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: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Foed and Drug Administration

*,
‘*:h Center for Devices and Radiotogical Health
Document Mail Center — WO66-G609

10903 New Hampshire Avenue
Silver Spring, MD 20593-0002

March 29, 2010

POLYREMEDY, INC. 510k Number: K092351

24372 MCCLOUD COURT

LAGUNA NIGUEL, CALIFORNIA 92677
UNITED STATES

ATTN: GARY MOCNIK

Product: POLY FIT + ABSORBING AND HIGH

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail practices at
http://'www.fda.gov/Medical Devices/DeviceRegulationandGuidance/Guidance Documents/ucm(89402.htm. On
August 12, 2005 CDRH issued the Guidance for lndustry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm. Please
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated

510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

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

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-71 00 or at their toll-free number (800)638-204 1, or contact the 510k staff at

(301)796-5640.
Sincerely,

510(k) Staff

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 [ L}
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March 26, 2010 | FDA CDRH DMC
MAR29 2010
U.S. Food and Drug Administration Received

Center for Devices and Radiological Heath
Document Mail Center - W066-0609

10903 New Hampshire Avenue : - / '
Silver Spring, MD 20993-0002
Attn: David Krause, Ph.D., George Ngatha '

Re: K092351
Trade Name: Poly Fit + Absorbing & High Absorbing Antimicrobial Dressings
Email communication dated October 20, 2009

Dear Sirs:

The following is in response to your email communication dated October 20, 2009 requesting
additional information necessary to complete the review of the above reference premarket
notification. We have repeated the original request in italics followed by the specific response.

We appreciate the agency’s consideration and review of this submission and if there are any
questions regarding this information, please do not hesitate to contact me at (949) 433-0413.

Please also note that PolyRemedy has retained Jonathan Kahan, of Hogan & Hartson, L.L.P. as
regulatory counsel to assist in this 510(k) submission. Please accept this correspondence as the

company’s authorization for Mr. Kahan and his firm to discuss this submission with FDA on
behalf of PolyRemedy.

Sincerely,

Gary Mocnik
Official Correspondent
Poly Remedy, Inc.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 {f
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Sincerely,

(b)(6)

Gary Mocnik

2637 Marine Way, Suite 100

Mountain View, California 94043

P: 650.960.2404 )
F:r§50.9602406

M;

garym@polyremedy.com

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




, PolyRemedy K092351/A1 Page 4 of 65
Records processed under FOIA Request 2024-4348; Released by CDRH on 10-08-2024

Attachment 1

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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6. 510(k) Summary of Safety and Effectiveness

This 510(k) summary of safety and effectiveness information is being submitted in
accordance with the requirements of SMDA 1990 and 21 CFR 807.92.

APPLICANT: - PolyRemedy, Inc.

TRADE NAME: Poly FIT™+ Absorbing Antimicrobial Dressings
Poly FIT™+ High Absorbing Antimicrobial Dressings

COMMON NAME: Wound Dressing

CLASSIFICATION NAME:

Dressing, Wound, Drug
DEVICE CLASSIFICATION;

Unclassified (preamendment)
Probuct CODE FRO

PREDICATE DEVICES: PolyFIT Absorbing and PolyFIT High Absorbing Wound
Dressings (510k exempt; NAC)
COPA AMD Antimicrobial Wound Dressing (K071371,
K082296)

Substantially Equivalent To:

PolyFiT+ Absorbing Antimicrobial Dressings are substantially equivalent in intended
use, principal of operation and technological characteristics to the legally marketed
PolyFIT Absorbing Wound Dressing (510k exempt) and the COPA AMD Antimicrobial
Wound Dressing (K071371).

Description of the Device Subject to Premarket Notification:

PolyFIT+ Absorbing Antimicrobial Dressings are soft, sterile dressings designed for the
management of exudating wounds and are intended as effective barriers to inhibit
microbial proliferation within the dressing and reduce microbial penetration through
the dressing. PolyFIT+ Absorbing Antimicrobial Dressings are made of synthetic,
hydrophitic, fibers embedded with a 0.3% concentration of Polyhexamethylene
Biguanide {PHMB).

PolyRemedy employs an electrospinnng process to manufacture the ingredients:
polyethylene oxide (PEQ), polyethylene-co-vinyl-alcohol (EVOH), polycaprolactone
(PCL) and PHMB into fibers, forming consistent and congruent dressings.

Within the PolyFIT+ Absorbing Antimicrobial Dressings, the PEO gelling fibers are
supported by the EVOH and PCL fibers for structural integrity. While absorbing wound
exudate, the fibers transform from a dry dressing into a fiber gelling dressing that
rapidly absorbs excess exudate away from the wound surface and retains it in the
dressing. When exudate is absorbed into the PolyFIT+ Absorbing Antimicrobial
Dressing, the PHMB embedded in the fibers ensures that when bacteria come in
contact with the PHMB molecule the outer cell wall of the bacteria is disrupted,

PolyRemedy, inc.
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 l a
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Section 6 510(k) Summary of Safety and Effectweness

resulting in leakage of cytoplasm and cell death. As a consequence, bacterial numbers
decrease, replication ceases and mutation cannot occur.

Indication for Use:

PolyFIT+ Absorbing Antimicrobial Dressings are intended as effective barriers to inhibit
microbial proliferation within the dressing and reduce microbial penetration through
the dressing. PolyFIT+ Absorbing Antimicrobial Dressings are for use under a
healthcare professional’s orders as adjunctive treatment in the management of
exudating wounds, partial and full-thickness wounds, such as pressure ulcers (Stages II-
iv), lower extremity ulcers (venous or arterial), dlabetlc foot ulcers, surgical or
traumatic wounds (including those left open to heal by secondary intention). They are
not intended for wounds with exposed tendon or bone, for 3" degree burns or for dry
wounds.

Technical Characteristics:

PolyFIT+ Absorbing Antimicrobial Dressings have similar physical and technical
characteristics to the predicate devices.

Performance Data:

All necessary verification and validation testing has been performed for the PolyFIT+
Absorbing Antimicrobial Dressings to assure substantial equivalence to the predicate
devices.

Basis for Determination of Substantial Equivalence:

Upon reviewing the safety and effectiveness information provided in this submission
and comparing intended use, principle of operation and overall technological
characteristics, the PolyFIT+ Absorbing Antimicrobial Dressings are determined by
PolyRemedy to be substantially equivalent to existing legally marketed devices.

PolyRemedy, Inc.
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification

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

do
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Executive Summary

Device Description

PolyFIT+ Antimicrobial Absorbing Wound Dressings

PolyFIT+ Absorbing Antimicrobial Dressings are soft, sterile dressings designed for
the management of exudating wounds and are intended as effective barriers to
inhibit microbial proliferation within the dressing and reduce microbial
penetration through the dressing. PolyFIT+ Absorbing Antimicrobial Dressings
are made of synthetic, hydrophilic fibers permanently embedded with a 0.3%
concentration of polyhexamethylene biguanide (PHMB) and an outer protecting
layer. g

PolyRemedy employs an electrospinnng process to manufacture the ingredients:
polyethylene oxide (PEO), polyethylene-co-vinyl-alcohol (EVOH), PHMB and
polycaprolactone (PCL) into fibers, forming consistent and congruent dressings.
Within the PolyFIT+ Absorbing Antimicrobial Dressings, the PEO gelling fibers are
supported by the EVOH and PCL fibers for structural integrity. While absorbing
wound exudate, the fibers transform from a dry dressing into a fiber gelling
dressing that rapidly absorbs excess exudate away from the wound surface and
retains it in the dressing. When exudate is absorbed into the PolyFIT+ Absorbing
Antimicrobial Dressing, the PHMB embedded in the fibers ensures that when
bacteria come in contact with the PHMB molecule the outer cell wall of the
bacteria is disrupted resulting in leakage of cytoplasm and cell death. As a
consequence bacterial numbers decrease, replication ceases and mutation
cannot occur.

The PolyFIT+ Absorbing Antimicrobial Dressings will be marketed as a finished
medical device in three sizes (2x2, 4x4, and 5x5 inches) and two types (PolyFIT+
Absorbing Antimicrobial Dressings and PolyFIT+ High Absorbing Antimicrobial
Dressings).

The Dressings are packaged in a foil, peel-open pouch. Both dressing and pouch
materials are terminally sterilized by gamma radiation.

intended Use

PolyFIT+ Absorbing Antimicrobial Dressings are intended as an effective barrier to
inhibit microbial proliferation within the dressing and reduce microbial
penetration through the dressing. PolyFIT+ Absorbing Antimicrobial Dressings are
for use under a healthcare professional’s orders as adjunctive treatment in the
management of exudating wounds, partial and full-thickness w2ounds, such as
pressure ulcers (Stages ll-1V), lower extremity ulcers (venous or arterial),

diabetic foot ulcers, surgical or traumatic wounds (including those left open to

PaolyRemedy, Inc.
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification

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

Al
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heal by secondary intention). They are not intended for wounds with exposed
tendon or bone, for 3™ degree burns or for dry wounds.

Predicate Devices

PolyFiT+ Absorbing Antimicrobial Dressings are substantially equivalent in
intended use, principal of operation and technological characteristics to the
PolyFIT Absorbing Wound Dressing (510k exempt) and the COPA AMD
Antimicrobial Wound Dressing (K071371).

A summary of the substantial equivalence between the PolyFIT+ Antimicrobial
Absorbing Wound Dressings and the identified predicates is found in the table

below.

Table 11.1 - Substantial Equivalence

Antimicrobial Dressings
are intended as
effective barriers to
inhibit microbial
proliferation within the
dressing and reduce
microbial penetration
through the dressing.
PolyFIT+ Absorbing
Antimicrobial Dressings
are for use under a
healthcare
professional’s orders as
adjunctive treatment in
the management of
exudating wounds,
partial and full-
thickness wounds, such
as pressure ulcers
(Stages 1-1V), lower
extremity ulcers
{venous or arterial),
diabetic foot ulcers,
surgical or traumatic
wounds (including those
left open to heal by
secondary intention).
They are not intended
for wounds with
exposed tendon or

under a healthcare
professional’s
orders as
adjunctive
treatment in the
management of
exudating wounds,
partial and full-
thickness wounds,
such as pressure
utcers (Stages Il-
IV}, lower
extremity ulcers
(venous or
arterial), diabetic
foot ulcers,
surgical or
traumatic wounds
(including those
left open to heal
by secondary
intention). They
are not intended
for wounds with
exposed tendon or
bone, for 3™
degree burns or for
dry wounds.

PolyFIT+ Absorbing PolyFIT Absorbing | COPA AMD
Antimicrobial Dressings | Wound Dressings Antimicrobial
Wound Dressings
Intended Use PolyFIT+ Absorbing Indicated 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.

PolyRemedy, Inc.

PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification

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

A2
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Executive Summary

Section 11

PolyFIT+ Absorbing
Antimicrobial Dressings

PolyFIT Absorbing
Wound Dressings

COPA AMD
Antimicrobial
Wound Dressings

bone, for 3" degree
burns or for dry wounds.

Principal of Operation

Absorbs and retains
wound exudate

Absorbs and retains
wound exudate

Absorbs and retains
wound exudate

Overall Technological
Characteristics

Non-resorbable matrix
with hydrophilic
properties and
antimicrobial agent
(PHMB) embedded
within the dressing
fibers

Non-resorbable
matrix with
hydrophilic
properties

Non-resorbable
matrix with
hydrophilic
properties and
antimicrobial agent
(PHMB)

Performance Testing

Performance testing was conducted for the PolyFIT+ Absorbing Antimicrobial
Dressings to demonstrate the integrity and suitability of the device for its

intended use.

The results of the testing indicate that PolyFIT+ Absorbing

Antimicrobial Dressing are substantially equivalent to the predicate devices and
are safe and effective for their intended use.

PolyRemedy, tnc.

PolyFIT + Absorbing Antimicrobiat Dressings

Premarket Notification

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

23
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Device Description

PolyFIT+ Absorbing Antimicrobial Dressings are soft, sterile dressings designed for
the management of exudating wounds and are intended as effective barriers to
inhibit microbial proliferation within the dressing and reduce microbial
penetration through the dressing. PolyFIT+ Absorbing Antimicrobial Dressings
are made of synthetic, hydrophilic fibers permanently embedded with a 0.3%
concentration of Polyhexamethylene Biguanide (PHMB) and an outer protecting
layer.

Within the PolyFIT+ Absorbing Antimicrobial Dressings the PEO (poly ethylene
oxide) gelling fibers are supported by the EVOH (ethylene co-vinyl alcohol) and
PCL (polycaprolactone) fibers for structural integrity, and allow for simple one-
piece removal from the wound. While absorbing wound exudate, the fibers
transform from a dry dressing into a fiber gelling dressing that rapidly absorbs
excess exudate away from the wound surface and retains it in the dressing.
When exudate is absorbed into the PolyFIT+ Absorbing Antimicrobial Dressing,
the PHMB embedded in the fibers ensures that when bacteria come in contact
with the PHMB molecule the outer cell wall of the bacteria is disrupted resulting
in leakage of cytoplasm and cell death. As a consequence, bacterial numbers
decrease, replication ceases and mutation cannot occur.

The PolyFIT+ Absorbing Antimicrobial Dressings will be marketed as a finished
medical device in three sizes {2x2, 4x4, and 5x5 inches) and two types (PolyFIT+
Absorbing Antimicrobial Dressings and PolyFIT+ High Absorbing Antimicrobial
Dressings}.

The Dressings are packaged in a foil, peel-open pouch. Both dressing and pouch
materials are terminally sterilized by gamma radiation.

Rationale for adding agent to device

(b)(4)

PolyRemedy, Inc.
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification

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

ay
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Materials of Construction

(b)(4)

PolyFeamedy, Ing
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(b)(4)

Mechanism of Action

(b)(4)

PolyFIT hAhsorbing AntiminlebiaLideswings corr-rFoisTATUs @i R Nosificatinn

2277
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(b)(4)

Dressing Construction

(b)(4)

PolyRemedy, Inc. ;
PolyFIT & 80500 8o.A0l FRREHI BEESSIBSE CDRH-FOISTATUS @fda FHESER T8 Hadiisation

et
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Device Operation and Features

(b)(4)

As demonstrated by a series of in vitro tests, PHMB has no adverse effect on the
performance characteristics of the wound dressing. The antimicrobial
performance of the PolyFIT+ Absorbing Antimicrobial Dressings was quantified
through a series of standardized tests using challenge organisms commonly seen
in soft tissue chronic wounds (see section 19}.

PolyRemedy, Inc.
PolyFIT + fAbsorbing Antimiciebial FSE8RINgS: corn-roisTATUs @aa HRETKELNSfication

31
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(b)(4)

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




Records processed under FOIA Request 2024-4348; Released by CDRH on 10-08-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Section 12 Device Description

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment 2

Functional test results

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

uWG
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The user of any printed copy of this document is responsible for verifying it is the current revision prior to use.

Confidential Information

PAGE 1 OF 8

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment 3

e Real time aged antimicrobial test reports

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

34
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.,,vremedy

DOCUMENT NUMBER: !

DOCUMENT 'm'r.. DESIGN REPORT REV

ANTIMICROBLAL TEST REPORT FOR REAL TWME AGED POLYFIT" ABSORBING

ANTIM!CROBIAL DRESS!NGS

[ Author / Revised by:

(b)(4)

The user of any printed copy of this document is responsible for verifying it is the current reviston prior to use.
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INDICATIONS FOR USE STATEMENT

510(k) Number (if known): Kob7235¢

Device Name: PolyFIT™+ Absorbing Antimicrobial Dressings and PolyFIT™+
High Absorbing Antimicrobial Dressings

Indications for Use:

PolyFIT+ Absorbing Antimicrobial Dressings are intended as effective barriers to
inhibit microbial proliferation within the dressing and reduce microbial
penetration through the dressing. PolyFIT+ Absorbing Antimicrobial Dressings
are for use under a healthcare professional’s orders as adjunctive treatment in
the management of exudating wounds, partial and full-thickness wounds, such
as pressure ulcers (Stages lI-1V), lower extremity ulcers (venous or arterial),
diabetic foot ulcers, surgical or traumatic wounds (including those left open to
heal by secondary intention). They are not intended for wounds with exposed
tendon or bone, for 3" degree burns or for dry wounds.

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

N[(EF:ELIEQS)E DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF

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

(Division Sign-Off)
Division of Surgical, Orthopedic,

and Restorative Devices

510(k) Number Ko7235(

Page 1 of .
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-/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Food and Drug Administration

+‘h Center for Devices and Radiological Health
Document Mail Center — W066-0609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

August 05, 2009

POLYMEDCO, INC. 510k Number; K092351

C/O GARY MOCNIK Received: 8/4/2009

24372 MCCLOUD CT. Product: POLY FIT + ABSORBING AND HIGH
LAGUNA NIGUEL, CALIFORNIA 92677

UNITED STATES

ATTN: GARY MOCNIK

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

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

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 2008
-2012. The legislation - the Medical Device User Fee Amendments of 2007 is part of a larger bill, the Food
and Drug Amendments Act of 2007. Please visit our website at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/Medical DeviceUserFeeandMod
ernizationActMDUFMA/default.htm

for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm
that chooses to use a standard in the review of ANY new 510(k) needs to fill out the new standards form

(Form 3654) and submit it with their 510(k). The form may be found at
http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm.

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

form http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm accompany 510(k)/HDE/PMA
submissions. The agency has issued a draft guidance titled: “Certifications To Accompany Drug, Biological

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 | 10 2_
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Added By Title VI of The Foed and Drug Administration Amendments Act of 2007
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/PremarketNotification5 10k/ucm 134034 .htm. According to the draft guidance, 510(k) submissions that do not
contain clinical data do not need the certification form.

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

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

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
so0, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/ucm134508.html. In addition, the 510(k) Program Video is now available for viewing on line at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/PremarketNotification5 1 0k/ucm070201.htm .

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

Sincerely,

510(k) Staff

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ‘ 0 3
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6. 510(k) Summary of Safety and Effectiveness

(b)(4)

PolyRemedy, Inc.

PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification

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

{3

123
018



Section 6 ~510(k) Summary of Safety and Effectiveness

TR COTaS PrOCCISTTUaMCTCT T U INCYUC ST ZUZSF 7 O 0, T\CTICAaSCU Uy CUNNTT UM TUSUO=2UZ5

(b)(4)

PolyRemedy, Inc. .
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



ice Information

Appendix 1.1
COPA AMD
KO71371

PolyRemedy, Inc. Premarket Notification
PolyFIT+ Absorbing Antimicrobial Dressings
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5""3(k) Premarket Notification

510(k) | Registration & Listing | Adverse Events | PMA | Classification | GLIA
CFR Title 21 | Advisory Committees | Assembler | Recalls | Guidance | Standards

New Search

Device Classification Name
510(K) Number

Device Name

Applicant

Contact

Classification Product Code
Date Received

Decision Date

Decision

Classification Advisory
Committee

Review Advisory Committee

Statement/Summary/Purged
Status

Summary

Type

Reviewed By Third Party
Expedited Review

Back To Search Resuits

Dressing, Wound, Drug
K071371

COPA AMD ANTIMICROBIAL WOUND
DRESSING

TYCO HEALTHCARE GROUP, LP
15 Hampshire St.
Mansfield, MA 02048

James Walsh

FRO

05/16/2007
11/19/2007
Substantially Equivalent (SE)

General & Plastic Surgery
General & Plastic Surgery
Summary Only

Summary
Traditional

No
No

i

2

Page 1 of 1
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KenDALL 15 HAMPSHIRE STREET, MANSFIELD, MASSACHUSETTS 02048 © (508) 261-8000

510(k) Premarket Notification K 6T 13FI
COPA AMD Antimicrobial Wound Dressing L
pa-se tof

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 Streef
Mansfield, MA 02048
Phone: 508-261-8000
Fax: 508-261-6644
07
Contact: James Weish NBV 1 9 ¢
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 s 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 antimicrobia!l agent to prevent bacterial
penetration and colonization of the dressing.

. RS TA ] [
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 02\4 !f i :} 4 &
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KENDALL - ot
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. Tofal kill was achieved for 7 conseculive days, with a
daily challenge of >6 log of each organism:

¢« P. aeruginosa

e E. coii

s C. albicans

s S epidermidis
= S aureus

¢ E. faecalis

244

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

Public Health Service

é DEPARTMENT OF HEALTH & HUMAN SERVICES

*rarg

Food and Drug Administration

9200 Corporate Boulsvard

Rockville MD 20850

NOV 1 9 2007

Tyco Healthcare LLP

% Mr. James Welsh

VP, Regulatory Affairs

15 Hampshire Street

Mansfield, Massachusetts 020438

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 Il (Special Controls) or class Il (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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 — Mr. James Welsh

This letter will alow you to begin marketing your device as described in your Section 510(k)
premarkel 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 Internet address hitp://www.fda.gov/cdrb/industry/support/index.htm!

Sincerely yaurs,
b MDE/ 0« .-

Mark N. Melkerson "1 b ‘r
Director
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

!

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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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%t and 2™
degree burns, dermatologic disorders, other wounds inflicted by frauma 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 — Contini® On Another Page If Needed

Concurrence of C Zf Device Evaluation (ODE)
§7 L

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

510(k) Number. ‘L val 3 ) Page 1 of 1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 {:049 4 &
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HOME SITEMAP

Gt Started!

Make Covidien AMD™

; Antimicrobial Dressings part of
Covidien AMD™ Antimicrobial Dressings contain PHMB {polyhexamethylene i your infection control ptan today.
biguanide), a bacteria-killing polymer. PHMB attacks bacteria on and within the =
dressing fabric, helping keep infection out of the wound and limiting cross-
contamination.

Covidien AMD™ Antimicrobial Dressings treated with PHMB are used like standard
dressings automatically comply with your facility’s existing grotacof.

Here's how PHMB works:

PHMB binds to bacteria’s phospholipid (cuter)} membrane
Disrupts membrane, causing cytoplasm to leak out
Cell’s protective layer disintegrates

Cell collapses and dies

BN

* PHMB works similarly to dismantle gram-negative bacteria

Effective against:

Methicillin-resistant Staphylococcus aureus {MRSA)
Vanocomycin-resistant enterococcus (VRE)
Acinetobacter Baumannii (MDRAB)
Staphylococcus aureus

Staphylacoccus epidermitis

Pseudomonas aeruginosa

Escherichia coli

Candida albicans

Staphylococcus coagulase

Proteus mirabilis

Serratia marcescens

Enterbacter cloacae
Klebsiella pneumaoniae
Enterococcus faecalis

® & & ®© ¢ © & © & © ® & & 9

Watch the video!
| See how PHMB destroys bacteria.

| 253
0147
' mhtml:file://E\GM%20fHES{B813 e ot B 20 RS R B AT e A PR e R NP B A Hal1%20anti...  7/27/200!
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Appendix 1.2
Kerlix AMD
K990530
(Referenced in KO71371 as a predicate)

PolyRemedy, inc. Premarket Notification
PolyFIT+ Absorbing Antimicrobial Dressings

OONTAC
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 i i «,} ,1._ 4 o
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510(k) | Registration & Listing | Adverse Events | PMA | Classification | CLIA
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New Search Back To Search Results

Device Classification Name Dressing,Wound,Occlusive

510(K) Number K980530

. KERLIX MD ANTIMICROBIAL GAUZE
Device Name DRESSING
THE KENDALL COMPANY, L.P.
Applicant 15 Hampshire St.
Mansfield, MA 02048

Contact David A Olson

Regulation Number 878.4020

Classification Product Code NAD

Date Received 02/19/1999

Decision Date 01/31/2000

Decision Substantially Equivalent (SE)

Classification Advisory .

Committee General & Plastic Surgery
, Review Advisory Committee General & Plastic Surgery
; Statement/Summary/Purged
i Status Summary/Purged 510(K)
| Summary Summary
| Type Traditional
i Reviewed By Third Party No
3 Expedited Review No
|
| 256
| BH0150
| http://www.accessdata. fR¥BIVISLRNS AR ERRUSHPMIR AR - ERIDTA-S@8 5t gov or 301-796-8118 7/27/200:
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Kendall Kerlix MD Antimicrobial Gauze Dressing

510(k) Summary

in accordance with section 513(]) of the SMDA and as defined in 21 CFR Part 807.3 final
rule dated December 14, 1994, this summary is submitted by:

The Kendall Company LP

15 Hampshire Street

Mansfield, MA 02048

Date Prepared: February 12, 1899

1.

Contact Person

David A. Olson
Director, Regulatory Affairs
(508) 261-8530

Name of Medical Device
Classification Name: Unclassified
Common or Usual Name: Kerlix MD Antimicrobial Gauze Dressing

identification of Legally Marketed Device

The proposed Kendall Kerfix MD Antimicrobial Gauze Dressing is substantially

equivalent in intended use, function and composition to Vitaphore Corporations
Vitapatch, 510(k) No. K895993 and Maersk Medica! Lid. Arglaes Antimicrobial

Barrier Film Dressing, 510(k} No. K973657.

Device Descriptio

The proposed Kerlix MD Antimicrobial Gauze Dressing is a sterile, single use,
wound dressing consisting of gauze treated with Polyhexamethylene Biguanide
Hydrochloride. The dressing is packaged in Tyvek/Poly pouches as well as
Tyvek/Styrene trays and is available in both sponge and roll form.

Device Intended Lse

The Kendall Kerlix MD Antimicrobial Gauze Dressing is intended for use as a
primary dressing for exuding wounds, first and second degree bums, as a cover for
surgical wounds, to secure and prevent movement of primary dressings and as a
wound packing.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 R
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8. Product Comparison

The Kendall Kerlix MD Antimicrobial Gauze Dressing is equivalent to the referenced
pradicate devices in that they are intended to be used as wound coverings, they
each contain an ingredient that enhances the bacterial barrier function of the
dressing and each has a broad spectrum of antimicrobial activity.

7. Nonclinical Testing

Biocompatibility testing of the Kendall Kerlix MD Antimicrobial Gauze Dressing has
demonstrated that it meets the requirements of guidelines presented In the 10993

ISO Standard, Part 1, with the FDA modifiled matrix presented in memorandum G95-
1. :
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).; {C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
S ‘K-

Food and Drug Administration
9200 Corporate Boulevard

fJA" 3 1 zouu Rockville MD 20850

Mr. Frank J. Fucile, Esq.

Vice President, Regulatory Affairs
The Kendall Company, L.P.

15 Hampshire Street

Mansfield, Massachusetts 02048

Re: K990530
Trade Name: Kendall Kerlix™ Antimicrobial Gauze
Regulatory Class: 1
Product Code: NAD
Dated: October 11, 1999
Received: November 3, 1999

Dear Mr. Fucile:

We have reviewed your Section 510(k) notification of intent to market the device referenced
above and we have determined the device is substantially equivalent (for the indications for
use stated in the enclosure) to 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
(the Act). You may, therefore, market your device subject to the general controls provisions
of the Federal Food, Drug, and Cosmetic Act (Act) and the following limitations:

1. This device may not be labeled for use on third degree burns.

2. This device may not be labeled as having any accelerating effect on the rate of
wound healing or epithelization.

3. This device may not be labeled as a long-term, permanent, or no-change dressing, or
as an artificial (synthetic) skin. ’

4. This device may not be labeled as a treatment or a cure for any type of wound.

The labeling claims listed above would be considered a major modification in the intended
use of the device and would require a premarket notification submission (21 CFR 807.81).

The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practices, labeling, and prohibitions against
misbranding and adulteration.

4549

e
.

e

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 - Mr. Frank J. Fucile, Esq.

If your device is classified (see above) into either class II (Special Controls) or class III
(Premarket Approval) it may be subject to such additional controls. Existing major regulations
affecting your device can be found in the Code of Federal Regulations (CFR), Title 21, Parts 800
to 895. A substantially equivalent determination assumes compliance with the Good
Manufacturing Practices (GMP) for Medical Devices: General GMP regulation (21 CFR Part
820) and that, through periodic GMP inspections, the Food and Drug Administration (FDA) will
verify such assumptions. Failure to comply with the GMP regulation may result in regulatory
action. In addition, FDA may publish further announcements concerning your device in the
Federal Register. Please note: this response to your premarket notification submission does not

affect any obligation you might have under sections 531 through 542 of the Act for devices under |

the Electronic Product Radiation Control provisions, or other Federal laws or regulations.

This letter will allow you to begin marketing your device as described in your 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 regufation (21 CFR Part 801 and
additionally 809.10 for in vitro diagnostic devices), please contact the Office of Compliance at
(301) 594-4595. Additionally, for questions on the promotion and advertising of your device,
please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation
entitled, "Misbranding by reference to premarket notification" (21 CFR 807.97). Other general
information on your responsibilities under the Act may be obtained from the Division of Small
Manufacturers Assistance at its toll-free number (800) 638-2041 or 301-443-6597 or at its
internet address http://www. fda.gov/cdrivdsmamain.html.

Sincerely yours, :

James E. Dillard [1I

Acting Director

Division of General and
Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Heaith

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 1 i,‘_, ;
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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 Surglcal wounds, to secure and prevent movement of a primary dressing,

and as a wound packing

Concurreace of CDRH, Office of Device Evaluation (ODE)

Prescription Use X OR  Over-the-Counter Use

{(per 21 CFR 801.109)

(Division n-Off)
Division © ; OS 30
510k} Numbef

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Efficacy of AMD™ Dressings
Against MRSA and VRE

Chirag B. Shab, Ph.D. (Manager, Bioscience Re&+D, THC, Mansfield, MA)

Ellen Swogger and Garth James, Ph.D. (CBE, Montana State University, Bozeman, MT)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Efficacy of AMD™ Dressings Agmmi MEB5A and VRE
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Patricia Mertz, Alejandro Cazzaniga, Victoria Serralta,

Stephen Davis, Robert Orr®, and William Baglstein,

P . 3 54 :

University of Miami, Department of Dermutology and Cutaneous Surgery,
University of Miami School of Medicine, Miami, Florida,

*Kendall, Wound Care Research and Development, Mansfield, MA

k3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 “ {M.v
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

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




Records processed under FOIA Request 2024-4348; Released by CDRH on 10-08-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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PoLYFIT™+ ABSORBING ANTIMICROBIAL DRESSING
510(K) PREMARKET NOTIFICATION
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PolyFIT + Absorbing Antimicrobial Dressings

Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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20. Performance Testing- Animals
This section does not apply.

PolyRemedy, Inc. Premarket Notification
PolyFIT+ Absorbing Antimicrobial Dressings

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

ot BEALEY

: Food and Drug Administration

5

o COVER SHEET MEMORANDUM

i : M ‘7"""%*.._
From: Reviewer Name
Subject:  510(k) Number Lo 7351 [S/

I
To: The Record

Please list CTS decision code § &

0 Refused to accept (Note: this is considered is is considered the first review cycle, See Screenmg Checklist
http://eroom.fda.qovieRoomReq/Files/CORH3/CDRHPremarketNotification510kProgram/0_5631/Screening%20Checklist%207%
202%2007.doc )

0 Id (Additicnal Information or Telephone Hoid).

#” Final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.).

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

Indications for Use Page Attach iFU
510(k) Summary 510(k) Statement . Altach Summary
Truthful and Accurate Statement Must be preseht for a Final Decision

ls the device C!ass ?

If yes, does firm include Class Il Summary? - ~ Must be present for a Final Decision ' !
Does firm reference standards? \{2:/’" W {U

-

{If yes, please attach form from http://www.fda.qoviopacom/morechoices/fdaforms/FDA-
3654 . pdf) 1

Is this a combination product? M
(Please specify category see
hitp://eroom.fda.govieRoomReg/Files/CDRH3/CDRHPremarketNotification510kProaram/0_413b/CO
MBINATION%2OPRODUCT%ZOALGORlTHM"/oZO{REVISED%203-12 03).00C

|

s this a reprocessed single use device? ) 1
j

i

{Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for ,
Reprocessed Single-Use Medical Devices, http:/iwww.fda.gov/cdrh/ode/quidance/12186.htmi)

is thls device intended for pediatric use only?

Is thlS a prescnptlon dewce? {If both prescription & OTC, check both boxes } |

"Did the application include a completed FORM FDA 3674, Cemﬂcanon with Requsrements of ; |
_ClinicalTrials.gov Data Bank? - o ‘/ :
Is clinical data necessary to support the review of this 510(k)? ; v
Did the application include a completed FORM FDA 3674, Certification with Requirements of

ClinicalTrials.gov Data Bank? i
(If not, then applicant must be contacted to obtain completed form.)

Does this device include an Ammal Tlssue Source? ' ./

All Pediatric Patients age<‘21

S U S — o mmam o e e s . - - “ - N

NeonatélNewborn (Bll’th to 28 days)

o
/

Infant (29 days <2 years o|d) L
Child (2 years -< 12 years old) ' b
v

Adolescent (12 years -< 18 years old)

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

Rev. 72/07 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 “
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Transitional Adolescent B (18 -<= 21; No special considerations compared to adults => 21 years

old) i b
Na.hotechnology o - . ! o —
s this device subject to the Tracking Regulation? {Medical Device Tracking Contact OC.
Guidance, hitp./fwww.fda gov/cdrh/comp/guidance/169.html)
Regulation Number Class® Prod ct;Code
Un L(M}fﬂ.'ad’- < -0

{*If unclassified, see 510(k)} Staff)
Additional Prod

Review mm/ ) ?@SP) M & Jow

ranmcmef e {Branch CodeY Date!
Final Review: ‘Zﬂl%/\ L{/X‘//D
' (Bivision Directbri ' (Dafe) I’

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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§ : DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
= d
0“4;, U.S. Food and Drug Administration
"‘#v,m ’ Center for Devices and Radiological Health

Document Mail Center — W0O66-G609
10903 New Hampshire Avenue
Silver Spring, MDD 20993-0002

October 22, 2009

510k Number: K092351

POLYREMEDY, INC. Product: POLY FIT + ABSORBING AND HIGH

24372 MCCLOUD COURT

LAGUNA NIGUEL, CALIFORNIA 92677
UNITED STATES

ATTN: GARY MOCNIK

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

http://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402. htm,

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(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:/fwww.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceProvisionsofFDAModer
nizationAct/ucm| 36685 .htm.

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ’6‘2_



Pl¢ase remember thatRireBa feoMdedivaldDddreBedntsof0PI904stResbmt hyDRIAYIONSIA24this device into
commercial distribution until you receive a decision letter from FDA allowing you to do so.

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

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 %3
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510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

NO

Not Substantially

Do the Differences Alter the Intended

Descriptive Information Does Ngw Ja¢vice Have Same
about New or Marketed Indication Stmementy™"——®  Therapeutic/Diagnostic/etc. Effect YES  Equivalent Determination
Device Requested as Needed {in Deciding, May Consider Impact on

S Safety and Effcctiveness)?**
New Device Hass#ime Intended NO
Use and May be “Su tially Equivalent™ <
New Device Has O
@ : New Intended Use
Does New De Have Same
‘fechnological Characteristics, Could the New
e.g. Design, Materials, cic.? _“_‘* Characteristics Do the New Characteristics
Aftect Salely or —— Raise New Types of Safety YES
@ Eftectiveness? or Effectiveness Questions?**
&
Arc the Descriplive NO
(tharacteristics Precise Enough NO
to Ensure Equivalence? @
NO
Are Performance Data Do Accepted Scientific
Available (g Asses Equivalence?* ¢ YES Methods Exist for
Assessing Effectsof  NO
the New Characteristics?
v
Are Performance Data Available  NO

To Assess Effects of New
Characteristics?***

Performence
- Data Required

YES

Performance Data Demonstrate
Equivalence?  g—i
NO

ata Dgfmonsirate
Equivalencg?

* Qo
\a

YES

’ ¥ per

NO

o (D)

“Substantig]ly Eqpfvaient™
Determiniation

» @

510(k) Submissions compare new devices to marketed devices. FDA requests additional information if the relationship between
marketed and “predicate” (pre-Amendments or reclassified post-Amendments) devices is unclear,

" This decision is normaily based on descriptive information alone, but limited testing information is sometimes required.
Data maybe in the 510(k), other 510(k)s, the Center’s classification files, or the literature.

*o o ot
XY

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

Applied Standard

I1SO 10993 was used as a standard for biocompatibility compliance. 150 10993-1
was used to determine the appropriate categorization of the device based on
the nature and duration of contact with the body. The Blue Book Memorandum
G95-1 entitled “Use of International Standard ISO- 10993, Biological Evaluation
of Medical Devices Part 1: Evaluation and Testing” and Table 1 of 1SO 10993-1
were used as tools for the initial evaluation of tests for consideration.

Categorization of the device

Intended Use

PolyFIT+ Absorbing Antimicrobial Dressings are intended as effective barriers to
inhibit microbial proliferation within the dressing and reduce microbial
penetration through the dressing. PolyFIT+ Absorbing Antimicrobial Dressings
are for use under a healthcare professional’s orders as adjunctive treatment in
the management of exudating wounds, partial and full-thickness wounds, such
as pressure ulcers {Stages 1I-1V), lower extremity ulcers (venous or arterial),
diabetic foot ulcers, surgical or traumatic wounds (including those left open to
heal by secondary intention). They are not intended for wounds with exposed
tendon or bone, for 3™ degree burns or for dry wounds.

Nature and duration of body contact

PolyFIT+ Absorbing Antimicrobial Dressings are designed to be used on
breached skin surface wounds for a 7 day period or less.

Device Categorization

PolyFiT+ Absorbing Antimicrobial Dressings are considered a prolonged (< 30
days) contacting device with breached or compromised surfaces device.

PolyRemedy,Inc.
PolyFIT + Absorbing Antimicrobial Dressings

Premarket Notification

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

Based on the device categorization outlined above, the nature of the material
contact and the guidance given in 150 10993-1 as well as FDA Blue Book

memorandum G-95, tests for the device materials were selected as shown in
the table below:

Table : Materials List/Test Selection

(b)(4)

Tests for Sub-Acute/Sub-Chronic Systemic and Implantation

(b)(4)

PolyRemedy,inc.

PolyFiT + Absorbing Antimicrobial Dressings Premarket Notification
| Gy
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 SASENEE RO
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(b)(4)

Toxicity Profile- PHMB

(b)(4)

PolyRemedy Inc.
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification

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



.

Section 16 Biocompatibility

ecords.oiocassocuadenEolARecLes 1+ N4 4249, Dol Al CRRLEL oo 40,00 209
o o) y Y

(b)(4)

All studies were performed at an independent laboratory. All test samples
were representative of finished devices and included the antimicrobial agent.
The biocompatibility test report matrix below summarizes the results of the
tests performed.

Results

Table: Biocompatibility Test Results Summary

(b)(4)

PolyRemedy,Inc.
PolyFIT + Absorhing Antimicrobial Dressings Premarket Notification

. RASEYE -
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 il 8 4



Section 16

Biocompatibility

(b)(4)

The PolyFIT+ Absorbing Antimicrobial Dressing passed each test as outlined.
The results from all tests indicate that PolyFIT+ Absorbing Antimicrobial
Dressings are non-toxic, non-irritating and non-sensitizing and, therefore,
biocompatible for their intended use.

Conclusion

PolyRemedy,Inc.
PolyFIT + Absorbing Antimicrobial Dressings _ Premarket Notification

67
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) PREMARKET NOTIFICATION
PolyFIT™ + Absorbing Antimicrobial Dressings

FDA CDRH DMC

AUG 9 4 2008

Received

- APPLICANT

PolyRemedy, Inc.
2637 Marine Way, # 100
Mountain View, CA 94043

OFFICIAL CORRESPONDENT
Gary Mocnik

Email: garym@PolyRemedy.com

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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>, Cffice of In Vitro Diagnostics
“*«m COVER SHEET MEMORANDUM
nG& G 7
From: Reviewer Name Jéb (1; ke (\f s ,
Subject: 510(k) Number . K() 7))51
To: The Record

Please list CTS decision code l .
0 Refused to accept (Note: this is considered the first review cycle, See Screening Checkllst

hitp:/feroom.fda. ov/eRoomRe {Files/CDRH3/CDRHPremarketNotification510kProgram/Q 5631IScreenln %20Checklist%207%

2%2007 .doc )

Hold{Additionat Informationor- Teleptiotie Hold): ,
O Final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.).

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

Indications for Use Page _ Attach IFU
510(k) Summary /510(k) Statement T Attach Summary
Truthful and Accurate Statement. ' Must be present for a Final Decision

Is the device Class n?

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

Does ﬁrm reference standards’>

(If yes, please attach form from http:/iwww.fda. qov/opacomlmorechorcesifdaformleDA—
3654. gdf) : _ ! j

|.§ this a combmatlon product‘? R
(Please specify category , see

hitp:/feroom.fda.govieRoomReq/Files/CDRHI/CDRHPremarketNotification510kProgram/0 _413b/CO
MBINATION%20PRODUCT%20ALGORITHM%20(REVISED%203-12-03).D0OC

PR . - . P

Is this a reprocessed single use device? ,
(Guidance for Industry and FDA Staff - MDUFMA.- Validation Data in §10(k)s for
Reprocessed Single-Use Medical Devices, http:/iwww.fda. govlcdrh!odelguudanceM216 htmi) |

Is this device intended for pediatric use only?

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

Did the application include a completed FORM FDA 3674 Certrﬁcat;on with Requirements of
ClinicalTrials.gov Data Bank?

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

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

(if not, then applicant must be contacted to obtain completed form.)

“Does this dévice include an Animal Tissue Source?

All Pediatric Patients age<=21
Neonate/Newborn (B|rth to 28 days)

Infant (29 days <2 years 0|d) |
' Child (2 years -< 12 years oId) o - R

Adolescent (12 years -< 18 years old)

Transmonal Adolescent A (18 - <21 years old) Special considerations are being given to this

group, different from adu!ts age 221 (different device design or testing, different protocot
procedures, efc.) .

Rev. 7/2/07

Questions? Contact i:DA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.h_'hs.gov or 301-796-8118

M
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‘ Transitional Adolescent B (18 -<= 21; No special consnderatlons compared to adults => 21 years
_ old} ,

Nanotechnology
Is this device subject to the Tracking Regulatlon'? {Medical Device Tracklng ! Contact OC.

‘Guidance, htip:/iwww.fda, gov/cdrh/comp/guidance/169.htmi) i
Regulation Number " Class* " Product Code

(If unciassihed, see 510(Kk) Staff) -
Additional Product Codes:
Review: %M M p%ﬂ) OC+ 20
‘__.—_-’

(Brapch Chief) " (Branch Code) Date)

Final Review:

ivision Director) ' . : (Date

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

ER]
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_l!gatha, George

From: Ngatha, George
Sent: Tuesday, October 20, 2009 12:36 PM
To: ‘Gary Mocnik'
Cc: Krause, Davir . '
Subject: K092351% __iPoly Fit Absorbing & Hydrating Antimicrobial Wound dressings
. Attachments: i 1 K092351.Al-Poly Fit

i Absorbing & High Absorbing.aoc

(b) (4) (092351.A1-éo|y Fit

Absorbing ...

di

Dear Mr.Mocnik:

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 additional information (see attached AI
letters).

If you have any questions concerning the contents of the letter, please contact me at the
number listed below. '

Sincerely,

George K. Ngatha ChE.Eng

LTJG, U.S. Public Health Service

FDA Center for Devices and Radiclogical Health
Office of Device Evaluation

Division of Surgical, Orthopedic Restorative Devices (DSORD)
WO66 Room # 3625

10903 New Hampshire Ave

Silver Spring, MD 20993

Phone: 301-796-5650

E-mail: George.Ngatha@fda.hhs.gov

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER
LAW. IF YOU ARE NOT THE INTENDED RECIPIENT, YOU ARE HEREBY NOQTIFIED THAT ANY DISCLOSURE,
DISSEMINATION, . DISTRIBUTION, COPYING, OR OTHER ACTION BASED ON THE CCNTENT OF THIS
COMMUNICATION IS NOT AUTHCRIZED. IF YOU HAVE RECEIVED THIS DOCUMENT IN ERRCR, PLEASE
IMMEDIATELY NOTIFY George K. Ngatha by email at George.Ngatha€fda.hhs.gov or telephone at
301-796-5650.

1.
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ’8 Ja
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Polymedo, Inc

C/o Gary Mocnik g
24372 McCloud Ct.

Laguna Niguel, CA 92677
USA

Re: K092351
Trade Name: Poly Fit + Absorbing & High Absorbmg Antimicrobial Dressings
Dated: August 2, 2009
Received: August 4, 2009

Dear Mr.Mocnik:

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 additional information to address the following items:

(b)(4)

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 Cosmetlc Act (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

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

2?7
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Page 2 — Mr.Gary Mocnik

the regulatory decision or that there is a less burdensome way to resolve the issues, you should
follow the procedures outlined in the document titled “A Suggested Approach to Resolving
Least Burdensome Issues” located at
hitp://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm(7370 1 .htm

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 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 (21 CFR 812).

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 S10(k)(21 CFR 807.87(1)); therefore, all information previously submitted

must be resubmitted so that your new 510(k)} is complete. For guidance on 510(k) actions, please

see our guidance document entitled, “Guidance for Industry and FDA Staff: Interactive Review
for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements, Original BLAs,
and BLA Supplements” at www.fda.gov/cdrh/ode/guidance/1655.html.

If the submitter does submit a written request for an exfension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the additional information
request.

The purpose of this document is to assist agency staff and the device industry in understanding
how various FDA and industry actions that may be taken on 510(k)s should affect the review
clock for purposes of meeting the Medical Device User Fee and Modernization Act. You may
review this document at

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/Medical Device

UserFeeandModernizationActMDUFMA/default.htm.

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:

U.S. Food and Drug Administration
Center for Devices and Radiological Heath
Document Mail Center — WO66-0609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

If you have any questions concerning the contents of the letter, please contact George K.
Ngatha at (301) 796-6970.1f you need information or assistance concerning the IDE
regulations, please contact the Division of Small Manufacturers, International and Consumer

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Assistance at its toll-free number (800) 638-2041 or at (301) 796-7100, or at its Internet
address http://www.fda.gov/MedicalDevices/Resourcesfor You/Industry/default htm.

Sincerely yours,

'David Krause, Ph.D.
Chief, Plastic and Reconstructive
Surgery Branch
Division of Surgical, Orthopedic and
Restorative Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Div/Branch .~

Last Name

] Date

Div/Branch

Dite

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

0
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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C DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

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

%,
",
“Wvarg

Premarket Notification [510(k)] Review
Traditional/Abbreviated

Date: 10/16/09
To: The Record Office: CORH-ODE

From: LTJG George K.Ngatha Division: DSORD

510(k) Holder: Polymedo Inc.
Device Name: PolyFit Absorbing Antimicrobial Dressings and
PolyFit High Absorbing Antimicrobial Dressings

Phone:{
Fax: None
Email:garym@PolyRemedy.com

(b)(5)

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request 2024-4348; Released by CDRH on 10-08-2024

(b)(5)

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




Records processed under FOIA Request 2024-4348; Released by CDRH on 10-08-2024

(b)(5)

N

Rl‘eﬁav/er[ ’ ' Date
ool d s 10/ 6] 2607
Branch Chief ' o Datd/ | {

i‘: W

10
Q;Jestions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ‘ O\
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

10903 New Hampshire Avenue
Document Control Room W-066-0609
Silver Spring, MD 20983-0002

APR - 8 2010

Poly Remedy, Inc.

% Mr. Gary Mocnik

2637 Marine Way, Suite 100
Mountain View, California 94043

Re: K092351
Trade/Device Name: PolyFIT + Absorbing Antimicrobial Dressings and
PolyFIT "+ High Absorbing Antimicrobial Dressings
Regulatory Class: Unclassified
Product Code: FRO
Dated: March 26, 2010
Received: March 29, 2010

Dear Mr. Mocnik:

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

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

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set

-Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 l
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forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www fda.gov/AboutFDA/CentersOfficessy CORH/CDRHOffices/ucm|1 15809 htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Ofﬁce
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

http://www fda.pov/MedicalDevices/ResourcesforY ou/Industry/default.htm.

Sincerely yours,

A A A,

Mark N, Melkerson

Director

Division of Surgical, Orthopedic
And Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

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



Section 17 - Software

acarde nraca dernderEQLA Roatiact 2024 4242 Daola PNV alnI=]N| 10.02. 2024
g ] g Y

17. Software
This section does not apply.

PolyRemedy,inc. .
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification
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12. Device Description

PolyRemedy, Inc.
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 3L

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




Records processed under FOIA Request 2024-4348; Released by CDRH on 10-08-2024

(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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PolyFIT + Absorbing Antimicrobial Dressings Pramarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 &Ny
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(b)(4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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19. Performance Testing

The performance characteristics of the PolyFIT+ Absorbing Antimicrobial
Dressings and the PolyFIT+ High Absorbing Antimicrobial Dressings were
evaluated to demonstrate the safety and efficacy of the device for its intended
use, and demonstrate substantial equivalence to the predicate devices.

The testing and anatysis of the PolyFIT+ Absorbing Antimicrobial Dressings were
based on the Risk Analysis and applicable requirements outlined in the draft
FDA Guidance document “Premarket Notification (510k) Submissions for
Medical Devices that Include Antimicrobial Agents”, July 19, 2007. All test units
were built simulating actual production conditions and were representative of
finished devices. A summary table of the testing performed is found at the end
of this section.

Wound Dressing Performance

A comparative test series was performed to assess the antimicrobial agent’s
affect on the established performance characteristics of the PolyFIT Absorbing
and High Absorbing Wound Dressings.

Materials and Methods

(b)(4)

PolyRemedy, Inc. Premarket Notification
PolyFIT+ Absorbing Antimicrobial Dressings

175

ATE! IS Y ag
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 EERREAN) 8 o



Section 19 Performance Testing- Bench

ocards nrocessed under EQLA Raallest. 2024.4348. Raleased-bu-CRRE 001008
T ¥ y 4

Acceptance criteria
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Results
Conclusion
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attached)

The antimicrobial effectiveness of the PolyFIT+ Absorbing Antimicrobial
Dressing was challenged in a series of antimicrobial tests. All test units were
representative of finished devices and in their final sterile form.

AATCC Test Method - Kill Rate Test

(b)(4)
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Microbial Barrier Strike-Through Test
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AATCC Test Method : i - Sustained Antimicrobial Kill Rate Test in the
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Summary Table of Testing Performed

Test Purpose | Test samples | Results |
Free Swell 5

Absorptive Capacity
Test

AATCC Test Method
Kill Rate Test

(b)(4)

AATCC Test Method

Microbial Barrier
Strike-Through Test

PolyRemedy, Inc. Premarket Notification
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Test Purpose | Test samples | Results

AATCC Test Method

Sustamneq
Antimicrobial Kill
Rate Test in the
Presence of Serum
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: DEPARTI\}ENT OF HEALTH & HUMAN SERVICES Public Health Service
U.S. Food and Drug Administration
“t_‘v.,m Center for Devices and Radiclogicat Health
Documem Mail Center - WO66-G609

10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

November 23, 2009

POLYREMEDY, INC. 510k Number: K09235]

24372 MCCLOUD COURT Product: POLY FIT + ABSORBING AND HIGH
LAGUNA NIGUEL, CALIFORNIA 92677
UNITED STATES Extended Until: 04/16/2010

ATTN: GARY MOCNIK

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

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

request.

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

(301)796-3640.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 3 o
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7. Truthful and Accurate Statement

Pursuant to 21 CFR 807.87(j) | certify that in my capacity as President and Chief
Executive Officer of PolyRemedy, | believe to the best of my knowledge, that all data
and information submitted in this premarket notification are truthful and accurate and
that no material fact has been omitted.

(b)(6) 2-30-07

Daniel Eckert Date
President and CEQ

PolyRemedy, Inc.

PolyRemedy, Inc.
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification
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Indications for Use Statement

INDICATIONS FOR USE STATEMENT

510(k) Number (if known):

Device Name: PolyFIT™+ Absorbing Antimicrobial Dressings and PolyFIT™+

High Absorbing Antimicrobial Dressings

indications for Use:

PolyFIT+ Absorbing Antimicrobial Dressings are intended as effective barriers to
inhibit microbial proliferation within the dressing and reduce microbial
penetration through the dressing. PolyFIT+ Absorbing Antimicrobial Dressings
are for use under a healthcare professional’s orders as adjunctive treatment in
the management of exudating wounds, partial and full-thickness wounds, such
as pressure ulcers {Stages lI-1V), lower extremity ulcers (venous or arterial),
diabetic foot ulcers, surgical or traumatic wounds (including those left open to
heal by secondary intention). They are not intended for wounds with exposed
tendon or bone, for 3" degree burns or for dry wounds.

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

Prescription Use __X

Concurrence of CDRH, Office of Device Evaluation (ODE)

OR
Over-The-Counter Use

(Per 21 CFR 801 .109) (Optional Format 1-2-96)

Page __ of ___

PolyRemedy, Inc.

PolyFIT + Absorbing Antimicrobial Dressings

Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4., Cover Letter
(See attached)

PolyRemedy, inc.
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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July 31, 2009

Food and Drug Administration

Center for Device and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

RE:  510(k) Notification - Traditional
To whom it may concern:

in accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act (“FBC
Act”), this letter is provided to notify the Food and Drug Administration “FDA” or the
“agency”) of the intention of PolyRemedy, Inc., to manufacture and market PolyFIT™
+ Absorbing Antimicrobial Dressings and PolyFIT™ + High Absorbing Antimicrobial
Dressings. PolyRemedy believes the appropriate classification of the device to be
Unclassified (preamendment), Dressing, Wound, Drug: Product Code FRO.

PolyRemedy is submitting this Traditional 510(k) Notification in accordance with 21
CFR 807, Subpart E. Two (2) copies of this submission are included with this
correspondence.

The design and use of the PolyFiT+ Absorbing Antimicrobial Dressings are presented
below in tabular form:

Question Yes No

Is the device intended for prescription use? X

Is the device intended for over-the-counter use? X

Does the device contain components from a tissue or biologic source? X

Is the device provided sterile? X

Is the device intended for single use? X

>

Is the device a reprocessed single use device?

Does the device contain a drug? X

Does the device contain a biologic?

Does the device use software?

Does the submission inctude clinical information?

> > > <

Is the device implanted?

PolyRemedy, Inc.
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The existence of this Premarket Notification and the data and other information that
it contains are confidential, and the protection afforded to such confidential
information by 21 CFR 807.95, and other applicable laws is hereby claimed.

All questions and/or comments concerning this submission should be made to:

Gary Mocnik
24372 McClond Court, Laguna Niguel, CA 92677
Phone:: ) E

Email: garym@PolyRerhedy.com

Sincerely,

(b)(6)

Daniel Eckert
President and CEO
PolyRemedy, Inc.
650.960.2404 x111
dan@polyremedy.com

PolyRemedy, Inc.

PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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“¥reg
Food and Drug Administration

Qffice of Device Evaluation
9200 Corporate Boulevard
Rockville, MD 20850

Premarket Notification [510(k)] Review
Traditional/Abbreviated

' K092351.S1

Date: 4/06/10
To: The Record
From: LTJG George K.Ngatha

Office: CORH-ODE
Division: DSORD

§10(k) Holder: Polymedo Inc.
Device Name: PolyFit Absorbing Antimicrobial Dressings and
PolyFit High Absorbing Antimicrobial Dressings

Contact: Gary Mocnick

Fax: None
Email.garym@PolyRemedy.com

. Purpose and Submission Summary

(b)(5)

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(5)

G AL

W\M _ 036/8[10(0

Branch Chief

Datel

//T,W

4
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Notification 510(k) Statement

{As Required By 21 CFR 807.93)

| certify that, in my capacity as Official Correspondent of PolyRemedy, Inc., I will make
available all information included in this premarket notification on safety and effectiveness
within 30 days of request by any person if the device described in the premarket notification
submission is determined to be substantially equivalent. The information I agree to make
available will be a duplicate of the premarket notification submission, including any adverse
safety and effectiveness information, but excluding all patient identifiers, and trade secret and
confidential commercial information, as defined in 21 CFR 20.61.

Gary Mocnik
April 7, 2010

Premarket Notification {510(k)] Number: K092351

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Ngatha, George

From: Gary Mocnik [garym@polyremedy.com]

Sent: Wednesday, April 07, 2010 4.25 PM

To: Ngatha, George

Subject:  RE: K092351.518 -

Attachments:{ | statement k092351 4-7-10.pdf
George,

As we discussed this morning, attached are 510k statements for the above referenced submissions.
Call me with any comments or if you need any additional information

From: Ngatha, George [mailto;George.Ngatha@fda.hhs.gov]
Sent: Wed 4/7/2010 10:15 AM
To: Gary Mocnik

Gary-

I looked at your draft,

(b)(4)

Please make the necessary corrections and email me the final version .I will not be able to get to it
before tomorrow (leaving at 3PMEST).Should there be any questlons [ will contact you tomorrow
morning (EST)

Thanks,
George.

From: Gary Mocnik {mailto:garym@polyremedy.com}
Sent: Tuesday, April 06, 2010 7:47 PM
To: Ngatha, George

George,

Thanks for the cali yesterday. attached is a draft based on your email and our conversation. Please let me know
if this is sufficient or comment on any additional requirements. | will then revise the other submission and formally
submit both to you.

Thanks in advance

4/8/201 0 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 l q2
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Garv Mocnik

Page 2 of 2

From: Ngatha, George [mailto:George.Ngatha@fda.hhs.gov]
Sent: Tue 4/6/2010 1:10 PM
To: Gary Mocnik

Gary, <<510kSummary Checklist.doc>>

(b)(

See attached checklist for more details.

Thanks,

George.

George K. Ngatha ChE, Eng,
LTJIG, U.S. Public Health Service
FDA/ODE/DAGID

WO66 Room # 3625

10903 New Hampshire Ave
Silver Spring, MD 20993

Phone: 301-796-5650
Fax:301-847-8188

E-mail: George Ngatha@fda.hhs.gov

4/8/20 10 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



SectioRedrds processed under FOIA RequesM@d«iﬁ&lRD@%iﬂﬁCH’S&ﬁ heeCover Sheet

1. Medical Device User Fee Cover Sheet (Form FDA 3601)

{See attached)

PolyRemedy, Inc.
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 l a6
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Form Approved; OMB No. 0910:511 Expiration Date: January 31, 2010. See Instructions for OMB Statement

e f\ 2000000000000000000000F
D:  TMENT OF HEALTH AND HUMAN SERVICES e
Fou’AND DRUG ADMINISTRATION PAYMENT IDENTIFICATION NUMBER: | ,

CAL DEVICE USER FEE COVER SHEET Write the Payment Identification number on your Ciicun.

eted cover sheet must accompany each original application or supplement subject to fees. If payment is sent by U.S. mail or
r, please include a copy of this completed form with payment. Payment and mailing instructions can be found at:
hitp:/fwww.fda.govioe/mdufmalcoversheet.htmt

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

TN garym@sabremadscom

SUITE 100 2.2 TELEPHONE NUMBER (include Area code)

MOUNTAIN VIEW CA 94043 P T

us 2.3 FACSIMILE {(FAX) NUMBER (Include Area code) .
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) .

201772086

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:/iwww.fda.govioe/mdufma

Select an application type: 3.1 Select a center

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

[ 1513(g) Reguest for Information [1CBER

[ ] Biologics License Application (BLA) . 3.2_Select one of the types below
[ } Premarket Approval Application (PMA) {X] Criginal Application

[ 1 Modular PMA Supplement Types:

[ ] Product Development Protocol (PDP) [] Efficacy (BLA)

[ ] Premarket Report (PMR) [] Panel Track (PMA, PMR, FDP)
[}lAnnual Fee for Periodic Reporting (APR) []1 Real-Time (PFMA, PMR, PDP}
(i ay Notice {1180-day (PMA, PMR, PDP)

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

.. - ES, | meet the small business criteria and have submitted the required NO, | am not a small business
qualifying documents to FDA

4.1 If Yes, please enter your Small Business Decision Number: SBD096085

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

[1YES {All of our establishments have registered and paid the fee, or this is our first device, and we will register and pay the fee within
30 days of FDA's approval/clearance of this device.)

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

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

[ ] This application is the first PMA submitted by a qualified small business, [] The sole purpose of the application is to support
including any affiliates 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

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

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

[1YES XINO

8. 1'"=R FFE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION
i i 19-Jun-2009

bncocker x

F A 3601 (0172607

J "Close Window" Print Cover sheet

Page 1 of'l
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11. Executive Summary

(b)(4)

PolyRemedy, Inc.

PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b)(4)

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




Section 3 Standards Data Regort Form(s)

3. Standards Data Report FDA Form 3654
(See attached)

PolyRemedy, Inc.
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ‘ |
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Records processedﬁlggg; n%ﬁt%ef%gsétlt O%ﬁéﬁgm R;erl‘e %?31'8 5_S:DRH on 10-08-2024
Food and Drug Administration
) STANDARDS DATA REPORT FOR 510(k)s
| {To be filled in by applicant)

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

TYPE OF 510({K) SUBMISSION
] Traditional [] speciat [ Abbreviated

STANDARD TITLE'

ISO 11607-1: 2006 Packaging for terminally sterilized medical devices- Part 1:Requirements for materials, sterile barrier systems

Piease answer the following questions Yes No
is this standard recognized BY FDAZ? ... eee s eeee e see e reee s anssees ¥ O
FDA ReCognition NUMDEIS it e et eere e st r e st e ee st s et e et e eame s s e sab s eeassenrsarasreansnes 4 14-193

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

1 EEE BTO(KY? et eee e eee e ee e e e s e ses s eeesenea e s reen s e eeees st eee et erine L

Is a summary report * describing the extent of conformance of the standard used included in the
BAO(K)? wvveeeee oottt st s et ee et ee ettt eeees e W

If no, complete a summary report table.

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

t Dertaings 10 thiS GEVICE? ..o et cee ettt et et a e e e s s et e e e e e e s srbaesses b beeenreeeesneennnaeentas ]
N
Does this standard include acceptance CriEria? ........cccviooiieciiiceee ettt e san st /1 O
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of testS? ..o eeeoeeeceeeeeereeeeseeee B ]
If yes, report options selected in the sumrmary report table.
Were there any deviations or adaptations made in the use of the standard? ...............co oo, O 1
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)57............. ] [
Were deviations or adaptations made beyond what is specified in the FDA SIS? ..., (] ¥4
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ..ottt ] ¥4
If yes, report these exclusions in the summary report table.
Is there an FDA guidance® that is associated with this standard? ..., W
If yes, was the guidance document followed in preparation of this 510K? ... ..., ]
Title of guidance:
" The formatting convention for the title is: [SDO] [numeric identifier) certification body involved in conformance assessment to this
[title of standard] [date of publication] standard, The summary report includes information on a¥ standards
2 Authority [21 U.8.C. 360d), www fda.gov/cdrhistdsprog.htmi utilized during the development of the device.
, 3 hitp/iwww.accessdala fda.gov/scriptsicdrhicfdocsicfStandards/ 5 The supplemental information sheet (S1S) is additional information
‘  gearch.cim which is necessary before FDA recognizes the standard. Found at
‘ “ The summary report should include: any adaptations used to adapt http:Il:wfw.accessdata.rda‘gow’scnptsicdrh!cfdocsicfStandardsl

to the device under raview {for example, alternative test methods); search.cim _

choices made when options or a selection of methods are described; % The online search for. CDRH Guidance Documents can be found at

deviations from the standard; requirements not applicable to the www.fda.gav/cdrhiguidance.htmi

device; and the name and address of the test laboratory or

FORM FDA 3654 (9/07) Page 1 I'SE Grapttics (001)443.1090  EF
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 U ['; ’:} !j ?I\D’I



U R———

STANDARD TITLE -
: 006:Steriliz

N ey e R, A A N g L T Y
althiGare Products- Radiation- Part'l'Requirements:

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER | SECTION TITLE CONFORMANCE?
All All Plves [Ino [Ina
TYPE OF DEVIATION OR OPTION SELECTED®

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Clves [Clne Cina

TYPE OF DEVIATION OR OPTION SELECTED*

Y
_|,3ECTION NUMBER SECTION TITLE CONFORMANCE?

DESCRIPTION

JUSTIFICATION

@ Yes E No @ N/A

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is mel. If a section is not applicable (N/A)
an explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of

options selected when following a standard is required under “type of deviation or option selected,” “description” and “justifica-
tion” on the report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (S18), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

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

) Center for Devices and Radiological Health
' 1350 Piccard Drive

‘ Rockville, MD 20850
An agency may not conduct or sponsor, and a person is not required to vespond to, a collection of information
unless it displays a currently valid OMB control number.
FORM FDA 3654 (9/07) Page 2

—

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ’
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Department of Health and Human Services
) j Food and Drug Administration

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

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

TYPE OF 510(K) SUBMISSION

Traditional [ special [] Abbreviated
STANDARD TITLE ! '
ISO 11137-1: 2006 Sterilization of Health Care Products- Radiation- Part 1 Requirements for development of validation
Please answer the following questions , Yes No
Is this standard recognized BY FDAZ 7 .. e st ee e ettt sr e s ne sttt s e cobeanon ¥ .
FDA ReCognition NUMBET ... .. ittt ra et e e e e es e sa ssae eaesame et e s es e annasanerannnes # 14-224

Was a third party laboratory responsible for testing conformity of the device to this standard identified
1 BRE SO(K)? wovoevoevoemmeseeeseeeeesessssss e ss st 1210 e O

Is a summary report * describing the extent of conformance of the standard used included in the
BAO(K)? 1o cerveeevemss e eres et AR 8RR O

if no, complete a summary report table.

| Does the test data for this device demonstrate conformity to the requirements of this standard as it
) PErtains t0 this QBVICET ..ot ettt et s s et aeesstae e e e erbr e e sreaeeanee e s e rneeeeraeasssbsecsenes Il
Does this standard include acceptance Criteria? ... v [
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of tests7? .......cooviciir i ccvresiee e Ll
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? ... O ]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)5?............ ] L]
Were deviations or adaptations made beyond what is specified in the FDA SIS? ....cooociiviiiniercvnnn ] ¥
if yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ... e U ¥
If yes, report these exclusions in the summary report table.
Is there an FDA guidance® that is associated with this StaNdard? ............cocovvveoeeoree e L Vi
If yes, was the guidance document foliowed in preparation of this B10K? ..., [ D
Title of guidance:
' The formatting canvention for the title is: {SDO] [numeric identifier] certification body involved in conformance assessment o this
ftitie of standard] {date of publication) standard. The summary report includes information on all standards
z Authority [21 U.S.C. 360d]. www.fda.govicdrhistdsprog.ntml utilized during the devefopment of the device.
3 http:ffwww.accessdata.fda.goviscriptsicdrh/cldocs/ciStandards/ 5 The supplemental information sheet {SIS) is additionat information
search.cfm which is necessary before FDA recognizes the standard. Found at
y) * The summary report shoutd include: any adaptations used to adapt http:H;vw:v.accessdata.fda,govlscnplslcdrhlc!docsrcfSlandardsl
to the device under review (for example, alternative test methods); searc c m
choices made when options or a selection of methods are described; ¢ The oniine search for CDRH Guidance Documents can be found at
deviations fram the standard; requirements not applicable to the www.fda.govicdrh/guidance html
device; and the name and address of the test taboratory or
FORM FDA 3654 (9/07) Page 1 PSC Geaphics 1301} 443-10%  EF

n3

00008
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 AN A \j
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RN

ONFORMANC

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
All All ives [ONo Tdna

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER | SECTION TITLE CONFORMANCE?
[lves [Dwo N/A

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

[ /
%,
-

SECTION NUMBER SECTION TITLE CONFORMANCE?

f_.i Yes Ej No E,J N/A

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

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

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

Paperwork Reduction Act Statement

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

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

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

FORM FDA 3654 (9/07) Page 2
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
{To be filied in by appiicant)

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

TYPE OF 510(K) SUBMISSION
1 Traditionat (] special [[] Abbreviated

STANDARD TITLE?
18O 10993-1 Biological Evaluation of Medical Device- Part 1 Evaluation and Testing (2003)

e

Please answer the following questions Yes No
Is this standard recogmized by FDAZ? ... ..ccoicivcereeeeeeesossees e eesesese e eeeeee e esssssnssansessnseas 72N
FDA Recognition MUIMDEI2 ... ettt ea et ese e et e et eebes s aasaasesnessesasrnssaessrasanensnns # 0298

Was a third party laboratory responsible for testing conformity of the device to this standard identified
I ENE STO(KY? 1rvvveevoerree e eob vt s vess e ss s e et Y/

Is a summary report* describing the extent of conformance of the standard used included in the
BAOKY? et s s et se st ee e et em e et ent e enre 1 ¥4

If no, complete a summary report table.

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

PEMAINS 10 tHIS HEVICE? .v.vvieires oot es sttt es st es e eeer e e e neeee e ]
Does this standard iNClUde ACCEPLANGCE CIILETIA? ... ouoveeeeeeeeeeeeeeeeeeeeeeeeeeaeeevereves e e es e eeseseseeeasrseses e W5} |
i no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of teStS? ........covvvveverieeiee e [l

If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ................ccoee e,
if yes, were deviations in accordance with the FDA supplemental information sheet (SIS)37..............

U
NN

Were deviations or adaptations made beyond what is specified in the FDASIS? ... O ¥4
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the SEANAAT? ........co..coouueeiiieereeeeeeses e ee s eseeeestsesesesesereneeeseerenses O 1
if yes, report these exclusions in the summary report table.
Is therg an FDA guidance® that is associated with this StANAArd? ........ccoooveieeeereeeeeeeeeeereseree e e Vvl ]
If yes, was the guidance document followed in preparation of this 510K? .........ooovveevereeerror s, ¥4 O
Title of guidance: G-95 Blue Book Memorandum: Use of ISO 10993-1
! The farmatting convention for the title is: {SDQ) [numeric identifies] certification bady invelved in canformance assessment to this
[title of standard] [date of publication} standard. The summary report includes infarmation on all standards
2 Authority |29 U.S.C, 360d}, www.fda.govicdrh/stdsprag.htmi ' utilized during the development of the device.
% hitp:/iwww.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ 5 The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
“The summary report shoutd include: any adaptations used o adapt hnp:flr\:m;w‘accessdala.fda‘goviscrlptsfcdrhlcfdocsfcfStandardst
to the device under review (for example, alternative iest methods); Search.cim ]
choices made when aptions or a selection of methods are described; 8 The online search for CDRH Guidance Dacuments can be found at
deviations from the standard; requiremenis not applicable to the www.fda.govicdrh/guidance html
device; and the name and address of the test laboratory or
FORM FDA 3654 (9/07) Page 1 PSC Graphics (301} 3431090 Ei‘ Ig
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-EXTENT.OF STANDARD CONFORMANCE

STANDARD TITLE
1SO 10993-1 Biological Evaluation of Medical Device- Part | Evaluation and Testing (2003)

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANGE?
All All Fves [Ne TINA

TYPE OF DEVIATION OR CPTION SELECTED ¢

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION-TITLE CONFORMANCE?

Clves Tine [Cinia

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

N

SECTION NUMBER SECTION TITLE CONFORMANCE?

Clves Einve Dlna

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

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

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

Paperwork Reduction Act Statement

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

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

An agency may not conduct or sponsor, and a person is not required to respond 10, a collection of information
unless it displays a currently valid OMB control number.

FORM FDA 3654 (3/07) Page 2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Department of Health and Human Services
'") Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
{To be filied in by applicant}

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

TYPE OF 510(K) SUBMISSION
/] Traditional [ specia [7] Abbreviated

STANDARD TITLE"

ISO 11137-2: 2006 Sterilization of Health Care Products- Radiation- Part 2 Establishing sterilization dose

e e — e — e
Please answer the following questions ‘ ' Yes  No
is this standard recognized BY FDAZ 7 .. ettt e et sae e erb e eee et enaas 1 O
FDA Recognition NUMDBErY .o et e s a e e et e e e s ae s e santees s e eseesabaseassassrnres g 14-225

Was a third party laboratory responsible for testing conformity of the device to this standard identified
I H1E BAO(K)? oo eveseesees et ess s ese e es e oot s e et e s s st e eee e et er s ent s et ee e er e OJ

Is a summary report* describing the extent of conformance of the standard used included in the
BAOLK)? oo eeeeeeeeee et s e s e ee et ee et eneeee et e et ee et ees et e r e resren e O ¥4

if no, complete a summary report table.

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

DEFEAINS 10 TS QBVICET ....o.vveieieieeieiteeeeeeteeet ettt s e e e s st s et et e ee e s s etee et et oee e ees et s erenaeeenrerene O
Does this standard include acceptance CHBFIAT .......o.coviiiviiiiie et rr s e eae e e e aaraeeimneaetes s ¥ O
If no, include the results of testing in the 510(k).

Does this standard include more than one option or Selection of teStS? .......vcveveeeereeeereereere s ]
if yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ..., O ]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)S7............ ] ]

N

Were deviations or adaptations made beyond what is specified in the FDA SIS? ..o ]
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the StaNdard? ..ot s e s d ¥4
If yes, report these exclusions in the summary report table.
Is there an FDA guidance® that is associated with this standard? ..........occvvvivvveieeve e s Ez
If yes, was the guidance document followed in preparation of this 510K? .......ccoovvivvecvicciceciceeeee O ]
Title of guidance:
" The formatting convention for the title is: [SDO] [numeric identifier} certification body involved in conformance assessment to this
[titte of standard] [date of publication] standard. The summary report includes information on all standards
2 authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.him| utilized during the development of the device,
3 http:Hwww.accessdata.fda.goviscripts/edrhicfdocs/ciStandards/ % The supplemental information sheet (SIS} is additional information
. search.cfm which is necessary before FDA recognizes the standard. Found at
) 4 The summary report should include: any adaptations used lo adapt http:/Ihw“;w.accessda:a.fda.govlscnplsfcdrh!cfdocslcfStandardsi
to the device under review (for example, alternative test methods); searc c m )
choices made when options or a selection of methods are described; ¢ The online search for CORH Guidance Documents can be found at
deviations from the standard; requirements not applicable to the www.fda.govicdrh/guidance htm
device: and the name and address of the test laboratory or
FORM FDA 3654 (9/07) Page 1 DSC Graphics 1301) 41,1090 EF l | 2
G0N0
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 R



STANDARD TITLE
1SO 11137-2: 2006 Sterilization of Health Care Products- Radiation- Part 2 Establishing sterilization dose

CONFORMANCE WITH STANDARD SECTIONS™
SECTION NUMBER | SECTION TITLE CONFORMANGE?
All All ives [no [Inma
TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Oves [Cino [Ina

TYPE OF DEVIATION OR OPTICN SELECTED*

DESCRIPTION

JUSTIFICATION

\__J

SECTION NUMBER SECTION TITLE CONFORMANCE?

Jves IdNe LN

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

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

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

Paperwork Reduction Act Statement

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

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

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

FORM FDA 3654 (9/07) Page 2
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Section 9 Financial Certification
Records processed under FOIA Request 2024-4348; Released by. BDRH n 10-0 Ogi
isclosure Statement

9. Financial Certification or Disclosure Statement

The requirement for financial certification or disclosure requirements as described in
21 CFR §807.87(i) does not apply to this submission.

PolyRemedy, Inc.
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification
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Substantial Equivalence Discussion
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13.

Information on these substantially equivalent devices is provided in APPENDIX 1 of this
premarket notification.

Substantial Equivalence Discussion

The 510(k) “Substantial Equivalence” Decision-Making Process in ODE Guidance
Document #K86-3, Guidance on the CDRH Premarket Notification Review Program, was
used to determine substantial equivalence (see Figure 4) and compares the attributes
of the predicate devices to the PolyFIT" Absorbing Antimicrobial Dressings. Answers to

the relevant questions lead to a determination of substantial equivalence, as follows:

1. DOES THE DEVICE HAVE SAME INDICATION STATEMENTS? .uuivevviannrassnrseconssonasssnssone NO

The indications statement for the PolyFIT+ Absorbing Antimicrobial Dressings is highly
representative but not identical.

The indications statements for the PolyFIT+ Absorbing Antimicrobial Dressings are
represented by the predicate device, in whole or in part, as illustrated in the table

below:

PolyFIT+ Absorbing
Antimicrobial Dressings

PolyFIT Absorbing Dressing
{510k exempt)

COPA AMD Antimicrobial
Wound Dressing
(KO71371, KOB2296)

PolyFIT+ Absorbing
Antimicrobial Dressings are
intended as effective barriers
to inhibit microbial
proliferation within the
dressing and reduce microbial
penetration through the
dressing, PolyFiT+ Absorbing
Antimicrobial Dressings are for
use under a healthcare
professional’s orders as
adjunctive treatment in the
management of exudating
wounds, partial and full-
thickness wounds, such as
pressure ulcers (Stages il-1V),
lower extremity ulcers {venous
or arterial), diabetic foot
ulcers, surgical or traumatic
wounds (including those left
open to heal by secondary
intention). They are not
intended for wounds with
exposed tendon or bone, for
3" degree burns or for dry
wounds.

Indicated for use under a
healthcare professional’s orders
as adjunctive treatment in the
management of exudating
wounds, partial and full-
thickness wounds, such as
pressure ulcers (Stages lI-1V),
lower extremity ulcers (venous
or arterial), diabetic foot ulcers,
surgical or traumatic wounds
{including those left open to
heal by secondary intention).
They are not intended for
wounds with exposed tendon or
bone, for 3™ degree burns or for
dry wounds.

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

PolyRemedy, Inc.

PolyFIT + Absorbing Antimicrobial Dressings

Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The table below provides a breakdown of the individual claims, to illustrate the

substantial equivalence:

-1V}

PolyFIiT+ Absorbing PolyFIT COPA AMD
Antimicrobial Absorbing Antimicrobial Wound
Dressings Dressing Dressing

: {510k exempt)

Antimicrobial claim Effective barriers to None Antimicrobial agent
inhibit microbial that protects the
proliferation within dressing from
the dressing and bacterial penetration
reduce microbial and colonization.?
penetration through
the dressing

Use Use under healthcare | Use under Prescription use ?
professional orders healthcare

professional
orders
Conditions Pressure ulcers {Stages | Pressure ulcers | Pressure sores

Lower extremity
ulcers {venous or
arterial), diabetic foot
ulcers

Lower extremity
ulcers, diabetic
foot ulcers

Venous stasis ulcers,
diabetic ulcers

Surgical or traumatic
wounds (including
those left open to heat

Surgical or
traumatic
wounds

Abrasions and
lacerations

Post surgical incisions

Wounds inflicted by

by secondary trauma
intention)
Partial and full- JPartial and full- | Dermatological
thickness wounds thickness disorders

wounds
Partial and full- Partial and full | 1™ and 2" degree
thickness wounds thickness burns

wounds
PolyFIT" Absorbing PolyFIT Unstated
Antimicrobial Absorbing

Dressings are not
intended for full
thickness pressure
ulcers involving
tendon, muscle, bone
or third degrée burns

Dressings are
not intended for
full-thickness
pressure ulcers
involving
tendon, muscle,
bone or third
degree burns.

2 As stated in the Summary of Safety and Effectiveness, K071371, K082296

PolyRemedy, Inc.

PolyFIT + Absorbing Antimicrobial Dressings

Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Substantial Equivalence Discussion
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2. DO THE DIFFERENCES ALTER THE INTENDED THERAPEUTIC/DIAGNOSTIC EFFECT?

Although there are minor differences between the indications statements of the
predicate devices and the PolyFIT+ Absorbing Antimicrobial Dressings, the intended
therapeutic-effects are the same.

3. DOES NEW DEVICE HAVE THE SAME TECHNOLOGICAL CHARACTERISTICS,
E.G., DESIGN, MATERIALS, ETC.7 tueumiaersssercssonssnrsnsrosennnrenssssnssrsssasasscnsssnnas YES

PolyFIT+ Absorbing Antimicrobial Dressings have similar technological
characteristics when compared to the predicate device (e.g. materials, body site
application, single use). The table below itlustrates the similarities and differences
in technological characteristics:

PolyFIT+ Absorbing PolyFIT Absorbing COPA AMD
Antimicrobial Dressing | Dressing Antimicrobial Wound
{510k exempt) Dressing
Antimicrobial PHMB None PHMB
agent
Concentration 0.3% N/A 0.5%
Method of Embedded N/A Impregnated
application to
device
Mechanism of No release N/A Unknown
agent release
Single use Yes Yes Yes
Material Micro-fibers {Synthetic Micro-fibers (Synthetic Micro-fibers
polymers) polymers) (polyurethane foam)
Geometry 2" x 2" 2" x 2" 2" x 2"
4” x 4" 4" x 4” 3.5"x3”
5” x 5” 5" x 5” 4” x 47

4" x 8"

6" x 6"

8" x 8"
Function Absorbs exudate; / Absorbs exudate Absorbs exudate;/

microbial protection microbial protection

Anatomical Skin surface wounds Skin surface wounds Skin surface wounds
Site
Treatment Up to 7 days Up to 7 days Up to 7 days
time :
Conformable Yes Yes Yes
to wound bed
Non-adherent Yes Yes Yes
Provided Yes Yes Yes
Sterile
Sterilization Gamma Gamma Gamma

PolyRemedy, Inc.

PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification

PN AR
EERNERE R Sy,
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 e 4 w

(N



Section 13 Substantial Equivalence Discussion
—— TS POTESTetrmte TS - Retre st 2004t 34 G Rete ase -y CBRH-OM OO Er R0 S

PolyFIT+ Absorbing PolyFIT Absorbing COPA AMD
Antimicrobial Dressing | Dressing Antimicrobial Wound
{510k exempt) Dressing
Method
4. ARE THE DESCRIPTIVE CHARACTERISTICS PRECISE ENOUGH TO ENSURE EQUIVALENCE? ........ YES

The descriptive characteristics of antimicrobial wound dressings are reasonably
precise. PolyFIT+ Absorbing Antimicrobial Dressings and the COPA AMD
Antimicrobial Wound Dressing are all placed at the skin surface wound site. Both
dressings utilize PHMB as the antimicrobial agent. Both dressings are provided
sterile and intended for single use. Both dressings may remain in place for a
period of up to 7 days.

Both dressings are manufactured from biocompatible materials which absorb
exudate and inhibit bacterial proliferation. Both dressings are offered in standard
geometric configurations, which are consistent with commonly used wound
dressing dimensions. Both the PolyFIT+ Absorbing Antimicrobial dressings and the
COPA AMD wound dressings have non-adherent material qualities which prevent
adherence of the dressing to the tissue within the wound.

PolyFiT+ Absorbing Antimicrobial Dressings are substantially equivalent to the
identified predicate devices in terms of intended use, materials, physical
characteristics and performance characteristics.

5. ARE PERFORMANCE DATA AVAILABLE TO ASSESS EQUIVALENCE? ..e.vvviceriuenciantonsannsanes YES

Performance data assessing the safety and effectiveness of the PolyFiT+ Absorbing
Antimicrobial Dressings are included in this premarket notification submission to
adequately assess and report on the device performance. Performance data were
based on well-known characteristics common to the predicate devices, and the
FDA draft guidance document “Premarket Notification (510k) Submissions for
Medical Devices that Include Antimicrabial Agents” dated July 19, 2007.

6. DOES THE PERFORMANCE DATA DEMONSTRATE EQUIVALENCE? . ..cuvvrencnnccnssarcoansassnns YES

The performance data submitted in this premarket notification clearly
demonstrate equivalence between the PolyFIT+ Absorbing Antimicrobial Dressings,
the COPA AMD Antimicrobial Wound Dressing and the PolyFIT Absorbing Wound
Dressings.

7. REASON FOR PREMARKET NOTIFICATION?
Commercial distribution of a new substantially equivalent device.
CONCLUSION:

PolyFIT+ Absorbing Antimicrobial Dressings and the COPA AMD Wound Dressing are
both intended as effective barriers to inhibit microbial proliferation within the

PolyRemedy, Inc.
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification
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dressing and reduce microbial penetration through the dressing. PolyFIT+ Absorbing
Antimicrobial Dressings, the COPA AMD Wound Dressings and the PolyFIT Absorbing
Wound Dressings are all intended for the absorption of wound exudate, With the
exception of the addition of PHMB, PolyFIT+ Absorbing Antimicrobial Dressings and
the PolyFIT Absorbing Wound Dressing are fabricated from identical materials with
identical use (single use only) characteristics. PolyFIT+ Absorbing Antimicrobial
Dressings are substantially equivalent, in terms of intended use, principle of
operation, technological characteristics, and performance characteristics to the
COPA AMD Antimicrobial Wound Dressing predicate.

PolyRemedy, Inc.
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification

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



Records processed under FOIA Request 2024-4348; Released by CDRH on 10-08-2024 9

— e’ . . o e,
Section 13 Substantial Equivalence Discussion

510(K) “SUBSTANTIAL EQUIVALENCE” DECISION MAKING PROCESS
FOR THE PolyFIT+ Antimicrobial Absorbing Wound Dressing.

Not “substantiafly
equivalent™
Determination

No

" R W L
s new,device hnve& sami
Tl e gl 0 i SR
indications statement?;
SLidhic « SL e W RDL St o 3

, New device has new intended use }—-——-

R o
=3Does the device! Do the new characteristics raise new
I wéchar types of safety or effectiveness

questions?

Could the new characteristics
affect safety or effectiveness?

Do accepted scientific methods exist
for assessing effects of new

Yes characteristics?
A R T G 8 e
Yes iAre performance data. ., Are performance data available to

assess effects of new
characteristics?

- Tavailable fo Assess ~
.“equivalénce?;

Performance
data required

Performance data demonstrate
equivalence?

Not substantially equivalent Not substantially equivalent
Figure 2. Substantial Equivalence Decision Making Process for the PolyFIT+ Antimicrobial Absorbing Wound Dressing.

oo PolyRemedy,Inc.

g PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification
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8. Class lll Summary and Certification

PolyFIT™+ Absorbing Antimicrobial Dressings and PolyFIT™+ High Absorbing
Antimicrobial Dressings are pre-amendment unclassified medical devices. The Class
lll Summary and Certification requirement as described in 21 CFR §807.87(j) and
§807.94 do not apply to this device and submission.

PolyRemedy, Inc.
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration

10903 New Hampshire Avenue
Document Control Room W-066-0609
Silver Spring, MD 209893-0002

APR - 8 2010

Poly Remedy, Inc.

% Mr. Gary Mocnik

2637 Marine Way, Suite 100
Mountain View, California 94043

Re: K092351
Trade/Device Name: PolyFIT + Absorbing Antimicrobial Dressings and
PolyFITm+ High Absorbing Antimicrobial Dressings
Regulatory Class: Unclassified :
Product Code: FRO
Dated: March 26, 2010
Received: March 29, 2010

Dear Mr. Mocnik:

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

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

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited.to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 - Mr. Gary Mocnik

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/ CORH/CDRHOffices/ucm 1 15809 .htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default. htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

- http//www.fda.gov/MedicalDevices/ResourcesforY ow/Industry/default.htm.

Sincerely yours,

A A,

Mark N. Melkerson

Director :

Division of Surgical, Orthopedic
And Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5. Indications for Use Statement '?,Laﬁ 135 "/1

INDICATIONS FOR USE STATEMENT

510(k) Number (if known): KOQZBS(

Device Name: PolyFIT™+ Absorbing Antimicrobial Dressings and PolyFIT™+
High Absorbing Antimicrobial Dressings

Indications for Use:

PolyFIT+ Absorbing Antimicrobial Dressings are intended as effective barriers to
inhibit microbial proliferation within the dressing and reduce microbial
penetration through the dressing. PolyFIT+ Absorbing Antimicrobial Dressings
are for use under a healthcare professional’s orders as adjunctive treatment in
the management of exudating wounds, partial and full-thickness wounds, such
as pressure ulcers (Stages II-IV), tower extremity ulcers (venous or arterial},
diabetic foot ulcers, surgical or traumatic wounds (including those left open to
heal by secondary lntentmn) They are not intended for wounds with exposed
tendon or bone, for 3¢ degree burns or for dry wounds.

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

NI(EI?ELISEé\g)E DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off)
Division of Surgical, Orthopedic,

and Restorative Devices

510(k) Number Kog235(

Page 1 of

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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18. Electromagnetic Compatibility and Electrical Safety
This section does not apply.

PclyRemedy,inc.

PolyFIT + Absorbing Antimicroblal Dressings Premarket Notification
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Section 10 Declaration of Conformity
Records processed under FOIA Request 2024-4348; Released by Cﬁ?l—gﬂﬁg-ﬁgﬁw Reports

10. Declaration of Conformity And Summary Reports

This submission is a traditional 510(k) submission. The requirement for a declaration
of conformity and a summary report of testing does not apply.

PolyRemedy, Inc.
PolyFIT + Absorbing Antirnicrobial Dressings Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Section 2 Certification of Compliance- ClinicalTrials.gov

2. Certification of Compliance with ClinicalTrials.gov FDA Form 3674
(See attached)

PolyRemedy, Inc.

PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification
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See OMB Statement on Reverse. Form Approved: OMB No. 0910-0616, Expiration Date: 10-31-2011

Recoras processecbgr}%emh) QFSWEA

Food and Drug Administration

. F-D A Certification of Compliance, under 42 U.5.C. § 282(j}(5)(B), with
i } Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j))

(For submission with an apptication/submission, including amendments, supplements, and resubmissions, under §§ 505, 515, 520{m}, or 510(k} of the
Federal Food Drug, and Cosmetrc Act or § 351 of the Public Health Service Act.)

T SPONSORT'APPLICANT: :SUBMITTER INFORMATION %

NAME OF SPONSORIAPPLICANTISUBMITTER 2. DATE OF THE APPLICATION/SUBMISSION
PolyR In WHICH THIS CERTIFICATION ACCOMPANIES
olyRemedy, Inc. Jun 30, 2009
3. ADDRESS (Number, Street, State, and ZIF Code) 4. TELEPHONE AND FAX NUMBERS
{include Area Code)
| 650.960.2404

2637 Marine Way, Suite 100, Mountain View, CA 94043 (Tel)

(Fax) 650.960.2406

e _‘ﬁn,,j-

: ; “PRODUCT INFORMATION™*:
5. FOR DRUGS/BIOLOGICS: Include Any/All Available Established, Proprietary andfor ChemncallBlochem:calfBloodlCellu!arlGene Therapy Product Name(s)
FOR DEVICES: Include Any/All Commen or Usual Name(s), Classification, Trade or Proprietary or Model Name(s) andfor Model Number(s)
{Attach extra pages as necessary)

PolyRemedy PolyFIT Absorbing Antimicrobial Dressings

; : FAPPLICATION /SUBMISSION:INFORMATION
5 TYPE OF APPLICATION/SUBMISSION WHICH THIS GERTIFICATION ACCOMPANIES

) M inD ] npa Cdanpa  [OJeua [ Pma [ HDE Klswoy  [Jrop ] other

7. INCLUDE IND/NDA/ANDA/BLA/PMA/HDE/S 10(k)y/PDP/OTHER NUMBER (/f number previously assigned)

8. SERIAL NUMBER ASSIGNED TO APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

S

S * i YCERTIFICATION STATEMENT-ZINFORMATION: - T 77 5 7ms ™ vl f 7
9. CHECK ONLY ONE OF THE FOLLOWING BOXES (See instructions for additional information and explanation)

¥ A 1 certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply because the application/subrnission which this certification accompanies does not reference any clinical trial.

[] B. 1 certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply to any clinica! trial referenced in the application/submission which this certification accompanies.

[] . 1 cerify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Heaith Service Act, enacted by 121 Stat. 823, Public Law
110-85, apply to one or more of the clinical trials referenced in the application/submission which this certification accompanies and that
those requirements have been met.

10. IF YOU CHECKED BOX C, IN NUMBER 9, PROVIDE THE NATIONAL CLINICAL TRIAL (NCT) NUMBER(S) FOR ANY "APPLICABLE CLINICAL TRIAL(S),”
UNDER 42 US.C. § 2B82()(1}{A)i), SECTION 402(j)(1)(A)i} OF THE PUBLIC HEALTH SERVICE ACT, REFERENCED IN THE APPLICATION/
SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES (Atrach exlra pages as necessary}

NCT Number(s)

: ‘ proh
Wamlng A wullfully and knwnngly false slatemen fense; U.S, ' ’ O
. SIGNATURE OF SPONSOFUAPPLICANTISUBM!T[ER OR AN 12 NAME AND TiTLE OF THE PERSON WHO S!GNED IN NO 11

AUTHORIZED REPRESENTATIVE {Sign)
Dan Eckert
{Name)
President, CEO
(Title) "
i13. ADDRESS (Number, Street, State, and ZIF Code} (of person identified 14. TELEPHOMNE AND FAX NUMBERS t5. DATE OF
in Nos. 11 and 12) {Include Area Code) CERTIFICATION
(Tel) 650.960.2404
2637 Marine Way, Suite 100, Mountain View, CA 94043 ' Tun 30, 2009
650.960.2406
‘ (Fax)
Form FDA 3674 (11/08) (FRONT) PSC Graphics: (301}44)-10%0 EF

N o2
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 D QJ ")D?



Section 21 occn i o beieoced ne cnpn oo 10 odedipical Data

21. Clinical Data
This section does not apply.

PolyRemedy, Inc. Premarket Notification
PolyFIT+ Absorbing Antimicrobial Dressings
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Records processed under FOIA Request 2024-4348;:Bg:ease b R 10:08- -

2637 Marine Way, Suite 100
Mountain View, CA 94043
P: 650.960.2404

F: 650.960.2406
www.pelyremedy.com

<
-

November 20, 2009

FDA CDRH Diy C
U.S. Food and Drug Administration
Center for Devices and Radiological Heath NOV 2 3 2009
Document Mail Center — W066-0609 Recei
10903 New Hampshire Avenue ceetved
Silver Spring, MD 20993-0002
Attn; David Krause, Ph.D., George Ngatha ﬁ" SL(

Re: K092351

Trade Name: Poly Fit + Absorbing & High Absorbing Antimicrobial Dressings
Email communication dated October 20, 2009

Dear Sirs:

To adequately respond to your email dated October 20, 2009 requesting additional information
necessary to complete the review of the above reference premarket notification, we are
requesting an extension of 180 days.

We appreciate the agency’s consideration and review of this submission and if there are any
questions regarding this information, please do not hesitate to contact meat;
Please also note that PolyRemedy has retained Jonathan Kahan, of Hogan & Hartson, L.L.P. as

regulatory counsel to assist in this 510(k) submission. Please accept this correspondence as the
company’s authorization for Mr. Kahan and his firm to discuss this submission with FDA on
behalf of PolyRemedy.

Gary Mocnik
Official Correspondent
Poly Remedy, Inc.

garym@polyremedy.com

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

2



Section fdords processed under FOIA Request 2024-4348; Released by CDRPEQPMM LabEHHg

14. Proposed Labeling

The following sections contain the proposed instructions for use for the PolyFIT+
Absorbing Antimicrobial Dressings (Section 14.1) and the proposed labeling (Section
14.2).

14.1 Instructions for use

PolyRemedy,inc.
PolyFIT + Absorbing Antimicrobial Dressings Premarket Maotification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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=% polyremedy

PolyRemedy, Inc.
2637 Marine Way, Suite 100
Mountain View, CA 94043

Call: 1.866.609.3515
Or Visit: www.polyremedy.com

Questions? Contact FRABGBRFIGLE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301 -796:

PolyFIT* Absorbing
PonFIT+ ngh Absorblngp

~
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Records processed under FOIA Request 2024-4348; Released by CDRH on 10-08-2024

Indications for Use

PolyFIT* Absorbing Antimicrobial Dressings
are intended as effective barriers to inhibit
microbial proliferation within the dressing
and reduce microbial penetration through
the dressing. PolyFIT" Antimicrobial
Dressings are for use under a healthcare
professional’s orders as adjunctive
treatment in the management of exudating
wounds, partial and full-thickness wounds,
such as pressure ulcers (Stages lI-1V), lower
extremity ulcers (venous or arterial),
diabetic foot ulcers, surgical or traumatic
wounds {including those left open to heal
by secondary intention). They are not
intended for wounds with exposed tendon
or bone, for 3 degree burns or for dry
wounds. Contains Polyhexamethylene
Biguanide (PHMB) 0.3%.

Call your Doctor if you
Notice any of the |
Following
- Change in the color, consistency or
amount of wound drainage.

- Redness or warmth around the
wound.

- Increased pain or tenderness at the
wound site.

- Unusual odor from the wound.

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

Precautions and Warnings

STERILE} R
104°F
40°F /ﬂf

e

Sterile by gamma radiation.

Sterile unless damaged
or opened.

Single use.

Store between 40° F
and 104° F.

CAUTION! Federal law
restricts this device to
sale by or on the order of
a physician or properly
licensed healthcare
practitioner.

Product Information

For additional information about
PolyRemedy or PolyFIT* dressings

Call: 1.866.609.3515
Visit: www.polyremedy.com

S
Changing your Dressing

1. Using clean technique, carefully
remove your soiled dressing and
discard.

2. Clean your wound according to
your healthcare practitioner’s
instructions and discard
materials.

3. Wash hands and put on clean
gloves, if ordered by your
healthcare practitioner.

4. Apply any additional prescribed
creams, ointments or products on
your wound as instructed.

5. Open the PolyFIT* dressing and
apply PolyFIT* dressing with the
DOTS DOWN against your
wound.

6. Apply any outer dressings to
secure in place as directed.

7.1f you have been instructed to
wear a special shoe, stockings or
any other additional treatment,
apply it as instructed.



SeCtion Aeéords processed under FOIA Request 2024-4348; Released by CDRBEW%@@ Labeling

: ) 14.2 Primary Labeling

PolyFIT+ Absorbing
Antimicrobial Dressing
Contains: Polyhexamethylene Biguanide (PHMB) - 0.3%

4x4 inches/10x10 cm

C{I Manufactured on:
8 Use by:

Contents: 1/pouch
Product Code: PFM44A-P
) PolyRemedy

2637 Marine Way, Suite 100
Mountain View, CA 94043

1.866.609.3515

www.polyremedy.com

Sterile by
STERNE|R] gamma radiation
Sterile unless
damaged or opened
40°F
® Single use &

PN: 23-50348-SFO1rA |LOT

PolyFIT+ Absorbing Antimicrobial Dressing Label

PolyRemedy,inc.
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Section A4, . yrocessed under FOIA Request 2024-4348; Released by CDRH: rapased Labeling

PolyFIT+ High Absorbing
Antimicrobial Dressing

Contains: Polyhexamethylene Biguanide (PHMB) - 0.3%
4x4 inches/10x10 cm

M Manufactured on:
E Use by:

Contents: t/pouch
Product Code: PFM44A-5P

PolyRemedy
2637 Marine Way, Suite 100
Mountain View, CA 94043

1.866.609.3515

www. polyremedy.com

Cons:\ it instructions

Sterfle by
STERILE E gamma radiation EE
104°F
Sterile unless
damaged or opened
<
® Single use { j E

PN: 23-50352-SF01rA
PolyFIT+ High Absorbing Antimicrobial Dressing Label
PolyRemedy,inc.
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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“roann 1344100 £

“HpolyFIT

PolyFIT+ Absorbing
Antimicrobial Dressing

Contains: Polyhexamethylene Biguanide (PHMB) - 0.3%
4x4 inches/10x10 cm

&I Manufactured on:
8 Use by:

Contents: 5/box
Product Code: PFM44A-P

PolyRemedy
2637 Marine Way, Suite 100
Mountain View, CA 94043

1.866.609.3515
www . polyremedy.com

Stavile by Consult énstructions
gamma radlation for use

Sterile unless M Store between
damaged or opened 40°F and 104°F
<

CAUTION! Faderal law restricts this
Single use device te saie by or on the order of
2 physician of properly licensed

heaitheare practitioner
P 13.503604F0 1A (1]

BPOlyFIT foumr sosomieg

4x4 inches/ 1010 cm

e W d-¥iWid 1ap07 13NPoad
A W 01XQL/SBUIUL b
(@2 A Buissaag (eqos IRy
s Buiqosqy +1144104
iy
pntn R o
e = BIEL ek

PolyFIiT+ Absorbing Antimicrobial Dressing Box Label

PolyRemedy,inc.
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification

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

PolyFiT+ High Absorbing
Antimicrobial Dressing

Contains: Polyhexamethylene Biguanide (PHMB} - 0.3%
4x4 inches/10x10 c¢cm

&I Manufactured on:
8 Use by:

Contents: 5/box
Product Code: PFM44A-SP

PolyRemedy
2637 Marine Way, Suite 100
Mountain View, CA 94043

1.866.609.3515
www.polyremedy.com

Sterile by Consylt instructions
gamma radiation for use

Sterlle unless % Stora between
damaged oF cpenaed 40°F and 194°F
Eoad
CAUTION! Federal law restricts this
Single use device to sale by or on the order of
a physician or properly leensed

healthcare practitioner
PHE 29:50363. 50 1A

B POIYFIT Jour: 9 o

4x4 inches/10x10 cm

ey Ajacast s opASE o d5-¥rbiad :apad 13nposg
¥ PR A VO 204 DRSS W
R TR AR R ROLLTD W2 QLXQL /SOOI, X
m,.,@,.nxn:z _/I"' Suissalq [eigoIInuuY
sy ED Buqlosqy yBiH +114410d
] .
poasde wogrpa Al £
2 @ LidAjodE:

PolyFiT+ High Absorbing Antimicrobial Dressing Box Label

PotyRemedy, Inc.
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification

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



Section 15 Sterilization & Shelf Life
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15. Sterilization and Shelf Life

Steritity

The PolyFiT+ Absorbing Antimicrobial Dressings will be sterilized using gamma
irradiation.  The Sterility Assurance Level for the PolyFIT+ Absorbing
Antimicrobial Dressings will be 10, The sterilization cycle will be 25 kGy as a
sterilization dose. The sterilization cycle was validated following 1S011137-1/2:
Sterilization of Health Care Products - Radiation Sterilization. The specific
method selected was VDMax- 25kGy minimum dose. The radiation dose range
for the sterilization cycle is within the range of 25 kGy - 40 kGy.

Packaging Description

The sterile barrier materials of the PolyFIT+ Absorbing Antimicrobial Dressings
are the same as those commonly used in the medical device industry.

The packaging for the device consists of:
e Pouch: White PE/Foil, 7" x 10”
¢ Unitary (Primary) Box: White Chipboard, 7” x 1/2” x 10-1/4"
¢ Shipping Carton- White Cardboard, 7-1/4” x 1-11/16” x 10-5/8”

The packaging material, process and product orientation/geometry assure the
sterile barrier maintains the established sterility assurance level.

The labeling of the PolyFIT+ Absorbing Antimicrobial Dressings includes the
Instructions for Use and the packaging labeling.

Shelf Life

The shelf-life for the PolyFIT+ Absorbing Antimicrobial Dressings isi
The shelf-life will be validated using industry-standard acceleratea aging

techniques, ;
A [ ne shelf-life validation will include
; | _Packaging
_inteerity will be validated using | i
PolyRemedy,Inc.
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification

777777

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





