAUELVE),,

a1eoyljeay] | nu\ﬂ.ﬂ.

o
=
)
o
(=)}
O
=N
(V8]
O
w
—_
o
O
o
o
(o)}

L5SSL8L- NZd

UENNTA T

Ul T

oOINTHIYIN HONOYHL NOILDIYIO Y

AWV488SSS
En






