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March 29, 2010 

POLYREMEDY, INC. 
24372 MCCLOUD COURT 

LAGUNA NIGUEL, CALIFORNIA 92677 

UNITED STA TES 

ATTN: GARY MOCNIK 

The additional information you have submitted has been received. 

Public Health Service 

U.S. Food and Drug Administration 
Center for Devices and Radiological Health 
Document Mail Center - W066-G609 
I 0903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

51 Ok Number: K09235 l 

Product: POLY FIT+ ABSORBING AND HIGH 

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/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On 
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated 
51 0(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 fonnat an original submission for a Traditional or Abbreviated 
51 0(k). 

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

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

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer 
Assistance (DSMICA) at (301 )796-7100 or at their toll-free number (800)638-2041, or contact the 51 Ok staff at 
(301 )796-5640. 

Sincerely, 

51 0(k) Staff 

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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March 26, 2010 

U.S. Food and Drug Administration . 
Center for Devices and Radiological Heath 
Document Mail Center - WO66-0609 
l 0903 New Hampshire A venue 
Silver Spring, MD 20993-0002 

Attn: David Krause, Ph.D., George Ngatha 

Re: K092351 

FDACDRHDMC 

MAR2.9 2010 

Received 

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 51 0(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, 

(b)(6) 
GaryMocnik 
Official Correspondent 
Poly Remedy, ·Inc. 

\_( 
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Sincerely~---

{b ){6) 
Gary Mocnik 

2637 Marine Way, Suite 100 
Mountain View, California 94043 
P: 650.960.2404 
F: 650.960.2406 
M :._ _________ (b )(6) -·-·-·-·-· i 
garym@polyremedy.com 

17 
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Attachment 1 

{b){4) 
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6. 51 O(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: • 

TRADE NAME: 

COMMON NAME: 

CLASSIFICATION NAME: 

DEVICE CLASSIFICATION: 

PRODUCT CODE 

PREDICATE DEVICES: 

PolyRemedy, Inc. 

Poly FIT™+ Absorbing Antimicrobial Dressings 
Poly FIT™+ High Absorbing Antimicrobial Dressings 

Wound Dressing 

Dressing, Wound, Drug 

Unclassified (preamendment) 
FRO 

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 AMO 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, 
hydrophilic, fibers embedded with a 0.3% concentration of Polyhexamethylene 
Biguanide (PHMB). 

PolyRemedy employs an electrospinnng process to manufacture the ingredients: 
polyethylene oxide (PEO), 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 
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Section 6 51 O(k) Summary of Safety and Effectiveness 

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 11· 
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 3rd 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. 

Po!yRemedy, Inc. 
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 
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11. 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. , 

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 II-IV), lower extremity ulcers (venous or arterial), 
diabetic foot ulcers, surgical or traumatic wounds (including those left open to 

PolyRemedy, Inc. 
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 
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heal by secondary intention). They are not intended for wounds with exposed 
tendon or bone, for 3rd 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 

PolyFIT + Absorbing PolyFIT Absorbing COPAAMD 
Antimicrobial Dressings Wound Dressings Antimicrobial 

Wound Dressings 
Intended Use PolyFIT + Absorbing Indicated for use COPAAMD 

Antimicrobial Dressings under a healthcare dressings are 
are intended as professional 's indicated for use in 
effective barriers to orders as management of 
inhibit microbial adjunctive post-surgical 
proliferation within the treatment in the incisions, pressure 
dressing and reduce management of sores, venous stasis 
microbial penetration exudating wounds, ulcers, diabetic 
through the dressing. partial and full- ulcers, donor sites, 
PolyFIT + Absorbing thickness wounds, abrasions, 
Antimicrobial Dressings such as pressure lacerations, 1st and 
are for use under a ulcers (Stages II- 2nd degree burns, 
healthcare IV), lower dermatologic 
professional's orders as extremity ulcers disorders, other 
adjunctive treatment in (venous or wounds inflicted by 
the management of arterial), diabetic trauma and, as a 
exudating wounds, foot ulcers, secondary dressing 
partial and full- surgical or or cover dressing 
thickness wounds, such traumatic wounds for packed wounds. 
as pressure ulcers (including those 
(Stages II-IV), lower left open to heal 
extremity ulcers by secondary 
(venous or arterial), intention). They 
diabetic foot ulcers, are not intended 
surgical or traumatic for wounds with 
wounds (including those exposed tendon or 
left open to heal by bone, for 3rd 

secondary intention). degree burns or for 
They are not intended dry wounds. 
for wounds with 
exposed tendon or 

PolyRemedy, Inc. 
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 
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Section 11 Executive Summary 

PolyFIT + Absorbing PolyFIT Absorbing COPAAMD 
Antimicrobial Dressings Wound Dressings Antimicrobial 

Wound Dressings 
bone, for 3ra degree 
burns or for dry wounds. 

Principal of Operation Absorbs and retains Absorbs and retains Absorbs and retains 
wound exudate wound exudate wound exudate 

Overall Technological Non-resorbable matrix Non-resorbable Non-resorbable 
Characteristics with hydrophilic matrix with matrix with 

properties and hydrophilic hydrophilic 
antimicrobial agent properties properties and 
(PHMB) embedded antimicrobial agent 
within the dressing (PHMB) 
fibers 

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, Inc. 
PolyFlT + Absorbing Antimicrobial Dressings Premarket Notification 
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12. 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 surf ace 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 

PolyRemedy, Inc. 
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 
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Poly Remedy, ! nc. 
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Mechanf sm of Action 

PolyRemedy, Inc. 
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 
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Dressing Construction 

Po!yRernedy, Inc, 
Po!yF!T + Absorbing Antimicrobial Dressings Premarket Notification 
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Device Operation and Features 

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 + Absorbing Antimicrobial Dressings Premarket Notification 
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Attachment 2 

Functional test results 
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DOCUMENT NUMBER; (b)(4) ; 
; 
! 

::i=f polyremedy· DOCUMENT TYPE: DESIGN REPORT I REV:[(b)(4)] 

ABSORBENCY TESTING OF: (b)(4) AGED POL YFIT WOUND 
DRESSINGS WITH PHMB 

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 
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Attachment 3 

• Real time aged antimicrobial test reports 
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DOCUMENT NUMBER:! (b)(4) 

' 
1J::>1vremedy· DOCUMENT TYPE: DESIGN REPORT I ~t(_b}!~-~l . 
' , ANTIMICROBIAL Tm REPORT FOR REAL TIME AGED PoLvfir ABSORBING 

AHTIMICROBw.. DRESSINGS • • • 

Author / ReVised by: 

The user of any printed copy of this document ts responsible for verlfytng It ts the current revfslon prior to use. 
PolyRemedy Confidential PAGE 1 OF 11 
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Section 5 Indications for Use Statement 

5. Indications for Use Statement 

• 
INDICATIONS FOR USE STATEMENT 

510(k) Number (if known): 1(00235( 

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 (StagesJHV), lower extremity ulcers (venOY,S 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 3rd degree burns or for dry wounds. . 

Prescription Use &: 
(Part 21 CFR 801 Subpart D) 

AND/OR Over-The-Counter Use 
(21 CFR 807 Subpart C) ---

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

Concurrence ot.CDRH, Office of Device Evaluation (ODE) 

~~ 
(Division Sign-Oft) 
Division of Surgicalt Orthopedic, 
and Restorative Devices 

SIO(k)Number b,012 3S ( 
Page 1 of_._ 

3 
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(,:~ DEPARTMENT OF HEAL TH & HUMAN SERVICES 

\~~'f. 

August 05, 2009 

POL YMEDCO, INC. 

C/0 GARY MOCNIK 
24372 MCCLOUD CT. 

LAGUNA NIGUEL, CALIFORNIA 92677 

UNITED STA TES 

ATTN: GARY MOCNIK 

Public Health Service 

U.S. Food and Drug Administration 
Center for Devices and Radiological Health 
Document Mail Center - W066-0609 
I 0903 New Hampshire A venue 
Silver Spring, MD 20993-0002 

510k Number: K09235 l 

Received: 8/4/2009 

Product: POLY FIT+ ABSORBING AND HIGH 

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received 
the Premarket Notification, (5 iO(k)), you submitted in accordance with Section 5 JO(k) of the Federal Food, 
Drug, and Cosmetic Act(Act) for the above referenced product and for the above referenced 51 0(k) submitter. 
Please note, if the 51 0(k) submitter is incorrect, please notify the 51 0(k) Staff immediately. We have assigned 
your submission a unique 51 0(k) number that is cited above. Please refer prominently to this 51 0(k) number in 
all future correspondence that relates to this submission. We will notify you when the processing of your 
51 0(k) has been completed or if any additional information is required. YOU MAY NOT PLACE THIS 
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA 
ALLOWING YOU TO DO SO. 

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail 
Center (DMC)(HFZ-40 l) at the above letterhead address. Correspondence sent to any address other than the 
one above will not be considered as part of your official 51 0(k) submission. 

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fis_cal 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/MedicalDeviceUserFeeandMod 
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 51 0(k) needs to fill out the new standards form 
(Form 3654) and submit it with their 51 0(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 (FD AAA) 
amended the PHS Act by adding new section 402(j) ( 42 U .S.C. § 282(j)), which expanded the current database 
known as Clinica!Trials.gov to include mandatory registration and reporting of results for applicable clinical 
trials of human drugs (including biological products) and devices. Section 4020) requires that a certification 
form http://www.fda.gov/ AboutFDA/ReportsManualsForms/Forms/default.htm accompany 51 0(k)/HDE/PMA 
submissions. The agency has issued a draft guidance titled: "Certifications To Accompany Drug, Biological 
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Product, and Device Applications/Submissions: Compliance with Section 402(i) of The Public Health Service Act, 
Added By Title vm of The Food and Drug Administration Amendments Act of 2007" 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissio 
ns/PremarketNotification5 I 0klucm 134034.htm. According to the draft guidance, 51 0(k) submissions that do not 

" ' contain clinical data do not need the certification form. 

Please note the following documents as they relate to 5 l 0(k) review: l) Guidance for Industry and FDA Staff 
entitled, "Interactive Review for Medical Device Submissions: 51 0(k)s, Original PMAs, PMA Supplements, 
Original BLAs and BLA Supplements". This guidance can be found at 
http://www.fda.gov/MedicalDevices/DeviceRegu!ationandGuidance/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 51 0(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 51 0(k). • 

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing 
so, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under 
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 51 0(k), IDE, PMA, 
HOE) 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/HowtoMarketYourDevice/PremarketSubmissio 
ns/ucm 134508.html. In addition, the 51 O(k) Program Video is now available for viewing on line at 
http://www. f da.gov /Med ica!Dev ices/Dev iceRegu lationandGui dance/H owto Market Y ourDevice/PremarketS u bm i ssio 
ns/PremarketNotificationS 1 0k/ucm07020 I .htm . 

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice 
http://www. f da. gov /Medi ca!Dev ices/Devi ceRegu lationandGuidance/ default.htm. If you have questions on the status 
of your submission, please contact OS MICA at (301)796-7100 or the· toll-free number (800)638-2041 , or at their 
internet address http://www.fda.gov/Medica!Devices/DeviceRegulationandGuidance/default.htm. If you have 
procedural questions, please contact the 5 lO(k) Staff at (30 l )796-5640. 

Sincerely, 

51 O(k) Staff 

\03 
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Section 6 510(k) Summary of Safety and Effectiveness 

6. 51 O(k) Summary of Safety and Effectiveness 

PolyRemedy, Inc. 
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 

l..2....3 

00{)0j8 
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Section 6 510(k) Summary of Safety and Effectiveness 

) 

PolyRemedy, Inc. 
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 

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

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



Appendix 1 Predicate Device Information 

PolyRemedy, Inc. 

Appendix 1 . 1 
COPAAMD 
K071 l71 

PolyFIT + Absorbing Antimicrobial Dressings 
Premarket Notification 

21k6 
GOU140 
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51 O(k) Premarket Notification 

5 .. •3(k) Premarket Notification 

510(k) I Registration & Listing I Adverse Events I PMA l Classification l CLIA 

CFR Title 21 l Advisory Committees I Assembler ! Recalls I Guidance I 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 Results 

Dressing, Wound, Drug 
K071371 
COPA AMO 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 

http://www.accessdata. f da. gov /scripts/ cdrh/ cfdocs/cfPMN/pmn. cfm ?ID=248 7 6 

Page 1 of 1 

7/27/200S 
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K EnDALL 15 HAMPSHIRE STREET, MANSFIELD, MASSACHUSETTS 02048 • (508) 261-8000 

Date Summary 
Was Prepared: 

Submitter's 
Information: 

Contact: 

Device Trade 

Name: 

Device Common 
Name: 

51 0(k) Premarket Notification 
COPA AMD Antimicrobial Wound Dressing 

Section B - 51 O(K) Summary 

May 11, 2007 

Kendall 
a Division of Tyco Healthcare Group LP 
15 Hampshire Street 
Mansfield, MA 02048 
Phone: 508-261-8000 
Fax: 508-261-6644 

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

COPA AMO Antimicrobial Wound Dressing 

Wound Dressing, Antimicrobial 

Classification Panel: General and Plastic Surgery 

Legally Marketed Devices To Which Substantial Equivalence Is Claimed: 
The COPA AMO 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 AMO and Excilon AMD, absorbent 
wound dressings which contain PHBM antimicrobial agent to prevent bacterial 
penetration and colonization of the dressing. 
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KEnDALL 
k tJ7 , 11-, 
~ "2. °-t''1... 

15 HAMPSHIRE STREET, MANSFIELD, MASSACHUSETTS 02048 • (506) 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 AMO dressings are indicated for use in management of post-surgical incisions, 
pressure sores, venous stasis ulcers, diabetic ulcers, donor sites, abrasions, 
lacerations, 1st and 2nd degree burns, dermatologic disorders, other wounds inflicted by 
trauma and, as a secondary dressing or cover dressing for packed wounds. 

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

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

• P. aeruginosa 
• E.coli 
• C. albicans 
• S. epidermidis 
• S. aureus 
• E. faecalis 
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I/"°) l>llPARTMllNT OF HllALTH & HUMAN SF.RVICllS 

\::zf-
Public Health Service 

) 

NOV 1 9 2007 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

Tyco Healthcare LLP 
% Mr. James Welsh 
VP, Regulatory Affairs 
15 Hampshire Street 
Mansfield, Massachusetts 02048 

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

Dear Mr. Welsh: 

We have reviewed your Section 5 lO(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure} to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act} that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

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

.2.So 
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) 

Page 2 - Mr. James Welsh 

This letter will allow you to begin marketing your device as described in your Section 51 O(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, pennits your device 
to -proceed to the market. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 l ), 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 http://www.fda.gov/cdrh/industry/support/index.html. 

Enclosure 

::r~~t ~~p o.~ 
Mark N. Melkerson 

1
1 1.,l ~ f 

Director \ 
Division of General, Restorative 
and Neurological Devices 

Office of Device Evaluation 
Center for Devices and 
Radiological Health 
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Indications for Use Statement 

510(k) number: K071371 

Device Name: 

COPA AMO 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, 1st and 2nd 

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

Prescription use_x......,...,,,..,,-­
(Part 21 CFR 801 Subpart D) 

Over-The-Counter Use. ____ _ 
(21 CFR 801 Subpart C) 

Please Do Not Write Below This line - Conti On Another Page If Needed 

f Device Evaluation (ODE) 

'"1...--"' 
vision Sign•Otl) 

Division of General, Restorative, 
and Neurological Devices 

SlO(k) Number. \l CJ I J 31 ) Page 1 of 1 

2)...1. 

000146 
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Product Information - How It Works 

) 

PRODUCTS HOW IT WORKS COST SAVING WITH AMD'M 

. PRopu qr I NFORMAl:Jd N 

Covidien AMO™ Antimicrobial Dressings contain PHMB {polyhexamethylene 

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'M Antimicrobial Dressings treated with PHMB are used like standard 

dressings automatically comply with your facility's existing protocol. 

Here's how PHMB works: 

1. PHMB binds to bacteria's phospholipid (outer) membrane 

2. Disrupts membrane, causing cytoplasm to leak out 

3. Cell's protective layer disintegrates 

4. Cell collapses and dies 

"' PHMB works similarly to dismantle gram-negative bacteria 

Effective against: 

• Methicillin-resistant Staphylococcus aureus (MRSA) 

• Vanocomycin-resistant enterococcus (VRE) 

• Acinetobacter Baumannii (MDRAB) 

• Staphylococcus aureus 

• Staphylococcus epidermitis 

• Pseudomonas aeruginosa 

• Escherichia coli 

• Candida albicans 

a Staphylococcus coagulase 

• Proteus mirabilis 

• Serratia marcescens 

• Enterbacter cloacae 

• Klebsiella pneumoniae 

a Enterococcus faecalis 

Watch tl1e video! 

See how PHMB destroys bacteria. 

Page l ot2 

HOME I SITEMAP 

KOWTO ·. . 

Get Started! • 
Make Covidien AMD™ 

Antimicrobial Dressings part of 

your infection control plan today. 

:5·~,J1~t~~:~ ;~;J 

..'.2.5.3 

r1n' ... ~'4""" ,,' •.I ,J :L ' 

mhtml:file://E:\GM%20files\polyrernedy\phmb%20dressing\predicate%20research\PHMB\Kenda11%20anti... 7/27/2001 
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Appendix 1 

PolyRemedy, inc. 

Predicate Device Information 

Appendix 1 . 2 
Kerlix AMO 
K990530 

(Referenced in K071371 as a predicate) 

Premarket Notification 
PolyFIT + Absorbing Antimicrobial Dressings 
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51 O(k} Premarket Notification 

5"'-){k) Premarket Notification 

filQ{k) I Registration & listing I Adverse Events I PMA I Classification ! CUA 

CFR Title 21 I Advisory Committees I Assembler I Recalls I Guidance I Standards 

) 

New Search 

Device Classification Name 
510(K) Number 

Device Name 

Applicant 

Contact 
Regulation Number 
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 Results 

Dressing.Wound.Occlusive 

K990530 
KERUX MD ANTIMICROBIAL GAUZE 
DRESSING 
THE KENDALL COMPANY, L.P. 
15 Hampshire St. 
Mansfield, MA 02048 
David A Olson 
878.4020 
NAO 
02/19/1999 
01/31/2000 
Substantially Equivalent (SE) 

General & Plastic Surgery 

General & Plastic Surgery 

Summary/Purged 51 0(K) 

Summary 
Traditional 
No 
No 

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfin?ID= 119859 

Page 1 or 1 

7/27/200! 

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

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



) 

JAN 31 2000 

5-.:i:::: :.:::61 :-,;484 TO 9~.3015942358 

EXHIBIT#12 

61 Olk) Summary 

Kendall Kertix MD Antimicrobial Gauze Dressing 

P.04/05 

In accordance with section 513{1) 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, 1999 

1. 

2. 

3. 

4. 

Contact Person 

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

Name of Medical Deyjce 

Classification Name: 
Common or Usual Name: 

Unclassified 
Kerlix MD Antimicrobial Gauze Dressing 

Identification of Legally Marketed Device 

The proposed Kendall Kerb: MD Antimicrobial Gauze Dressing is substantially 
equivalent in intended use, function and composition to Vitaphore Corporations 
Vitapatch, 51 0(k) No. K895993 and Maersk Medical Ltd. Arglaes Antimicrobial 
Barrier Film Dressing, 510(k) No. K973657. 

Device Description 

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 fom,. 

5. Device Intended Use 

The Kendall Kertix 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. 

isi . 

i'J U0151 
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6, 

7. 

Product Comparjson 

The Kendall Kerlix MD Antimicrobial Gauze Dressing is equivalent to the referenced 
predicate 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. 

Nonclinjcal Testing 

Biocompatibility testing of the Kendall Kerlbc MD Antimicrobial Gauze Dressing has 
demonstrated that it meets the requirements of guidelines presented In the 10993 
fSO Standard, Part 1, with the FDA modified matrix presented in memorandum G95-
1. . 

J.51 
** TOTAL PAGE.05 ** 
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DEPARTMENT OF HEALTII &. HUMAN SERVICES 

~AN 31 2000 

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: I 
Product Code: NAD 
Dated: October 11, 1999 
Received: November 3, 1999 

Dear Mr. Fucile: 

Public Health Service 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

We have reviewed your Section 51 O(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: 

l . This device may not be labeled for use on third degree bums. 

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. 
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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 (OW) 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. 

Th.is 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 regulation (21 CFR Part 80 l 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, 11 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 nwnber (800) 638-2041 or 301-443•6597 or at its 
internet address http://www.fda.gov/cdrh/dsmamain.htmL 

Enclosure 

Sincerely yours, 

~c.OfzQ 
James E. Dillard III 
Acting Director 
Division of General and 
Restorative Devices 

Office of Device Evaluation 
Center for Devices and 

Radiological Health 
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INDICATIONS FOR USE STATEMENT 

51 OK Number: K990S30 

Device Name: Kendall KERUX1"' Antimicrobial Gauze 

Indications for Use: 

KERUX Aot.imic::robial Gauze is intended for use as a primary dressing for exuding wounds, first 
and second degree bums, and surgical wounds. to secure and prevent movement of a primary dressing. 
and as a wound packing • 

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

Prescription Use __ X __ , __ _ 
(per 21 CFR 80 l. 109) 

OR Over-the-Counter Use -------
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Efficacy of AMDTM Dressings 

Against MRSA and VRE 

Chirag B. Shah, Ph.D. (Manager, Bioscience R&D, THC, Mansfield, MA) 
Ellen Swogger and Garth James, Ph.D. (CB£ Montana State University, Bozeman, MT) 
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Efl'icacy of .~ID"' Dressings Against MRSA and VRE, 
11 ,';:;':\tl\ .Ph. l} (fdtt..<xa:t.Y~') Bloxc.:~;-,1c,-; 

r> N (' H ( r··, '»~ { .-''>1' .. 1, -~,' .. ), .,,',,J'1··:". ,.t,·.·,-,,.,,_,,, t>;_l{.'tJ. ,.,!Of}f!;!,t'T .nna ,.fi:V ~IJ -~ .. r ./<<~• • ':< 

SUMMARY 
SWJ1ts Wt>rf (}t<rfomml W .:v1!n1te tht dk,Ky (){ PflMB tre,1\fd AND 
dl'essings 1galnst/lJetbidHin Resistant S!'apiryk>t't4Yus aunH-tS (Mt{ti\). 
and abc, againi;t H:1.,1coraydu Resistant Enterocv,;:cusJ11emH, (Vlt!{}, hi 
preventing microbial growth on t!w dressing,. f,J:RlJJ.:" AIHD, CliRtlY" 
AMB and EYX'!LOY"' AMD art•:,,r:1~2s containing (),2% pn!yht'u1merhyldw 
bigtrtnitk (P!!MB} were &h:dy irmrnhl!t·d ·,vilh dinii::d i,nhtlts r,t MRSA 

ur VRE Jnd ori grnwth medium, Tht prt:,OKf or dt>ernct nf 

mitrnbial grnwtb WJS zibf,tn•td viw:t!!y mid tmrler a Srnnning Electron 

i\llcNsrnpt (SEM) for tl!nt (bys, Al! AMD dn:,,oings signifirnn\ly inhib­

ited gmwth oJ MRSA and VRE rm and wlthin dn.%ings, ,ts compan°d to 
11m1Tated rnntml dres,ing, 

INTR0l)IJC1.'f ON 
Ken<lltllAMD Jresings oint:tin it:!% PHMH a, a !m:i¥k,rwctni1n amimi, 

crnbktl :t@(~nt Kfi!WX AMO and CURIT'/ AMI) "'"'''"".'''"" are w\Wn· 
!nsed gmrne dressing:; .~'.YC!!C\V AMD dn:s,Ji112.s are myofl/po!yeswr 
!;.;1'.)(;t\ drn:lll q:Hmge Jrtssings. The PHME in A)lD dressing;; fimctiorb ,L~ 

an agent rlnt red11ces bactcrbl nlhVi!ltatbn lliHhin !he dressing :md bw> 
kria! p:nurn!\on the 

The! d'fu.Jivrness ,/KENUX AMO ilrtssings :.1s st ktrd('r tn bm::terin.l pf'n(•, 
lrnti!Jil hit~ hu:11 de1wmotrnted in mllm,J nHdds ,h wd.! .,t, in " hwn,rn 
dlnit.a! ,:;;1s{' ;;.erks !t hiis also hfrn demonifrnk'd l!rn:l rnd<ng 

WNH,ds viilb KERUX AMD gau;;e Jte:,;;\tw, mq hr hewfl.cd in rndm:ing the 
tmcttrid !%}b1rd1:n in \iorm, nf brHh the otd WHnm! of mk.m(1r;rnnhm, 

and the mimbrr of ,pede, '' , !n mit pmspts:\ht r;mrhm1h'.td co!ltro!kd 

MRSA-im,cuiflieil tlressings t1f 24 hours 
2,000 x 1n:tgn.ifiuttiorr' 

KERLIXAMD KFRUX 

CUIUTYAMD CURJTY 

EXCILONA.MD EXCILON 

npen-hihd dinietl GL'ie series, i! w;t;; ,:krermiffuJ !Jmth)(C!U}VAMD ,fotiii 

,pong¢""'"''"""" could he ,1J1 im!){l!'hlnl :1djmict in the mntro! nf :mtihi­
nti(:~n:':,btmt ku:terbJ infrxtiun ;,;, wd! is ()titer inkchons freq,ientiy 
found in patients witli trath01ntoinle,_ The study ,'es11hs wggested !ha! 
EXCllON AMD dres:,lng;s can control org;1nbms wch ,h MRSA a.nd P 

.Bn.i,ulspec!rnm activity o!AJiD dre;;sing, 1:gainst grnm positive 1nrl gmm 
nrgnive hinui;i as we!! a, bs bern tL,mnnArnin1 in sewi,t! in 
vitro studies • ''' . !n one KEN.L!X AMD dn•5,;ings viMrtUy exbihkd 
;i vei;1 high dcgn:e uf Jntimk:rnhid e!firncy and rtd1iced grnwth of MRSA 
;mrl Vlff il.! N ;rn;J ,jg hn1.lt's klll\111,lng <lirert inon1faiion on the dressing 
it !ff cfu/mL dul!iongt kvd ;, .,, In M!(ilher sllldy, KE!UJX AMD dres-;. 

ings t'½hihihd high 111limkrnhid ,tcti'ii~, by 5,6 rdw::ikm <if MRSA 

dullengt and 4-5 rr'duttbn of VP£ dn!!rngr at JU mirm!6 i\ftd 2 
hm,i:; pn,! inocnhtkln of the dredng '"' 

T!w purpose nf th.ls paper b tn illn,tr:ne dlictcy ()f three types of A+JD 
dre1,§ngs dinicd isd?k·s of MHSA wd \/Rt in prt,ve11\ing mkrn, 
bid growth <HJ ;md within the ,,,.,.,,,,,w,, T!w ie,t dresr:mg:; were dinsJly 

in.,:wd,tttd with ;1 sm;peiis1,in d MRSA or YRE 1nd nhwrved :md 
under SEM for the gww1h/m;, nn the dri::5si11gs. 

MATERIALS 
7ifst ,4rtides Ctmlrots 

KERUX AMD Inti! 5 l ! 71,700 RERUX Lo!# 5 ! 532606 
CLR!TYAME1 LziW 5lHSii50! CLRHY LAN 3ffr'SOO 

EKC!!DN A5W fol# 5l-t-%B60 ! fXC!lhN tNil 5Wr:'7S:00 

1lif1SA•itwculatetl dressings at 72 hours 
1JlOO x m,1,~nmcuion' 

KERUXAMD 

0.lJUTYA.MD 

EXC!LONA.MD 

KERIXX 

CURlTY 

EXC!LON 
''Enhrged for dartty 

) ,, ) 
,/4½.;> 
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Challenge Org,misms 
The rneth!cillin--res\si\rn( S!Mp1~viococrns mHe/i.j' (Ml6A) stmin mwd in 
thb stndy wis obt1uie<l frorn Dr. Mark Shirtltff, DtpL of Microbiology and 
!rnm1rno!ogy School uf MNl.idne, Unlvers.i\y d 11:faryland-J:hltinwrc l! 
was nr.ig!ni!ly iso!a1td fnJm a bone dehrkkmem s"uripk from :1 p,tlknt 
underp,,:i-ing treatme111 for oiwsmiyelitls at dw l.iujvers.i!y d '!b:;r; Mctlit.li 
Brandt 

The V;mo:,myd.n-resish,in P11/erowcc1u; (\i!!E) fi:lecatis strain rbtd in 
this ""''"'' ,,,,,_. ohtJnd from the American Typi: Cnhtire Cnlkctinn (Arce 
700802). This stnJn was (irlglndly isolated from .t hnntm blood sample, 

MEmoos 
lnotuhttfrm and Barter/'.til C.mu,th 
Mf6<\ and VRE n1!w.res were i:acJ1 grnwn in lrvpik Bn>!h t_lSfl) m 
37"C for 2'l h. The:r were tlwn Jih1ttd .l: rn with fresh TSB prior m !!1(,t· 
u!ntlmi uf the dnsdng s-aniph5. The appn,dmatt <di dew-;Hy cl t!w MRS\ 
rnlmn: wa.,; .1 X lffcfo!mL The approx.imme n+ densi\1' of ,he vrm tul­
tmY- was 6 K l()tiiJmL 

Th.: W('ff Jir:;1 cill into Wmm, squ;lrei and !hen 
inotul1ted by holding tlwm wid1 rtede kH-ccp~ 1rd into 1he 
di!nted tuhm-es, Aftet tnrwublifm, Hie 1frfiiiii11g> were i.nlff1(•dhwly pfaci!d. 
uu, Tryy,tkase 5Dy Apr pkli5, Jnd incnbkd Jt 37''C wu-e 
lfilxttforrnl lo fre,;!J TSA :::,ery h famrs, 

Scanning .l!fartrrm Mkrt:1$u1py 
After l rb.ys l11ni!.1,ttion, (hf J,unpks weH, rn,wJv1,\l !rum he TS\ 
plaie; and in a :w:flie hid di,¥ bth 11!\wsing Wl\ tre;fa\l wi!h orH­
mL nf 5()% e!lwrml for 10 1ni11utes, after which i!w diand w:t~ rkc,HHtd 
This pnKedure w% rqW:\tld \\1th 70% and Hifl'Y dlnnd w ddl'idi<tk dw 
:,;,xnpks fot SEM. Foilmdng Jfl1\xJ1radun, lhe Sitmpk<s wr,re t[HlW:r cnattd 

VltE-.inocuiated dress.ings at 24 !:wurs 
2,000 x m,qplfii:atinn-' 

KERLIXAMD KEKUX 

CUR1TYAMD CU!UTV 

EXCILON . .4MD EXC!LON 

with Hl nm hyc1' of gold-pdhdium :md .im;1getl no a JEOI.. rnodd 6rno 
ScannJ1.1g Fltctmn MiU\)iiC()p(\ whidi u~es a r:an6 dm:trnn wurcc The 
nu:i,kntlion voiht/;t was iH to .l OkV with a W(ffking d.ishuKe of kmrn. 

REsra:rs 
l/fJit:tU:l' 1,,_if_'.dMJJ 41'/!S'l.ityt,."i 

Antimkrobid drh::.wy d KE!:llfX /,Ml), CCR11Y Mil), m11i tXCJLO.N AM]) 
dressings rignitb! MR&\ and nm .i~ il1us1rn1rd in tht following SFM picturt>J; 
at 2,DOO /Jmts magn.ifkati<m leveb 10nlMl?i'1! 2f){l% !n this literature! 
Theiw inngv, w1:tt· collected JJ\er I!\ hnnrs :wd q;a.in M. n hm1r$, H rnn 
ht obw·rved tkn AMD lirz:ss.i!IW./i si;('nlficw1tly iohihikd grnwfr1 nf MR:Si\ 
and VRE nn ,md wi1hh1 !he drts:,ing,;, com11,,m:l Hi nntre:ttuJ KERUX, 
ccmTY mid lXC!LON drt%;ings 

DISCUSSION 
The ;;Mdks rq.i,Jfk'd in thh pq.wr !iwo.lw:rl d:h:U \nntubth.rn d ,ht te5t 

lll\!t('l1'.U$ iJJ which rei>ulh arc Wj)•Jrted OH a viwa! sen.le. The fll'tM'ntc M 

:th~cace of ,Kt\\ity iS a gmxl indication of llw dliu.0; d a tN All 
AMD dm,sings ezhibikd ax:dknt Jhililv tn inhihir gnw'111 011 a,nd wiil,in the 
dmdng rnmp.;md to tomrnl \H{"\i,HI)!;,. The 1ip:n!i,t::;W1(t()l Ith(,,'{(; nbt\!Ya0 

thfli; is dut the cnnt:1minawd tr:dJhJnal W(mnd dre%ing, o:,dd prnv.ide 
rnpport for rnkrohcs ln f!'DW tmdi&kngNl Jrd mlghi k«d !G inffN',t' i.n 
hiobnn!en in the wound, fom'tWt Gw tbf:' nf 111\imknbial drr;s,;inp> rnnld 
[Wtl'tlll or n:dur.e ()f :be mkrnbes that cnnbt1 tk: drNsh;, vb 

o;ogenrws thnttrn\11,1\ion ur abrnrption of wn,md tAt1dr,ks 

CONCLUSION 
Pl!MB !rcm,d AMD dn>:,sings : Le, ATR!JY \M.1;, CIR!JY AMD ,md 
tXC!WN AM.H) cd1ihit anfonkml.na) ;qdn,t MRS.A awl VRE in 
ierms (/ bacterial cr;hminti<Jn wiflnn the wd i.rih.ihit 
bacwnaJ pt<ndrnliim thrnugh the for np 1() ".!} houri. 

Vl?E•imu:uluhNi dressings at 72 !nm.rs 
2,(ino x m.;i.gnificHi<,n" 

KEKLlXAMD KERLIX 

CU!UTY A3iD CUR!TY 

EXC!LONAMD EXCltON 
''!lnhrged for darity 
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The Effect of an 
Antimicrobial Gauze Dressing 

Impregnated with 
0.2 % Polyhexamethylene Biguanide 
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Section 20 

20. Performance Testing- Animals 

This section does not apply. 
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Food and Drug Administration 
Office of Device Evaluation & 
Office of In Vitro Diagnostics 

COVER SHEET MEMORANDUM 

From: Reviewer Name 

Subject: 510(k) Number 

To: The Record 

Please list CTS decision code _ _:> __ G __ _ 
O Refused to accept (Note: this is considered the first review cycle, See Screening Checklist 

http://eroom.fda.gov/eRoom Req/Files/CORH3/CDRHPremarketNotification51 0kProqram/0 5631 /Screening%20Checklist%207% 
202%2007.doc) 

O J;Kild (Additional Information or Telephone Hold). 
!~Final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.). 

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

Indications for Use Page 

~ 1 0( k) _Su~ ma ry 6-1~-~---(k-) -S-ta..,.te.-m,_e_n __ ~ _ 

Truthful and Accurate Statement. 

Is the device Class Ill? 

If yes, does firm include Class Ill Summary? 

Does firm reference standards? 

Attach JFU 

Attach Summary 

Musi be present for a Final Decision 

Must be present for a Final Decision 

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

Is this a combination product? _ / 
(Please specify category __ fV _ __,_ see 
http://eroom. fda.qov/eRoom Reg/Files/CDRH3/CDRH PremarketNotification51 0kProqram/0 413b/CO ' 
MB I NATIO N%20PRODUCT%20ALGOR ITHM%20(R EVI SED%203-12-03). DOC 

Is this a reprocessed single use device? 
(Guidance for Industry and FDA Staff- MDUFMA - Validation Data in 510(k)s for 
_R_?pro_c~~~e_sL$iD_gle-Use Medical Devices,_ http://www.fda.gov/cdrh/ode/guidance/1216. html) _: 

~ 

Is this device intended for pediatric use only? __ ~ 

• -1~ thi~ a pr~c~iption device? (If both prescription & OTC, check b~th ·b;x-;~~)- ! V"" ; -- ... 

Did the application include a completed FORM FDA 3674, Certification with Requirements of • .. 1 
• 

1 

: v--1 . 
• ~!!~~f ~lf1:~:~~fe:~a~a~k:upport the review o_f_t_h_is_5_1_0_{k_)_?. ·-·· •·-····· • •• +----- -·- t-✓ ---
Did the application include a completed FORM FDA 3674, Certification with Requirements of 1

1

-

Clinica/Trials.gov Data Bank? • • 
I 

(lf not, then applicant must be contacted to obtain completed form.) 1 I 
·-. - ·- -- --f--·-- -- --j- /' ... 

Does this device include an Animal Tissue Source? 
--~----- - -----•---------·---- -·- ...... -·-·- .... 

All Pediatric Patients age<=21 

N~onate/Newborn (Birth to 28 da-ys) • • 

Infant (29 days -< 2 years old) 

Child (2 years-< 12 years old) 

Adolescent (12 years-< 18 years old) 

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

Rev. 7/2/07 

- r 
l._/ 

v" 

V' 

v 
- -- -----' -v----
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Transitional Adolescent 8 (18 -<= 21; No special considerations compared to adults o::> 21 years 
old) 

Nanotechnology 

Is this device subject to the Tracking Regulation? {Medical Device Tracking Contact OC. 

Guidance, http://1W1W.fda.gov/cdrh/com p/quidance/169. html) • 

Regulation Number Class• 

Vt"\ L.C 1.-1J,·cc'-'1J.. 
('If unclassified, see 510(~) Staff) 

Propct Code 

,.,,,(1--u 
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(•••~ DEPARTMENT OF HEAL TH & HUMAN SERVICES 

·~.:~'f-
October 22, 2009 

POLYREMEDY, INC. 

24372 MCCLOUD COURT 

LAGUNA NIGUEL, CALIFORNIA 92677 

UNITED STATES 

ATTN: GARY MOCN!K 

Public Health Service 

U.S. Food and Drug Administration 
Center for De,·ices and Radiological Health 
Document Mail Center - W066-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

510k Number: K092351 

Product: POLY FIT+ ABSORBING AND HIGH 

We are holding your above-referenced Premarket Notification (51 0(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 51 0(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/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm, 

The deficiencies identified represent the issues that we believe need to be resolved before our review of your 
51 0(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the 
statutory criteria as defined in Section 5 I 3(i) of the Federal Food, Drug, and Cosmetic Act for determining 
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to 
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these 
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision 
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A 
Suggested Approach to Resolving Least Burdensome Issues" document. It is available on our Center web page at: 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceProvisionsofFDAModer 
nizationAct/ucm 136685.htm. 

If after 30 days the additional information (AI), or a request for an extension of time, is not received, we will 
discontinue review of your submission and proceed to delete your file from our review system (2 l CFR 
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry 
Actions on Premarket Notification (51 0(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 51 0(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 51 0(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and 
Modernization Act. You may review this document at 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089735.htm. Pursuant 
to 21 CFR 20.29, a copy of your 5l0(k) submission will remain in the Office of Device Evaluation. If you then 
wish to resubmit this 51 0(k) notification, a new number will be assigned and your submission will be considered a 
new premarket notification submission. 
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Please remember that the Safe Medical Devices Act of 1990 states that you may not place this device into 
commercial distribution until you receive a decision letter from FDA allowing you to do so. 

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer 
Assistance (DSMICA) at (301 )796-7100 or at their toll-free number (800)638-2041, or contact the 51 Ok staff at 
(30 l )796-5640. 

Sincerely yours, 

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

G) 

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

mparcd to 
rice t 

G) 
Descriptive Information 

about New or Marketed 
Device Requested as Needed 

Does NO Do the Differences Alter the Intended Not Substanrially 

NO 

Perform a nee 
Data Required 

Therapcutic/Diagnos1ic/etc. Effect YES fu]uivalent Detennination 

G) 
Docs New De Have Same 

(i11 Deciding, May Consider Impact 071 

S,focy ,md 1;rr,l:~m)?" 

New Device Has 

0 
New Intended Use 

Technological Characteristics, NO Could the New 
c.g" Design, Materials, etc? Cliarnctcristics Do the New Characteristics 

0 

0 (Q 
Aftcct Salety or__. Raise New Types of Safety YES ►0 
Eftect1~encss? or Effectiveness Questions?** 

Arc tie Dcscriplive NO l 
haractens11cs Precise Eno NO 
to Ensure Equivalence? 0 

YES 

Do Accepted Scientific 

Methods Exist for 
Assessing Effects of NO 

!he New Characteristics? 

G l YES 

Ase Performance Data Avai I able 
To Assess Effects of New 

Characteristics?'*• 

G) l'"' 

NO 

Performance Data Demonstrate 

YES 
~T,~, 

NO 

To Q 

❖ S lO(k} Submissions compare new devices to marketed devices. FDA requests additional infonnation if the relationship between 
marketed and "predicate" (pre•Amendments or reclassified post-Amendments) devices is unclear. 

❖ ❖ This decision is nonnally based on descriptive information alone, but limited testing information is sometimes required. 

❖ ❖ ❖ Data maybe in the 510(k), other S l O(k)s, the Center's classification files, or the literature. 

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

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



Section 16 Biocompatibility 

16. Biocompatibility 

Applied Standard 

150 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 ISO 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 II-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 3rd 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,lnc. 
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 

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

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



Section 16 Biocom patibi lity 

Test Selection 

Based on the device categorization outlined above, the nature of the material 
contact and the guidance given in ISO 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 

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

PolyRemedy,lnc. 
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 
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Section 16 Biocompati bi lity 

Toxicity Profile- PHMB 

PolyRemedy,lnc. 
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 
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) 

Section 16 Biocompati bi lity 

Results 

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. 

Table: Biocompatibility Test Results Summary 

PolyRemedy,lnc. 
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 
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) 

Section 16 Biocompati bi lity 

Conclusion 

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. 

PolyRemedy, Inc. 
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 
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f. ) 

51 0(k) PREMARKET NOTIFICATION 
PolyFIT™ + Absorbing Antimicrob_ial Dressings 

APPLICANT 

FDACDRH DMC 

AUG O 4 2009 

Received 

PolyRemedy, Inc. 
2637 Marine Way, # 100 

Mountain View, CA 94043 

OFFICIAL CORRESPONDENT 
Gary Mocnik 

Phone:i (b)(6) 
Email: garym@PolyRemedy.com 

l oy 
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Food and Drug Administration 
Office of Device Evaluation & 
Office of In Vitro Diagnostics· 

COVE.R SHEET MEMORANDUM 

From: Reviewer Name 

Subject: 510(k) Number 

To: The Record 

Please list CTS d_ecision code __ prl ___ _ 
o Refused to accept (Note: this is considered th¢ first review cycle, See Screening Checklist 

http:1/eroom. fda .gov/e Room Reg/Fil es/CDRH3/C D RHPremarketNoti ficatlon51 0kProg ram/0 5631 /Screen i ng%2 0C heckli st%207% 
~2%2007.doc) • 

---!Il7~fiotdtA:dditinn-atlnformatiun-urTele-ptfol'Rf"HO"ld . 
□ Final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.). 

Please complete the followi~g for.a final clearance decisioff(i.e., SE, SE with Limitations,·etc.): 

Indications for Use Page ! Attach IFU 
; 

510(k) Summary /510(k) Statement Attach Summary 
-~----------

Truth f u I and Accurate Statement. Must be present for a Final Decision 

ls the device Class Ill? 

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

Does firm reference standards? 
. . i 

(If yes, please attach form from http:l/wwwJda.gov/opacom/morechoices/fdaforms/FDA-
3654.pdf} • -

Is this a combination product? 
(Please specify category ___ ____. see 
http ://eroom.fda.qov/eRoomReg/Files/CD RH3/CDR HPremark.etNotification51 OkProgram/0 413b/CO 
MBI NATION%20PRODUCT%2.0ALGORlTHM%20(REVISED%203-12-03) .DOC 

i : 
' 

Is this a reprocessed single use device? 
(Guidance for Industry and FDA Staff- MDUFMA- Validation Data in 51 0(k)s for i 
Re rocessed Sin le-Use Medical Devices htt :/lwww.fda. ov/cdrh/ode/ uidance/1216.html ! 1--__.:...:.=.,:c.:....:::.==-=-=--===--=-=-=--:.::..:.=:..::..:.=::..:..-=:..:::::...:..=-=.=.....=----""""-' ...................... "-==-....... __,;a=:,;.;,;;,,;.=...:.=---==--..c._ .... _ -1--------

Is this device intended for pediatric use only? 1 

Is this a prescription .device? (If both Rrescription & OTC~ check both boxes.} 
1----------------=-=--,-------...,...,------------+------.. 

Did the application include a completed FORM FDA 3674, Certification with Requirements.of 
ClinicalTrials.gov Data Bank? 
Is clinical data: necessary to support the review of this· 51 0(k)? 
Did the application include a completed FORM FDA 3674, Certification.with Requirements of 
ctinica!Trials.gov Data Bank? • 
(!f not, then applicant must be contacted to obtain completed form.) 

t------------------~-------------·-----------+----+-----1 
··ooes this device include an Animal Tlssue Source? 
1---.:......,....--~---------,--------------- --· ·------·--------- ----·-- -

All-Pediatric Pati_ents age<=21 

Neonate/Newborn (Birth to 28 da~s) 

Infant (2°9 days-< 2 years old) 

Child (2 years -< 12 years old) 
»• • -••• -•• ~-• -•--~ -- cm•--••••- - -•••-•-- •--- ~----•- •-••----~~-m- ---- -----••• •--• ~-~ • ••--• ~-•••- • --••- -•~'" •••-•-

Adolescent ( 12 years -< 18 years old) 

Transitional Adolescent A (18 - <21 years old) Special considerations are being_given to this 
group, different from adults age :1!: 21 (different device d·esign or testing, different protocol 
procedures, etc.) • 

Rev. 7/2/07 
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I Transitional Adolescent B (18 -<= 21; No special considerations_compared to adults=> 21 years 
. old) 

Nanotechnology i 
I 

,c - ---~---- -- • ----·---- ___ ,,_ ~- ,,_.,. ,_,,...~---~--- --·---·--j-·-··-- --
Is this device subject to the Tracking Regulation? (Medical Device Tracking / Contact OC. I 

-Guidance, httQ:llwww.fda.gov/cdrh/comg/guidance/169.html) l 
i ; 

Regulation Number • Class* Product Code 

(•If unclassified, see 510(k) Slaff) 

Addition. )Set c::es 

Review: ~ K 
(Bra ch Chief) 

K~ 
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Ngatha, George 

From: Ngatha, George 
Sent: 
To: 

Tuesday, October 20, 2009 12:36 PM 
'Gary Mocnik' 

Cc: Krause, David ___________ _ 
Subject: K092351[ _____ (b)(4) ___ __f Poly Fit Absorbing & Hydrating Antimicrobial Wound dressings 

Attachments: (b)(4) i K092351.AI-Poly Fit 
'---,~-----,-~~------,,--,--~~-----------~ 

Absorbing & High Absorbing.doc 

(b)(4) 
<092351.AI-Poly Fit 

Absorbing ... 
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 Radiological Health 
Office of Device Evaluation 
Di~ision 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 NOTIFIED THAT ANY DISCLOSURE, 
DISSEMINATION,. DISTRIBUTION, COPYING, OR OTHER ACTION BASED ON THE CONTENT OF THIS 
COMMUNICATION IS NOT AUTHORIZED. IF YOU HAVE RECEIVED THIS DOCUMENT IN ERROR, PLEASE 
IMMEDIATELY NOTIFY George K. Ngatha by email at George.Ngatha@fda.hhs.gov or telephone at 
301-796-5650. 

1. 

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

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



.. 

Polymedo, Inc 
Clo Gary Mocnik 
24372 McCloud Ct. 
Laguna Niguel, CA 92677 
USA 

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

Dear Mr.Mocnik: 

We have reviewed your Section 51 0(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: 

The deficiencies identified above represent the issues that we believe need to be resolved 
before our review of your 51 0(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 (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 

17 
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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 
http://www. fda. gov/Medical Devices/DeviceRegulationandGuidance/GuidanceDocuments/ucm073 70 I .htm 

You may not market this device until you have provided adequate information described above 
and required by 21 CFR 807 .87(1), and yoµ 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 5 IO(k)(2 l 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: 51 0(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 extension, 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 51 0(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. f da. gov /Meoi calDevices/DeviceRegulati onandGuidance/Overview/Medical Device 
UserFeeandModernizationActMDUFMA/default.htm. 

The requested information, or a request for an extension of time, should reference your above 
51 0(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.If you need information or assistance concerning the IDE 
regulations, please contact the Division of Small Manufacturers, International and Consumer 
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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/ResourcesforYou/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 

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

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



Page 4 - Mr.Gary Mocnik 

Div/Branch Last Name ;· .Date :Div/Branch Last Name''", Date 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM 

Food and Drug Administration 
Office of Device Evaluation 
9200 Corporate Boulevard 

Rockville, MD 20850 

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

Date: 10/16/09 

To: The Record 

From: LT JG George K.Ngatha 

510(k) Holder: Polymedo Inc. 

(b)(S) 

Device Name: Polyfit Absorbing Antimicrobial Dressings and 

PolyFit High Absorbing Antimicrobial Dressings 

Contact: Gary Mocnick 

Phone: i (b)(G) 
Fax: None 

Email:garym@PolyRemedy.com 

Office: CDRH-ODE 

Division: DSORD 
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( ,,~ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 

Poly Remedy, Inc. 
% Mr. Gary Mocnik 
2637 Marine Way, Suite 100 
Mountain View, California 94043 

Re: K092351 

APR - 8 2010 

10903 New Hampshire Avenue 
Document Control Room W-O66-0609 
Silver Spring, MD 20993-0002 

Trade/Device Name: PolyFIT™ + Absorbing Antimicrobial Dressings and 
PolyFITTM + 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 5.lO(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 n (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 FD A'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 
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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/CentersOffices/CDRH/CDRHOffices/ucml 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" (21 CFR Part 
807 .97). For questions regarding the reporting of adverse events under the MOR regulation (21 
CFR Part 803), please go to 
http://www.fda.gov/MedicalDevices/Safety/ReportaProb1em/defaulthtrn 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. f da. gov/Medi calDevi ces/Resourcesfor You/Industry/ defaul t.htrn. 

Enclosure 

Sincerely yours, 

y({\J1l 
Mark N. Melkerson 
Director· 
Division of Surgical, Orthopedic 

And Restorative Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 
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Section 17 Software 

17. Software 

This section does not apply. 

) 

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

12. Device Description 

PolyRemedy, Inc. 
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 
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Section 12 Devke Description 

Attachment 1 2.. 1 

i (b)(4) !Information 
'·-·-·-·- ·- ·- ·- ·- ·- ·- ·- ·-·-·-·-·-·J 

PotyRemedy, Inc, 
Po!yF!T + Absorbing Antimlcrobia! Dressings Premarket Notification 
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Section 19 Performance Testing- Bench 

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 analysis of the PolyFIT+ Absorbing Antimicrobial Dressings were 
based on the Risk Analysis and applicable requirements outlined in the draft 
FDA Guidance document "Premarket Notification (51 Ok) 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. 

Free Swell Absorptive Capacity Test j~· __ (~b-'--')('---'4)'---_____,:attached) 

,.The..Er.e.e..-5:well . .Abs.oroti.Y.e.._C.aoacitY __ tesLw..as. __ us.e:d~i ___ __,(b )( 4<-) ___ __, 
• (b)(4) 

(b)(4) i The test protocol was based on the 
requirements outlined in DIN EN 13726-1, Test Methods for primary Wound 
dressings, i (b)(4) 

Materials and Methods 

PolyRemedy, Inc. Premarket Notification 
PolyFIT + Absorbing Antimicrobial Dressings 
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Section 19 Performance Testing- Bench 

Acceptance criteria 

(b)(4) 
Results 

) 

Conclusion 
(b)(4) 

Po1yRemedy, Inc. Premarket Notification 
PolyFIT + Absorbing Antimicrobial Dressings 
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Section 19 Performance Testing- Bench 

(b)(4) 
Antimicrobial Agent Performance ~~-~(b~)(~4)'---_______,!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 i(b)(4l!- Kill Rate Test 

PolyRemedy, Inc. Premarket Notification 
PolyFIT + Absorbing Antimicrobial Dressings 
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Section 19 Performance Testing- Bench 

h di (b)(4) ! MTCC Test Met o L--·-·-·-·-·-·-·-·-·-·-·-·" 

) 

Microbial Barrier Strike-Through Test 

PolyRemedy, Inc. Premarket Notification 
PolyFIT + Absorbing Antimicrobial Dressings 
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Section 19 Performance Testing- Bench 

) 

AATCC Test Method i (b)(4) i - Sustained Antimicrobial Kill Rate Test in the 
Presence of Serum 

f 
PolyRemedy, Inc. Premarket Notification 
PolyFIT + Absorbing Antimicrobial Dressings 
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Sect;on 19 

PolyRemedy, Inc. 
PolyFIT + Absorbing Antimicrobial Dressings 

Performance Testing- Bench 

Premarket Notification 

17S" 

c" n :) n,G 
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Section 19 Performance Testing- Bench 

Summary Table of Testing Performed 

Test Purpose I Test samples Results 
Free Swell 

·-·-·-·-· ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Absorptive Capacity 
Test 

AATCC Test Method 
L!bH4l~ Kill Rate Test 

) 'b, I 

, 4, 
l ~ l ~ 

AA TCC Test Method 
[_ ____ __( b )( 4) ____ : 

Microbial Barrier 
Strike-Through Test 

PolyRemedy, Inc. Premarket Notification 
PolyFIT + Absorbing Antimicrobial Dressings 
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Section 19 

Test 

AATCC Test Method 
:__ ________ ( b )( 4) ______ j 
Sustained 
Antimicrobial Kill 
Rate Test in the 
Presence of Serum 

PolyRemedy, Inc. 

Purpose 

PolyFIT + Absorbing Antimicrobial Dressings 

Performance Testing- Bench 

Test samples Results 

Premarket Notification 
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Section 19 Performance Testing- Bench 

Attachment 19.1 

(b)(4) 

) 

PolyRemedy, Inc. Premarket Notification 
PolyFIT + Absorbing Antim icrobial Dressings 

\7J 
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DOCUMENT NUMBER) (b)(4) ; 
; 
! 

·-·-·-·-·-) 

,~~1t polyremedy·· DOCUMENT TYPE: DESIGN REPORT I REv:!i·;;ii4-i] 

ABSORBENCY TESTING OF POLYFIT WOUND DRESSINGS WITH PHMB 

(b)(4) ·1 

(b)(4) 

Confidential Information PAGE 1 OF 8 
17q 
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Section 19 Performance Testing- Bench 

Attachment 19.2 

(b)(4) 

) 

PolyRemedy, Inc. Premarket Notification 
PolyFIT + Absorbing Antimicrobia l Dressings 

I '\ 2. 
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DOCUMENT NUMBER: i (b)(4) 

IJ polyremedy .... DOCUMENT TYPE: DESIGN REPORT l REVj,(b)(4)i 

POL YFIT™+ ABSORBING ANTIMICROBIAL TEST REPORT 

{b){4) 

) 

.___ ___________ (b_)(_4) ___________ ~ri~~ 
PolyRemedy Confidential PAGE 1 OF 12 
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DEPARTMENT OF HEALTH & HUMAN SERVICES , Public Health Service 

November 23, 2009 

POLYREMEDY, INC. 
24372 MCCLOUD COURT 
LAGUNA NIGUEL, CALIFORNIA 92677 
UNITED ST A TES 
ATTN: GARY MOCNJK 

U.S. Food and Drug Administration 
Center for Devices and Radiological Health 
Document Mail Center - W066-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

510k Number: K092351 

Product: POLY FIT+ ABSORBING AND HIGH 

Extended Until: 04/16/2010 

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 51 0(k) to remain on hold for up to a maximum of 180 days from the date of the AI 
request. 

lf you have procedural questions, please contact the Division of Small Manufacturers International and Consumer 
Assistance (DSMICA) at (30 I )796-7100 or at their toll-free number (800)638-204 l, or contact the 51 Ok staff at 
(30 l )796-5640. 

Sincerely yours, 

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

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

; 

Truthful 8: Accurate Statement 

7. Truthful and Accurate Statement 

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

(b)(6) 
Daniel hlert 
President and CEO 

PolyRemedy, Inc. 

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

i 

) 

Section 5 Indications for Use Statement 

5. 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 II-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 3rd degree burns or for dry wounds. 

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

Concurrence of CDRH, Office of Device Evaluation (ODE) 

Prescription Use ____ X_._.-_ 

(Per 21 CFR 801 . 109) 

OR 
Over-The-Counter Use __ 
(Optional Format 1-2-96) 

Page_of _ 

PolyRemedy, Inc. 
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 

12..2 

00001.7 
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Section 4 

-1;: --] 4. Cover Letter 

(See attached) 

PolyRemedy, Inc. 
PolyF!T + Absorbing Antimicrobial Dressings 

Cover letter 

Premarket Notification 

114 

on o o 1,1 
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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 ("FDC 
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? X 
Does the device contain a drug? X 
Does the device contain a biologic? X 
Does the device use software? X 
Does the submission include clinical information? X 
Is the device implanted? X 

PolyRemedy, Inc. 
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 

I.la 

·n.nnr11 ~ 
:, 7 ~-) '~ ... \_) ... l;. V 
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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 M.c;C.loud Court.,Laguna Niguel, CA 92677 
Phone:! (b)(~ i 
Email: garym@PolyRemedy.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 

11. I 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM 

Food and Drug Administration 
Office of Device Evaluation 
9200 Corporate Boulevard 

Rockville, MD 20850 

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

Date: 4/06/1 0 

To: The Record 

From: LT JG George K. Ngatha 

510(k) Holder: Polymedo Inc. 

(b)(5) : K092351.S1 
~-~~~-~ 

Device Name: PolyFit Absorbing Antimicrobial Dressings and 

PolyFit High Absorbing Antimicrobial Dressings 

Contact: Gary Mocnick 

Phone: i (b)(G) 

Fax:None 

Email:garym@PolyRemedy.com 

I. _ Purpose and Submission Summary 

Office: CDRH-ODE 

Division: DSORD 
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::f=ffe polyremedy" .......................................... . 

Premarket Notification 510(k) Statement 
(As Required By 21 CFR 807.93) 

I certify that, in my capacity as Official Correspondent of Poly Remedy, Inc., I will make 
available all information included in this premarket notification on safety and effectiveness 
within 30 days ofrequest by any person if the device described in the premarket notification 
submission is determined to be substantially equivalent. The information l 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. 

(b)(6) 
Gary Mocnik 

April 7, 20 I 0 

Premarket Notification [51 0(k)] Number: K09235 l 

\ I . 
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" K092351.SU (b)(4) 
'----'-----'-''-----'---' 

Page l of 2 

Ngatha, George 

From: Gary Mocnik [garym@polyremedy.com] 

Sent: Wednesday, April 07, 2010 4:25 PM 

To: Ngatha, George 

Subject: RE: K092351.S 1 &l_ ________ (b)(4) _________ ! 

Attachments: i (b)(4) : 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 com·ments or if you need any additional information 

Gary 
(b)(6) 

From: Ngatha, George [mailto:George.Ngatha@fda.hhs.gov] 
Sent: Wed 4/7/2010 10: 15 AM 
To: Gary Mocnik 
Subject: RE: K092351.Slt_ _______ (PJ!~L _______ J 

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 questions, I 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 
Subject: RE: K092351.Slt_ _____ (b)(4) _________ : 

George, 
Thanks for the call 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. I will then rev ise the other submission and formally 
submit both to you. 

Thanks in advance 

4/8/2010 
I ). 
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" K092351.Sll (b)(4) ~----~ 

Gary Mocnik 
L_ __________ (b )(6) -·-·-·-·-·_! 

From: Ngatha, George [mailto:George.Ngatha@fda.hhs.gov] 
Sent: Tue 4/6/2010 1: 10 PM 
To: Gary Mocnik 
Subject: K092351.S1i (b)(4) 

Gary, «51 0kSummary Checklist.doc» 

See attached checklist for more details. 

Thanks, 
George. 
George K. Ngatha ChE. Eng. 
L TJG, U.S. Public Health Service 
FDA/OD E/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 

4/8/2010 

Page 2 of 2 

IJ 
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Section 1 Medical Device User Fee Cover Sheet 

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

(See attached) 

PolyRemedy, Inc. 
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 

n0n<J0: 
t C C::i 
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FOvJAND DRUG ADMINISTRATION PAYMENT IDENTIFIC'°'.TIO~ NUMBER: L_ _________ (b){4)'----_ __.! 

•

AL DEVICE USER FEE COVER SHEET Write the Payment ldent1ficat1on number on your check. 

leted cover sheet must accompany each original application or supplement subject to fees. tf payment is sent by U.S. mail or 
please Include a copy of this completed form with payment. Payment and mailing Instructions can be found at: 

http;//www.fda.gov/oc/mdufma/coversheet.html 

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

POL YREMEDY INC 
2637 MARINE WAY 
SUITE 100 
MOUNTAIN VIEW CA 94043 
us 

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 

201772086 

2. CONTACT NAME 

Gary Mocnik 

2.1 E-MAIL ADDRESS 

garym@polyremedy.com 

2.2 TELEPHONE NUMBER (include Area code) 

!._ ________ (b)(6) _______ : 
2.3 FACSIMILE (FAX) NUMBER (Include Area code) 

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:l/www.fda.gov/oc/mdufma 

Select an application type: 
[X} Premarket notlflcation{510(k)); except for third party 
[] 513(g) Request for Information 
[) Biologics License Application (BLA) 

3.1 Select a center 
[X] CDRH 
[]CBER 

I 
I l Premarket Approval Application (PMA) 
I I Modular PMA 
I] Product Development Protocol (PDP) 
I] Premarket Report (PMR) 

3 2 Select one of the types below 
[XI Original Application 
Supplement Types: 
[) Efficacy (BLA) 

[) A,n'lual Fee for Periodic Reporting (APR) 

( ( .... Jay Notice 

[] Panel Track (PMA, PMR, PDP) 
[] Real-Time (PMA, PMR, PDP) 
[] 180-day (PMA, PMR, PDP) 

E YOU A SMALL BUSINESS? (See the instructions for more infonnation on determining this status) 
\· ... ES, I meet the small business criteria and have submitted the required 

qualifying documents to FDA 
4.1 If Yes, please enter your Small Business Decision Number: SBD096085 

NO, I am not a small business 

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? 
() YES (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 FOA's approval/clearance of this device.) 
[ J NO (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://www.fda.gov/cdrh/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 

I 

. . . . . . . . . [ ) The application is submitted by a state or federal 
( I This b1olog1cs apphcat1on 1s submitted under section 351 of the Public t n fo d · th t · t t b d" 1 "b ted 
Health Service Act for a product licensed for further manufacturing use only :~e~=;u;" 1 Y r a evice a is no O e is n u 

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

[]YES [X] NO 

8. 1 •-0::R FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION 

i (b)(4) i 19-Jun-2009 

F "'" 3601 (01noo7J 

https://fdasfinapp8.fda.gov/OA _ HTML/mdufmaCScdCfgltemsPopup.jsp?ordnum=L __ J~X~L___l 

Page I Of 1 

7/28/2009 
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Section 3 Standards Data Report Form(s) 

·~) 3. Standards Data Report FDA Form 3654 

(See attached) 
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Form Approved: 0MB No. 0910-0120; Expiration Date: 8/31/10 

Department of Health and Human Services 
Food and Drug Administration 

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

This report and the Summary Report Table are to be completed by the applicant when submitting a 51 O(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 51 O(k}. 

TYPE OF 510(K) SUBMISSION 

Ill Traditional D Special D. Abbreviated 

STANDARD TITLE 1 

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

Please answer the following questions Yes No 

Is this standard recognized by FDA 2 ? .................................................................................................. fl] □ 

FDA Recognition number 3 .................................................................................................................... # 14-193 

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 510(k)? ........................................................................................................................................ llJ □ 

Is a summary report 4 describing the extent of conformance of the standard used included in the 
510{k)? .................................................................................................................................................. □ llJ 
If no, complete a summary report table. 

Does the test data for this device demonstrate conformity to the requirements of this standard as it 
)pertains to this device? ......................................................................................................................... [l] □ 

I 

Does this standard include acceptance criteria? .................................................................................. fl] □ 
If no, include the results of testing in the 51 O(k). 

Does this standard include more than one option or selection of tests? ............................................... [l] □ 
If yes, report options selected in the summary report table. 

Were there any deviations or adaptations made in the use of the standard? ........................................ □ fl] 
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5 ? .............. □ □ 

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

Were there any exclusions from the standard? ..................................................................................... □ fl] 
If yes, report these exclusions in the summary report table. 

Is there an FDA guidance6 that is associated with this standard? ......................................................... '';/;,' l l i\ 
If yes, was the guidance document followed in preparation of this 510k? ............................................. □ □ 

Title of guidance: 

1 The formatting convention for the title is: (S00] [numeric identifier] certification body involved in conformance assessment to this 
[title of standard] [date of publication] standard. The summary report includes information on all standards 

2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device. 

\ 
3 h ttp://www.accessda la. !da.govlscripts/cd rh/cfdocs/cfSta ndard s/ 5 The supplemental information sheet (SIS) is additional information 

' search.elm which is necessary before FDA recognizes the standard. Found at 

l • The summary report should include: any adaptations used to adapt http://www.accessdata.fda.gov/scriptslcdrh/cfdocs/cfStandards/ 

to the device under review (for example, alternative test methods); search.cfm 

choices made when options or a selection of methods are described: 6 The online search for CDRH Guidance Documents can be found at 

deviations from the standard; requirements not applicable to the www.fda.gov/cd rh/guidance. html 

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

FORM FDA 3654 (9/07) Page 1 rsc Graphic:-; tJOl l -4-tJ~ 1090 EF 
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.! 
) .'. 

,}ii~fzifa~10.·~1§1trli~11~:.fil4~i'IWill~ glf!§[~~~B'.~f~1N~~ !iti~tillt:~m:~~%,~~Igp.lil~t$t~~~[~@Jft~i~g~~~ 
CONFORMANCE WITH STANDARD SECTIONS* 

SECTION NUMBER SECTION TITLE CONFORMANCE? 

All All Ill Yes ONo 0 NIA 

TYPE OF DEVIATION OR OPTION SELECTED• 

(b)(4) ' ; 
; 
; 

DESCRIPTION 

; (b)(4) ; 
! ; 

! .. 
JUSTIFICATION 

; (b)(4) ; 
! ; 

; 

SECTION NUMBER SECTION TITLE CONFORMANCE? 

D Yes ONo □ NIA 

TYPE OF DEVIATION OR OPTION SELECTED• 

DESCRIPTION 

JUSTIFICATION 

·, 
JECTION NUMBER SECTION TITLE CONFORMANCE? ·, 

bl Yes QNo QIN/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 (SIS) , a deviation to adapt the standard to the device, or any adaptation of a section. 

Paperwork Reduction Act Statement 

Publ ic reporting burden for this collection of infom1ation is estimated to average I hour per response, including the 
time for reviewing instrnctions, searching existing data sources, gathering and maintaining the data needed, and 
completing and reviewing the collection of infonnation. Send comments regarding this burden estimate or any other 
aspect of this collection of infonnation, including suggestions for reducing this burden, to: 

I Center for Devices and Radiological Health 

I 1350 Piccard Drive 
Rockville, MD 20850 

An agency may not conduct or sp onsor, and a person ;s not required to respond to, a collection of information 
unless it displays a currently valid 0MB contml number. 

FORM FDA 3654 (9/07) Page 2 
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Form Approved· 0MB No. 0910-0120; Expiration Date: 8/31110 

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 51 0(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 51 0{k) that refer-

ences a national or international standard. A separate report is required for each standard referenced in the 51 0(k). 

TYPE OF 510(K) SUBMISSION 

~ Traditional D Special D Abbreviated 

STANDARD TITLE 1 

ISO l 113 7-1: 2006 Sterilization of Health Care Products- Radiation- Part I Requirements for development of validation 

Please answer the following questions Yes No 

Is this standard recognized by FDA 2 ? .................................................................................................. l2l □ 

FDA Recognition number 3 .................................................................................................................... # 14-224 

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 510(k)? ........................................................................................................................................ lll □ 

Is a summary report 4 describing the extent of conformance of the standard used included in the 
510(k)? .................................................................................................................................................. □ [l] 

If no, complete a summary report table. 

Does the test data for this device demonstrate conformity to the requirements of this standard as it 
pertains to this device? ......................................................................................................................... [l] □ 

Does this standard include acceptance criteria? .................................................................................. !21 □ 
lf no, include the results of testing in the 51 0(k). 

Does this standard include more than one option or selection of tests? ............................................... [l] □ 
If yes, report options selected in the summary report table. 

Were there any deviations or adaptations made in the use of the standard? ........................................ D l2l 
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5? .............. □ □ 

Were deviations or adaptations made beyond what is specified in the FDA SIS? ................................. □ !21 
If yes, report these deviations or ~daptations in the summary report table. 

Were there any exclusions from the standard? ..................................................................................... □ l2l 
If yes, report these exclusions in the summary report table. 

Is there an FDA guidance6 that is associated with this standard? ......................................................... F[illj l~ 
If yes, was the guidance document followed in preparation of this 510k? ............................................. D □ 

Title of guidance: 

' The formatting convention for the title is; [SD0] [numeric identifier! certification body involved in conformance assessment to this 
[title of standard] {date of publication] standard. The summary report includes information an all standards 

2 Authority [21 U.S.C. 360d]. www.fda.gov/cdrhlstdsprog.html utilized during the development of the device. 
3 http:l/www.accessdata.fda.gov/scripls/cdrh/cfdocs/cfStandards/ 5 The supplemental information sheet (SIS) is additional information 

search.elm which is necessary before FDA recognizes the standard. Found at 

) 4 The summary report should include: any adaptations used to adapt http://www.accessdata. f d a. gavlscri pts/cdrhlcf docs/cf S!and ard s/ 

ta the device under review (for example, alternative test methods); search.cfm 

choices made when opt\ons or a selection of methods are described; 6 The online search for CDRH Guidance Documents can be found at 
deviations from the standard; requirements not applicable to the www.fda.gov/cdrh/guidance.html 
device; and the name and address of the test laboratory or 
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STANDARD TITLE 

fl[qJ1~1:~}~Q96f~~riiii@J~J.f~.f[~tE·!~~&ru~TI{~t{l~~~ltiffe'J!i[~~ffem~B~!21~.!2~Bi~µf.£t~@:!fili~~ti~}i£,~ 
CONFORMANCE WITH STANDARD SECTIONS* 

SECTION NUMBER SECTION TITLE CONFORMANCE? 

All All 1lJ Yes ONo QNIA 

TYPE OF DEVIATION OR OPTION SELECTED ♦ 

; (b)(4) ; 
! ; 

; 

DESCRIPTION 
; (b)(4) ; ! 

! 

JUSTIFICATION 

(b)(4) ; 
; 

SECTION NUMBER SECTION TITLE CONFORMANCE? 

0 Yes ONo D NIA 

TYPE OF DEVIATION OR OPTION SELECTED• 

DESCRIPTION 

JUSTIFICATION 

SECTION NUMBER SECTION TITLE CONFORMANCE? 

QYes QNo bl NIA 

TYPE OF DEVIATION OR OPTION SELECTED+ 

DESCRIPTION 

JUSTIFICATION 

. For completeness list all sections of the standard and Indicate whether conformance is met. If a section is not applicable (N/A) 
an explanation is needed under "justification." Some standards include options, so similar to deviations, the option chosen needs 
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of 
options selected when following a standard is required under "type of deviation or option selected," "description" and "justifica-
lion" 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 thi s collec tion of information is estimated to average I 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 estimale 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 to, a co/lec!ion of information 
unless it displays a curre/ll~J-' valid 0MB control numbe1: 

FORM FDA 3654 (9/07) Page 2 
114--

000009 

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

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



Form Approved: 0MB No. 0910-0120; Expiration Date: 8/31/10 

Department of Health and Human Services 
Food and Drug Administration 

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

This report and the Summary Report Table are to be completed by the applicant when submitting a 51 O(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 51 O(k). 

TYPE OF 510(K) SUBMISSION 

!l] Traditional 0 Special 0 Abbreviated 

STANDARD TITLE 1 

ISO 10993-1 Biological Evaluation of Medical Device- Part l Evaluation and Testing (2003) 

Please answer the following questions Yes No 

Is this standard recognized by FDA 2 ? .................................................................................................. lf'(["J 
t,_.;c.d 

~ ~i~ 

FDA Recognition number 3 .................................................................................................................... # 02-98 

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
[lJ □ in the 510(k)? ........................................................................................................................................ 

Is a summary report 4 describing the extent of conformance of the standard used included in the 
510(k)? .................................................................................................................................................. D [lJ 
lf no, complete a summary report table. 

) 
Does the test data for this device demonstrate conformity to the requirements of this standard as it 
pertains to this device? ......................................................................................................................... [lJ D 

Does this standard include acceptance criteria? .................................................................................. [ll D 
If no, include the results of testing in the 51 O(k). 

Does this standard include more than one option or selection of tests? ............................................... [lJ □ 
If yes, report options selected in the summary report table. 

Were there any deviations or adaptations made in the use of the standard? ........................................ □ [ll 
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5 ? .............. □ [ll 

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

Were there any exclusions from the standard? ..................................................................................... □ fZl 
If yes, report these exclusions in the summary report table. 

Is there an FDA guidance6 that is associated with this standard? ............ ,. ........................................... fZl D 
If yes, was the guidance document followed in preparation of this 51 Ok? ............................................. [lJ □ 
Title of guidance: G-95 Blue Book Memorandum: Use oflSO 10993-1 

' The formatting convention for the title is: [SD0] [numeric identifier] certification body involved in conformance assessment to this 
[title of standard] !date of publication! standard. The summary report includes information on all standards 

'Authority [21 U.S.C. 360dl, www.fda.gov/cdrhlstdsprog.html utilized during the development of the device. 

l http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandardsl 5 The supplemental information sheet (SIS) is additional information 

' search.cfm which is necessary before FDA recognizes the standard. Found at 

• The summary report should include: any adaptations used to adapt http:llwww.accessdata,fda.gov/scriptslcdrhlcfdocs/cfStandardsl 

to the device under review (for example, alternative test methods); search.cfm 

choices made when options or a selection of methods are described; 6 The online search for CDRH Guidance Documents can be found at 
deviations from the standard; requirements not applicable to the www.fda.gov/cdrh/guida nee .html 

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

SECTION NUMBER 

All 
SECTION TITLE 

All 

CONFORMANCE WITH STANDARD SECTIONS* 

TYPE OF DEVIATION OR OPTION SELECTED* 

(b)(4) 
DESCRIPTION 

(b)(4) 

JUSTIFICATION 

(b)(4) 

SECTION NUMBER SECTION-'TITLE 

TYPE OF DEVIATION OR OPTION SELECTED• 

DESCRIPTION 

JUSTIFICATION 

CONFORMANCE? 

Ill Yes O No O N/A 

CONFORMANCE? 

D Yes O No D NIA 

) SECTION NUMBER SECTION TITLE CONFORMANCE? 

Q Yes bl No bl NIA 

TYPE OF DEVIATION OR OPTION SELECTED• 

DESCRIPTION 

JUSTIFICATION 

• For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (NIA) 
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 . 

Papen-.ork Reduction Act Statement 

Public reporting burden for this collection of information is estimated to average I hour per response, including the 
Lime 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 1101 required to respond to, a collection of information 
unless ii displays a currenf(Y valid 0MB control numbe1: 

FORM FDA 3654 (9/07) Page 2 
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Form Approved: 0MB No. 0910-0120; Expiration Date: 8/31110 

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 51 0(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 51 O(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 51 O(k). 

TYPE OF 510(K) SUBMISSION 

Ill Traditional D Special D Abbreviated 

STANDARD TITLE 1 

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

Please answer the following questions Yes No 

Is this standard recognized by FDA 2 ? .................................................................................................. [ll □ 

FDA Recognition number3 .................................................................................................................... # 14-225 

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 510(k)? ........................................................................................................................................ llJ □ 

Is a summary report 4 describing the extent of conformance of the standard used included in the 
510(k)? .................................................................................................................................................. □ llJ 
If no, complete a summary report table. 

) 
Does the test data for this device demonstrate conformity to the requirements of this standard as it 
pertains to this device? ......................................................................................................................... [l] □ 

Does this standard include acceptance criteria? .................................................................................. [2l □ 
If no, include the results of testing in the 51 O(k). 

Does this standard include more than one option or selection of tests? ............................................... [l] □ 
If yes, report options selected in the summary report table. 

Were there any deviations or adaptations made in the use of the standard? ........................................ □ [lJ 
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5 ? .............. □ □ 

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

Were there any exclusions from the standard? ..................................................................................... □ Ill 
If yes, report these exclusions in the summary report table. 

Is there an FDA guidance6 that is associated with this standard? ......................................................... iiJ i;z: 
' .~! 

If yes, was the guidance document followed in preparation of this 51 Ok? ............................................. □ □ 

Title of guidance: 

1 The formatting convention far the title is: [SDO] !numeric identifier] certification body involved in conformance assessment to this 
[title of stand a rd] [date of publication] standard. The summary report includes information on all standards 

2 Authority [21 U.S.C. 360dl, www.fda.gov/cdrhlstdsprog.h!ml utilized during the development of the device. 
3 http://www.accessdata.fda.gov/scriptslcdrhlcfdocs/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 should include: any adaptations used to adapt http ://www.a cce ssd ata. f d a. gov Iseri ptslcd rhlcf docslcf Standards/ 

) search.elm to the device under review (for example, alternative test methods); 
choices made when options or a selection of methods are described; 6 The online search for CDRH Guidance Documents can be found at 
devtations from the standard: requirements not applicable ta the www.fda.gov/cdrh/gu idance. html 
device: and the name and address of the test laboratory or 
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. -. - • . •. .· ;:· \- .... ~SUMMARY REPO-RT-TABLif: ·,:·, :-, .. ,'. . -::.; ··:-._,_ , 
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STANDARD TITLE 

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

CONFORMANCE WITH STANDARD SECTIONS* 

SECTION NUMBER SECTION TITLE CONFORMANCE? 

All All Ill Yes □ No 0 N/A 

TYPE OF DEVIATION OR OPTION SELECTED,. 

(b)(4) ; 
! 

DESCRIPTION 

(b)(4) ; 
; 
! 

JUSTIFICATION 

(b)(4) ; 
! 

SECTION NUMBER SECTION TITLE CONFORMANCE? 

0Yes 0No □ N/A 

TYPE OF DEVIATION OR OPTION SELECTED• 

DESCRIPTION 

JUSTIFICATION 

SECTION NUMBER SECTION TITLE CONFORMANCE? 

bl Yes □ No b)NIA 

TYPE OF DEVIATION OR OPTION SELECTED., 

DESCRIPTION 

JUSTIFICATION 

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (NIA) 
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 I 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 infom1ation. 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 to, a collection of information 
unless it displays a currentfy valid 0MB contml numbe,: 

FORM FDA 3654 (9/07) Page 2 111 
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Section 9 Financial Certification 
or Disclosure 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. 
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Section 13 Substantial Equivalence Discussion 

13. Substantial Equivalence Discussion 

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

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 PolyFlr 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? ...................................... 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 PolyFIT Absorbing Dressing COPA AMO Antimicrobial 
Antimicrobial Dressings (51 Ok exempt) Wound Dressing 

(K071371, K082296) 
PolyFIT + Absorbing Indicated for use under a COPA AMD dressings are 
Antimicrobial Dressings are healthcare professional's orders indicated for use in 
intended as effective barriers as adjunctive treatment in the management of post-
to inhibit microbial management of exudating surgical incisions, pressure 
proliferation within the wounds, partial and full- sores, venous stasis ulcers, 
dressing and reduce microbial thickness wounds, such as diabetic ulcers, donor 
penetration through the pressure ulcers (Stages II-IV), sites, abrasions, 
dressing. PolyFIT + Absorbing lower extremity ulcers (venous lacerations, 1st and 2nd 

Antimicrobial Dressings are far or arterial), diabetic foot ulcers, degree burns, 
use under a healthcare surgical or traumatic wounds dermatologic disorders, 
professional's orders as (including those left open to other wounds inflicted by 
adjunctive treatment in the heal by secondary intention}. trauma and, as a 
management of exudating They are not intended far secondary dressing or 
wounds, partial and full· wounds with exposed tendon or cover dressing for packed 
thickness wounds, such as bone, for 3rd degree burns or for wounds. 
pressure ulcers (Stages ll·IV), dry wounds. 
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 
3rd degree burns or for dry 
wounds. 

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

The table below provides a breakdown of the individual claims, to illustrate the 
substantial equivalence: 

PolyFIT + 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. a 

penetration through 
the dressing 

Use Use under healthcare Use under Prescription use a 

professional orders healthcare 
professional 
orders 

Conditions Pressure ulcers (Stages Pressure ulcers Pressure sores 
II-IV) 
Lower extremity Lower extremity Venous stasis ulcers, 
ulcers (venous or ulcers, diabetic diabetic ulcers 
arterial), diabetic foot foot ulcers 
ulcers 

Abrasions and 
Surgical or traumatic Surgical or lacerations 
wounds (including traumatic Post surgical incisions 
those left open to heal wounds Wounds inflicted by 
by secondary trauma 
intention) 
Partial and full- Partial and full· Dermatological 

thickness wounds thickness disorders 
wounds 

Partial and full- Partial and full 1 Sc and 2.n~ degree 
thickness wounds thickness burns 

wounds 
Polyflr♦ Absorbing PolyFIT Unstated 
Antimicrobial Absorbing 
Dressings are not Dressings are 
intended for full not intended for 
thickness pressure full-thickness 
ulcers involving pressure ulcers 
tendon, muscle, bone involving 
or third degree bums tendon, muscle, 

bone or third 
degree bums. 

a As stated in the Summary of Safety and Effectiveness, K071371, K082.2.96 
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Section 13 Substantial Equivalence Discussion 

2. DO THE DIFFERENCES Al TER THE INTENDED THERAPEUTIC/DIAGNOSTIC EFFECT? 
.................................................................................................. No 
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.? .............................................................. 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 illustrates 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" X 3" 
5" X 5" 5" X 5" 4" X 4" 

4" X 8" 
6" X 6" 
8" X 8" 

Function Absorbs exudate;/ Absorbs exudate Absorbs exudate; I 
microbial protection microbial protection 

Anatomical Skin surface wounds Skin surf ace 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 
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Section 13 Substantial Equivalence 'Discussion 

PolyFIT + Absorbing PolyFIT Absorbing COPAAMD 
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 PolyflT + 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. 

PolyflT + 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? ............................... YES 

) 

Performance data assessing the safeti 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 (51 Ok) Submissions for 
Medical Devices that Include Antimicrobial Agents" dated July 19, 2007. 

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

The performance data submitted in this premarket notification dearly 
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 
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Section 13 Substantial Equivalence Discussion 

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 AMO Antimicrobial Wound Dressing predicate. 
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Figure 2. Substantial Equivalence Decision Making Process for the PolyFIT + Antimicrobial Absorbing Wound Dressing. 

PolyRemedy,lnc. 
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 

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

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



Section 8 Class m Summary and Certification 

8. Class m Summary and Certification 

PolyFIT™+ Absorbing Antimicrobial Dressings and PolyFIT™+ High Absorbing 
Antimicrobial Dressings are pre-amendment unclassified medical devices. The Class 
Ill Summary and Certification requirement as described in 21 CFR §807.87(j) and 
§807. 94 do not apply to this device and submission. 
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(/"~ DEPARTMENT OF HEALTH & HUMAN SERVICES 

~~,,,,.J 

Public Health Service 

Food and Drug Administration 

Poly Remedy, Inc. 
% Mr. Gary Mocnik 
2637 Marine Way, Suite 100 
Mountain View, California 94043 

Re: K092351 

APR - 8 2010 

10903 New Hampshire Avenue 
Document Control Room W-O66-0609 
Silver Spring, MD 20993-0002 

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 HI (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 FD A'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 
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Page 2 - Mr. Gary Mocnik 

forth in the quality systems (QS) regulation (2 I 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 (2 I CFR Part 80 l ), please 
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucml 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" (21 CFR Part 
807 .97). For questions regarding the reporting of adverse events under the MOR 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 ou/Industry/default.htm. 

Enclosure 

Sincerely yours, 

d\J1( 
Mark N. Melkerson 
Director· 
Division of Surgical, Orthopedic 
And Restorative Devices 

Office of Device Evaluation 
Center for Devices and 
Radiological Health 
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Section 5 Indications for Use Statement 

5. Indications for Use Statement 

• 
INDICATIONS FOR USE STATEMENT 

510(k) Number (if known): W/235£ 

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. PolyflT + 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._11-IV), lower extremity ulcers (veno~s 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 3rd degree burns or for dry wounds. 

Prescription Use &: 
(Part 21 CFR 801 Subpart D) 

AND/OR Over-The-Counter Use 
(21 CFR 807 Subpart C) ---

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

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

~~ 
(Division Sign-Oft) 
Division of Surgical. Orthopedic, 
and Restorative Devices 

51 O(k) Number b0J 2 3S ( 
Page 1 of __ 
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Section 18 Electromagnetic Compatibility 
And Electrical Safety 

18. Electromagnetic Compatibility and Electrical Safety 

This section does not apply. 
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Section 10 Declaration of Conformity 
& Summary 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 . 
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Section 2 Certification of Compliance- ClinicalTrials.gov 

2. Certification of Compliance with ClinicalTrials.gov FDA Form 3674 

(See attached) 
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See 0MB Statement on Reverse Form Approved· 0MB No 0910-0616 Exoiration Date· 10-31-2011 

DEPARTMENT OF HEAL TH AND HUMAN SERVICES 

lt=M Food and Drug Administration 

Certification of Compliance, under 42 U.S.C. § 282U)(5)(B), with 
Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j)) 

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

.,_ '' •• ''.;,</ .• ,:-"i,•,·:ii, .; , : ;: :,:. 'i,Se;,,. ,:'::,(·:t''.·\; ,:SPONSORifAPPL!.ICA'NT'.1'SUBMIHER'INF.ORMATION.:: ~:~'.:'.:??:::·}:,/:\;:\'.~ ,;, 2:::,;Jt:~;2',:11~-?-': :t:;}f, 
1. NAME OF SPONSOR/APPLICANT/SUBMITTER 2. DATE OF THE APPLICATION/SUBMISSION 

PolyRemedy, Inc. 
WHICH THIS CERTIFICATION ACCOMPANIES 

Jun 30, 2009 

3. ADDRESS (Number, Street, State, and ZIP Code) 4. TELEPHONE AND FAX NUMBERS 
(Include Area Code) 

(Tel.) 
650.960.2404 

2637 Marine Way, Suite lOO, Mountain View, CA 94043 

(Fax) 650.960.2406 

'~;~:;:·:-:fi:·;:, ,.·,i!.: ... ff" =}.~,;;.·,~;;5.-_,'f,}:t~f- "'~'i;;'J'L/~'f~'.;i:\~{:(:pRQDUCT;INFORMATION:::::-, .. ,. ·.:' •, .,"~~~ ~ ', >,, ~ ·--'i's. ';_ -:.-' • .. ~:-.:· .,.,": .. :?' ' 
5. FOR DRUGS/BIOLOGICS: Include Any/All Available Established, Proprietary and/or Chemical/Biochemical/Blood/Cellular/Gene Therapy Product Name(s) 

FOR DEVICES: Include Any/All Common or Usual Name(s), Classification, Trade or Proprietary or Model Name(s) and/or Model Number(s) 
(Attach extra pages as necessary) 

PolyRemedy Poly FIT Absorbing Antimicrobial Dressings 

:·t . .,. .,,,·;:!c-,•, -;:},, • '' ,:':' "}': t ''·-''C,">:':;;~;'i~.'.~)l;'i/?-'.JAPl?.L:ICATIONJ:SUBMISSION]NFORMATION~'f:";/·.r,,·}:i,':·,,:1;" ·. :: . . 'i' :• ·,· 5'JJ:,'·,;:-, ,·,t'••·::;':\., . 
6. TYPE OF APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES 

~ 

) 01ND DN□A □ ANDA 0BLA 0PMA 0HDE K] 51 □(k) 0 PDP D Other 
/ 

7. INCLUDE IND/NDAIANDAIBLAIPMAIHDE/Sto(k)IPDPIOTHER NUMBER (If number previously assigned) 

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

·-.:: ·''-'·:: :,·:·2.-~:-~:·:" ,; ,,·•;·<··c::', 1:/: .. ;;'.-'".': ,;1.":.iCERTIFICATIONSTATEMEN"fJINFORMATION~-·~--·.· :."' ,· ,. ,~ "-•\~ """'· - - <. ·~ . ~~·· •. .'¼. ~ -, 
.' --- _:_ 

9. CHECK ONLY ONE OF THE FOLLOWING BOXES (See instructions for additional information and explanation) 

Kl A. I certify that the requirements of 42 U.S.C. § 2820), Section 402u) of the Public Health Service Act, enacted by 121 Stal. 823, Public Law 
110-85, do not apply because the application/submission which this certification accompanies does not reference any clinical trial. 

□ B. I certify that the requirements of 42 U.S.C. § 282(i), Section 4020) of the Public Health Service Act. enacted by 121 Stat. 823, Public Law 
110-85, do not apply lo any clinical trial referenced in the application/submission which this certification accompanies. 

D C. I certify that the requirements of 42 U.S.C. § 2820), Section 402(j) of the Public Health Service Act. enacted by 121 Stal. 823, Public Law 
110-85, apply lo 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 u.s.c. § 2820)(1 )(A)(i), SECTION 4020)(1 )(A)(i) OF THE PUBLIC HEALTH SERVICE ACT, REFERENCED IN THE APPLICATION/ 
SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES (Attach extra pages as necessary) 

NCT Number(s): 

J?e·~.n.~j,r~i~~f~A~~!~r~jJo;.t~i~,be~\?>Jh!~ttiii!i\Q~~~g~:;1~~)'thi(iA~i~:~s~ii@)f~!rSi~:)~]d;c§m'~!itfs@r\i~~,i~!1iE.Ud!ii~n.i~!!§11,;'}'9ti9e:t~.~~~'~_;t11~9~~--~} 
'.failure.to subm1tthe cert1licat1on.requ1red byA2;U:S.C,i§•282(j)(5)(B);sect1on·!402(i)(5){B):of the•Publ1c.ttealth:Serv1ce•Acti~and'the·11.nowing,subm1ss1on :_ 
,.'of a''false·certificaifo'n•under"such'seciion·are:prohibiteitacts\inder 21 ·u:s:c:'.§j:hfsecfiort:fo1:ofttie".°Feclera1 Food:'orug;'and'.Cdsmeii'c Act. ,·Y ·:', .'· , ' 
W~riJl:ng\ A ~11ftj11y arifkri~N1iVtaise staiemefifis'.:l~miii~i',dtiensti.i:s;_cocfe_;Jt1t1a;s.{ct;o~Jbof'': •• ':: .: ::~, I ,r:1.: • -~· "_._ :t;!;: · •. . , . 

11. SIGNATURE OF SPONSOR/APPLICANT/SUBMITTER OR AN 12. NAME AND TITLE OF THE PERSON WHO SIGNED IN NO. 11 
AUTHORIZED REPRESENTATIVE {Sign) 

(Name) 
Dan Eckert 

(Title) 
President, CEO 

113. ADDRESS (Number, Street, State, and ZIP Code) (of person identified 14. TELEPHONE AND FAX NUMBERS 15. DATE OF 
} in Nos. 11 and 12) (Include Area Code) CERTIFICATION " 

(Tel.) 
650,960.2404 

2637 Marine Way, Suite 100, Mountain View, CA 94043 Jun 30, 2009 

(Fax) 
650.960.2406 

Form FDA 3674 (11/08) (FRONT) PSCG"'l'ltio,:(JOlt .. J.1090 EF 

00.000,~1 
lo °I 
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Section 21 Clinical Data 

21. Clinical Data 

This section does not apply. 

PolyRemedy, Inc. Premarket Notification 
PolyFIT + Absorbing Antimicrobial Dressings 
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November 20, 2009 

U.S. Food and Drug Administration 
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 

2637 Marine Way, Suite 100 
Mountain View, CA 94043 
P: 650.960.2404 
F: 650 .960.2406 
www.polyremedy.com 

FDACDRHDMC 

NOV 2 3 2009 

Received 

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 me at i (b)(6) 

Please also note that PolyRemedy has retained Jonathan Kahan, of Hogan & Hartson, L.L.P. as 
regulatory counsel to assist in this 51 O(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. 

{b){6) 
Gary Mocnik 
Official Correspondent 
Poly Remedy, Inc. 
garym@polyremedy.com 

Records processed under FOIA Request 2024-4348; Released by CDRH on 10-08-2024
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Section 14 Proposed Labeling 

-) 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,lnc. 
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 
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PolyRemedy, Inc. 
2637 Marine Way, Suite 100 
Mountain View, CA 94043 

Call: 1.866.609.3515 
Or Visit: www.polyremedy.com 

23-50376-SfOlrA 
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......; r,) 

~ndications 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 II-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 3rd degree burns or for dry 

wounds. Contains Polyhexamethylene 

Biguanide (PHMB) 0.3%. 

CaH your Doctor if you 
Notice any of the 
FoUowing 

• 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. 

_,I 

Precautions and Warnings 

I STERILE I R I Sterile by gamma radiation. 

40°F 

Sterile unless damaged 
or opened. 

Single use. 

r 104°F 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 PolyFIP dressings 

Call: 1.866.609.3515 

Visit: www.polyremedy.com 

.J 
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 PolyFff+ dressing with the 
DOTS DOWN against your 
wound. 

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

7. If you have been instructed to 
wear a special shoe, stockings or 
any other additional treatment, 
apply it as instructed. 
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Section 14 Proposed Labeling 

14.2 Primary Labeling 

PolyRemedy,lnc. 

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

4x4 inches/10x10 cm 

d Manufactured on: 

~ 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 

I I I Sterile by 
~TERILE R gamma radiatfon 

~ Sterile unless r ,.,. 
~ damaged or opened 

◄D'f 

nets this 
e order of ® Single use & 

a physician licensed 
healthcare practitioner 

PH: 23-50348-SFOl rA [!QI] 

PolyFIT + Absorbing Antimicrobial Dressing Label 

PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 
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Section 14 

PolyRemedy,lnc. 

PolyFIT + High Absorbing 
Antimicrobial Dressing 

Proposed Labeling 

Contains: Polyhexamethylene Biguanide (PHMB) - 0.3% 

4x4 inches/ 1Ox10 cm 

E) Manufactured on: 

~ Use by: 

Contents: 1 /pouch 
Product Code: PFM44A-SP 

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

1.866.609. 3515 
www.polyremedy.com 

I STERILE I RI ~tertle by . 
,._ __ _.._ .... gamma radiation 

~ Sterile unless 1)1- '0<'f 

~ damagll'd or opened -1 
rids this 

'e order of ® Single use & 
PN: 23-50352·SF01rA [!;Qr] 

a physician o erty ttcensed 
heaHhcare practitioner 

PolyFIT + High Absorbing Antimicrobial Dressing label 

Po!yFIT + Absorbing Antimicrobial Dressings Premarket Notification 
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Section 14 

PolyRemedy,lnc. 

Proposed Labeling 

fl NOl.lv1lO.:HHd .1\1 N3d0 fl 

PolyFIT + Absorbing 
Antimicrobial Dressing 

Contains: Polyhexamethytene Biguan!de (PHMB) - 0.3% 

4x4 inches/1Ox10 cm 

~ Manufactured on: 

~ 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 

~ si:..,u. by rfil Consult ~nstructtons 
~ pm:ma rldlat1on L-1.!j fot' UH 

~ StarUe unless r'lllff" Strxe bil!IWNft 
~ domqedoropen<d ..O"Fond 104'F ,,. 

® Sinll•u,o 

PM: lNOHO•SAl1rA l1af.l 

~i)polyFIT-

Lh 
CAUTION! F"adw.;il law fe'$trlcb th!:$ 
d...,.tce to- 111ta by Qr an the, Of~ of 
1 physldan or property 11cen:wd 
h.eelth.care J)fac.tit1oner 

PolyF!T • Absorbing 
Antimicrobial Dressing 

4x4 inches/10x10 cm 

d·Yll?W~d :apoJ 1onpOJd 

W) 0 (XO I /Sil~:JU! j,Xj, 

8U!SSslJQ le!QOJ:1fW!lUV 

!iu1qJosqv +.11.:IAJ0d 

PolyFIT + Absorbing Antimicrobial Dressing Box Label 

PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 
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Section 14 

PolyRemedy,lnc. 

Proposed Labeling 

+ NOll.VlJO.:HHd 1.V N3d0 + 

PolyflT + High Absorbing 
Antimicrobial Dressing 

Contains: Polyhexamethylene Biguanide (PHMBl • 0.3% 

4x4 inches/10x10 cm 

~ Manufactured on: 

~ Useby: 

Contents: 5/box 
Product Code: PFM44A-SP 

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

1.866.609.3515 
www.polyremedy.com 

~ Sterlliet by (1?, (ansl,llt in'litrnctlan'!i 
c.:=.::J:J si1mma ta.dfatlora 1.--L!:J for use 

"® ,r·-Sterlle unless Store between 
dam"l9d c, OJ>e-.0.,. Ml "F ond UWF 

®slngl•""' 

lltt 2,j,!i(l31J.ft1r,\ ~ 

ffpolyFIT. 

Lt 
CAOTtOHI Feder,11 law nntrli;:t, this 
ckivtice to -sale by or on ttMt order cf 
• ph~ or p,oi,e,tv tl<e,,...S 
h•1111t:hcare pr-•ctltlan•F 

PolyflT-t High Absorbing 
Antlmkrcbial Dressing 

4x◄ inche~/1Dx10 cm 

dS·'l'ti>WJd :apo) l"1p0Jd 

WJ 0(XQ~/5.l4JU! !,Xt,, 

8u1ssaJQ 1e1qon1w1iuv 
8u1qiosqv 481H + 11.:ii1;1od 

PolyFIT + High Absorbing Antimicrobial Dressing Box label 

PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 

\ 6 I 
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Section 15 Sterilization ft Shelf Life 

15. Sterilization and Shelf Life 

Sterility 

The PolyFIT + Absorbing Antimicrobial Dressings will be sterilized using gamma 
irradiation. The Sterility Assurance Level for the PolyFIT+ Absorbing 
Antimicrobial Dressings will be 10-6

. The sterilization cycle will be 25 kGy as a 
sterilization dose. The sterilization cycle was validated following 1SO11137-1 /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. 

The sterilization is conducted at a qualified FDA registered facility:! (b)(4) 
(b)(4) : 

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: 
• Pouch: White PE/ Foil, 7" x 1 0" 
• 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 is! (b)(4) 
The shelf-life will be validated using industry-standard accelerated aging 
techniques, i (b)(4) 

(b)(4) : ·-fhe sheffHfe-·vaffrlation will include 
(b)(4) Packaging 

~in_t_e-gn-·t_y_w,_·_u_b_e_va_h __ d-at_e_d_u_s-in-g~i (b )( 4) i 
i (b)(4) 

PolyRemedy, Inc. 
PolyFIT + Absorbing Antimicrobial Dressings Premarket Notification 
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