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510(k) Premarket Notification ' April 25, 2012
AQUACEL™ Ag Extra™ Hydrofiber™ Dressing
with Silver and Strengthening Fiber

JUL 25 201
SECTION 5: 510(K) SUMMARY
Device: AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with
Silver and Strengthening Fiber
Applicant: ConvaTec Inc.
Contact: | Katrina Fiedler
Associate Director, US Regulatory Affairs
908-904-2541 '
Fax: 908-904-2235
Email: katrina.fiedler@convatec.com
Date: April 25, 2012
Trade Name: AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with

Silver and Strengthening Fiber

Classification Name: Dressing, Wound, Drug
Device Class: “Unclassified
Product Code: FRO

Predicate Device: AQUACEL™ Ag Hydrofiber™ Dre;sing; K080383

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber is a
one piece wound dressing comprised of two layers of soft, sterile non-woven material.
The non-woven pads are comprised of Hydrofiber™ dressing and ionic silver
stitchbonded together with regenerated cellulose fibers and designed to provide
additional absorbency and tensile strength prdperties. This conformable and highly
absorbent dressing absorbs wound fluids, creating a soft gel which maintains a moist
environment and supports the body’s healing process.

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber is
indicated for the management of wounds and can be used over-the-counter for minor
wounds such as abrasions, lacerations, minor cuts, minor scalds and burns. Under the
supervision of a healthcare professional, AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing
with Silver and Strengthening Fiber may be used for the management of wounds as an
effective barrier to bacterial penetration of the dressing as this may help reduce
infection; partial thickness {second degree) burns; diabetic foot ulcers, (venous stasis

ConvaTec Inc. 14 of 435

Quesfions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510{k) Premarket Notification April 25, 2012
AQUACEL™ Ag Extra™ Hydrofiber™ Dressing
with Silver and Strengthening Fiber

ulcers, arterial ulcers and leg ulcers of mixed etiology) and pressure ulcers/sores {partial
& full thickness); surgical wounds left to heal by secondary intention such as dehisced
surgical incisions; surgical wounds that heal by primary intent such as dermatological
and surgical incisions (e.g. orthopedic and vascular); traumatic wounds; wounds that are
prone to bleeding, such as wounds that have been mechanically or surgically debrided
and donor sites; oncology wounds with exudate, such as fungoids-cutaneous tumors,

- fungating carcinoma, cutaneous metastasis, Kaposi’'s sarcoma, and angiosarcoma;
painful wounds and infected wounds.

Since AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber
is largely based on the AQUACEL™ Ag Hydrofiber™ technology, the safety and
effectiveness of AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and
Strengthening Fiber has been demonstrated by the literature and clinical data provided
in previous 510(k)s (i.e., KO80383}. In summary, a careful and thorough review of the
literature suggests that Hydrofiber™ dressings have been used safely and effectively in
clinical trials for the management of wounds.

Thus we believe that, AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and
Strengthening Fiber is substantially equivalent to the previously cleared Hydrofiber™-
technology based products {reference K080383) and that AQUACEL™ Ag EXTRA™
Hydrofiber™ Dressing with Silver and Strengthening Fiber can be used safely and
effectively for the management of wounds.

ConvaTec Inc. ‘ . 15 of 435

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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JUL 25 201
Convatec, Incorporated
% Ms. Katrina Fiedler
Associate Director, US Regulatory Affairs
200 Headquarters Park Drive
Skillman, New Jersey 08558

Re: K121275
Trade/Device Name: AQUACEL™ Ag EXTRA™ I-Iydrof'lberwI Dressing with Silver and
Strengthening Fiber
Regulatory Class: Unclassified
Product Code: FRO
Dated: April 25,2012
Received: Aprl 27,2012

Dear Ms. Fiedler:

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 Il (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulatlons administered by other Federal agencies. You must
comply with all the Act’s requirements, mcludmg, but not limited to: registration and listing (21

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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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
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/ucm 1 15809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to :
http://www fda.gov/Medical Devices/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, Internationial 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/ResourcesforYou/Industry/default.htm.

Sincegely yours, MM‘,‘\

Mark N. Melkerson

Director

Division of Surgical, Orthopedic
and Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Premarket Notification ' . April 25, 2012
AQUACEL™ Ag Extra™ Hydrofiber™ Dressing '
with Silver and Strengthening Fiber

SECTION 4: INDICATIO_NS FOR USE STATEMENT
510(k) Number {if known): Not Known
Device Name: AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber
For Over;the-Counter Use:

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber may be
used for:

- Abrasions

- Lacerations

- Minor cuts

- Minor scalds and burns

Under the supervision of a healthcare professional:

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber may be
used for the management of: :

- Wounds as an effective barrier to bacterial penetration of the dressing as this
may help reduce infection;

- Partial thickness {second degree) burns;

- Diabetic foot ulcers, leg ulcers, (venous stasis ulcers, arterial ulcers and leg
ulcers of mixed etiology) and pressure ulcers/sores (partial & full thickness);

- Surgical wounds left to heal by secondary intention such as dehisced surgical
incisions; '

- Surgical wounds that heal by primary intent such as dermatological and surgical
incisions (e.g. orthopedic and vascular);

- Traumatic wounds;

- Wounds that are prone to bleeding, such as wounds that have been
mechanically or surgically debrided and donor sites;

- Oncology wounds with exudate, such as fungoides-cutaneous tumors, fungating
carcinoma, cutaneous metastasis, Kaposi’'s sarcoma, and angiosarcoma;

- Painful wounds;

. - Infected wounds ' :
Prescription Use ). S AND/OR Over-The-Counter Use X

(Part 21 CFR 801 Subpart 15) ' ) (21 CFR 801 Subpart C)

(PLEASE DO N0;|' WRITE BELOW THIS LINE-
CONTINUE ON ANOTHER PAGE {F NEEDED)

Concurrence of CDRH, Office of Device Evaluation {ODE}

ivision Sign-Off)
ConvaTec Inc. Division of Surgical, Orthopedic, o 13 of 435
and Restorative Devices .

Questioné? Contact FDA/CDRH/OCE/DID at CDRE{)IS'TTUS@fda.hhs.gov or 301-796-8118
‘ 510k) Number (I (A TS
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JUL 25 201

Convatec, Incorporated

% Ms. Katrina Fiedler

Associate Director, US Regulatory Affairs
200 Headquarters Park Drive '
Skillman, New Jersey 08558

Re: K121275
Trade/Device Name: AQUACEL™ Ag EXTRA™ Hydrofiber~ Dressing with Silver and
Strengthening Fiber ,
Regulatory Class: Unclassified
Product Code: FRO
Dated: April 25, 2012
Received: April 27, 2012

Dear Ms. Fiedler:

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

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

- Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/ CORH/CDRHOffices/ucm115809.htm for

the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please

note the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reportmg of adverse events under the MDR regulatlon (21
CFR Part 803), please go to

http://www.fda. gov/MedlcalDevlces/SafetyfReportaProblem/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

htip://www.fda.gov/Medical Devices/Resourcesfor Youw/Industry/default.htm,

Sincegely yours, ; Z

Mark N. Melkerson

Director

Division of Surgical, Orthopedic
and Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

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

z



Records processed under FOIA Request # 2015-8413; Released by CDRH on 02-01-2016

510(k) Premarket Notification ' ' ' April 25, 2012
AQUACEL™ Ag Extra™ Hydrofiber™ Dressing : :
with Silver and Strengthening Fiber

SECTION 4: INDICATIONS FOR USE STATEMENT

510(k) Number {if known): Not Known

Device Name: AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber

For Over-the-Counter Use: !

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber may be
used for: ‘ :

- Abrasions

- Lacerations

- Minorcuts

- Minor scalds and burns

Under the supervision of a healthcare professional:

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber may be
used for the management of: '
- Wounds as an effective barrier to bacterial penetration of the dressing as this
may help reduce infection;
- Partial thickness (second degree) burns;
- Diabetic foot ulcers, leg ulcers, (venous stasis ulcers, arterial ulcers and leg
ulcers of mixed etiology) and pressure ulcers/sores {partial & full thickness};
- Surgical wounds left to heal by secondary intention such as dehisced surgical
incisions; '
- Surgical wounds that heal by primary intent such as dermatological and surgical
incisions (e.g. 'orthopedic and vascular);
- Traumatic wounds; .
- Wounds that are prone to bleeding, such as wounds that have been
mechanically or surgically debrided and donor sites;
- Oncology wounds with exudate, such as fungoides-cutaneous tumors, fungating
carcinoma, cutaneous metastasis, Kaposi's sarcoma, and angiosarcoma;
- Painful wounds; '
- infected wounds g
Prescription Use X AND/OR Over-The-Counter Use X

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

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

ivision Sign-Off) :
ConvaTec Inc. Division of Surgical, Orthopedic, : 13 of 435
and Restorative Devices -
Questions? Contact FDA/CDRH/OCE/DID at CDRKfi‘{ﬁl? da.hhs.gov or 301-796-8118 3
' 510(k) Number: .
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Y2 : Document Control Center WO86-G609
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Silver Spring, MD 20993-0002

Aprit 27, 2012

CONVATEC INC 510k Number: K121275

200 HEADQUARTERS PARK DRIVE .

SKILLMAN, NEW JERSEY 08558 - Received: 4/27/2012

ATTN: KATRINA FIEDLER- Product: AQUACEL AG EXTRA HYDROFIBER DR

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

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

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

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

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

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(j)), which expanded the current database
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification
form http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm accompany 510(k)/HDE/PMA
submissions. The agency has issued a draft guidance titled: “Certifications To Accompany Drug, Biological

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 2y
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Product, and Device Applications/Submissions: Compliance with-Section 402(j) of The Public Health Service Act,
Added By Title VIII of The Food and Drug Administration Amendments Act of 2007”
http://www. fda.gov/Medical Devices/DeviceRegulationandGuidance/HowtoMarketY ourDevice/PremarketSubmissio
ns/PremarketNotification5 1 0k/ucm134034.htm. According to the draft guidance, 510(k) submissions that do not
contain clinical data do not need the certification form. '

‘|ease note the following documents as they relate to 510(k) review: " 1) Guidance for Industry and FDA Staff
entitled, “Interactive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements”. This guidance can be found at
http://www_fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucrm089402.htm.  Please
refer to this guidance for information on a formalized interactive review process. 2) Guidance for Industry and FDA
Staff entitled, "Format for Traditional and Abbreviated 510(k)s". This guidance can be found at
http://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/GuidanceDocuments/
ucm084365.him. Please refer to this guidance for assistance on how to format an original submission for a
Traditional or Abbreviated 510(k). ‘

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
s0, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketY ourDevice/PremarketSubmissio
ns/ucm134508 html. In addition, the 510(k) Program Video-is now available for viewing on line at
hitp://www.[da.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketY ourDevice/PremarketSubmissio
ns/PremarketNotification5 1 0k/ucm070201 htm .

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.

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice

_ hup://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have questions on the status
of your submission, please contact DSMICA at (301)796-7100 or the toll-free number (800)638-2041 , or at their

internet address http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default htm. If you have

procedural questions, please contact the 510(k) Staff at (301)796-5640.

Sincerely,

' 510(k) Staff

_Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 25
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Grayson, Giovanna *

From: Grayson, Giavanna *

Sent; Friday, April 27, 2012 1:13 PM
To: ‘katrina.fiedler@conatec.com'
Subject: ack letter

Attachments: image002.png

DEPARTMENT OF HEALTH & HUMAN SERVICES
Public Health Service

5. Fopd and Drug Administration
it Devices and Raﬁm wal Health
E\%ﬂ Conirol Ceziet A 00D~ G40

¥

s S e RS
April 27 20;1-%“.
FIEDLER,

KATRINA "o
CONVATEC INC

700 HEADQUARTERS PARK DRIVE

SKILLMAN, NEW JERSEY 08358
ATTN: KATRINA FIEDLER :

540k Number: Ki21275
Received; #27/2012
Producl; AQUACEL AG EXTRA HYDROFIBER DR

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received the Premarket Notification, (510(k)),
you submitted in accordance with Section 510(k) of the Federal Feod, Drug, and Cosmetic Act{Act) for the above referenced Froducl and for the .
above referenced 510{k) submitter. Please note, if the $10(k) submitter is incorrect, pleasc_noutg the 510(k) Staff immediately. We have asstgned
your submission a unique 510(k) number that is cited above. "Please refer prominently to this 51 Sk) number in all future correspondence that |
telutes to this submission. We will potify you when the processing of your 5 I{)(}% has been completed ot if any additional information is required.
YOU MAY NOT PLACE THIS DEVICEINTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO. .

" Please remember thai all correspondence concerning your submission MUST be sent to the Decument Mail Center fDMC) at the above letierhead
address, Correspondence sent to any address other than the one above will not be considered as part of your official 510(k) submission.

On September 27, 2007, the President signed an act reautherizing medical device user fees for fiscal years 2008 - 2012. The legislation - the
Medicat Device User Fee Amendments of 2007 is part of & larger bill, the Food and Drug Amendments Act of 2007. Please visit our website at
hup:ﬂmy'w.fdggov[M,edlcal,Dc\ncesJDg ecRegulanonandGui ang_4{0_ycrv1cx_x_ﬂ&_1cd:cal __c\flccUsge lzecandM%dermz,auon.ﬁc;MD,UEMqufauthtm
for more information regarding fees and FDA réview goals. In addition, effective January 2, 2008, any firm that chooses 10 use a standard in the
review of ANY new 510(k) needs to fill out the new standards form . .
(Form 3654) and submit it with their $10(k). The form may be found a1 http:/fwww. fda. gov/AboulFDA/ReportsManualsForms/Forms/defauly.him.

We remind you that Title VUI of the Food and Drug Administration Amendments Act of 2007 (lFDAAA) amended the PHS Act by adding new
section 402(j) (42 US.C. § _282?)). which expanded the current database known as ClinicalTrials.gov 1o include mandatory registration and
reporting of Tesults for applicable clinical trials of human drugs (including biological products) and devices. Section 402(j) requires that a

certification form hup://ww {da, gov/AboutFD A/Repos ManualsForms/Forms/default.htm accompany 510(k)/HDE/PMA submissions. The
agency has nssucdadraf[ guidance titled: “Ceni 1cat%g:%sl§l'6 Accompany Drug, Eiofgglca] pany 310(k)

4/27/20 Ruestions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

26
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Product, and Device AdpplicalionsfSubmissions: Compliance with Section 402(j) of The Public Health Service Act, Added By Title VIII of The Food and Drug

Administration Amendments Act of 2007 . .. , e e y
hup:#www, fda.goviMedicalDevices/DeviceRegulatioppndGuidance/HowtoMarket YourDevice/Pre: .l{_bulg.mls. jong/PremarketNotilicatign3 0kiuem] 34034 him,
ication form.

. According to the drafi guidance, 510(k) submissions that do not cantain clinical data do not nced the cerﬁ

Please note the following documents as they relate to 310(k) review: 1) Guidance for Industry and, FDA Staff entitled, “Interactive Review for Medical Device
Submissions; 510(k)s, Original PMAs, PMA Su?pl_ements Original BLAs and BL.A Supplements”. This guidance can be found at . ]

- hup/www tda.gov/Medical Devices/DeviceRegu ;uxon_und('}u|danc_e/(ju1dgng‘cDgggrmean' ucm089402. hun, Please refer to llhlsgu:dancc fer information on a
formalized (nteractive review &rocc;ss. Zi_GuﬁiancEToﬂnaumy and FDA Siaff entitled, "Formal for Traditional and Abbreviated 510(k}s". This guidance can be
found at_htt Jﬁ:{[\gww,{gig,_ggﬂ’,__,_g__d|g:_al_12c;_\:,|_ccs/1)eviccReguIauqna,ndGuldaucc:‘Guldqn(‘:_cb,o_cuz_p_clmgi o : )

ucm084365.him. Please refer to this gurdance for assistance on how to {ormat an eriginal submission for a Traditional or Abbreviated S10(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 documepls more gasily. Under CDRH's e-Copy Program, you may repluce one paper copy ofany remarket submission (e.g.,
510(k), IDE, PMA, HDE} with an electronic copy. For more information about the program, including the tormatting requiréments, please visit our web site at
hup:/faww. fda, gov/Medical Devices/DeviceRegnlutionandGuidanee/HowloMarketY ourDeviee/ PremarketSubmissions/ugm| 34508.himi. In addition, the 510(k)
Program Video i€ now available for viewing on Tine at_ . . . . .
hupwww.fda.gov/Medical Devices/DeviceRegulationandGuidanee/HowtoMarketY ourBlevice/PremarketSubmissions/PremarketNotification 3 10k /uem07¢201 btm .

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.

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice o
hitp:/iwww . fda. ovfMedlcalDcwccs/DevchﬁﬁqlatmnandGuldancefdcf'uull.hlm. If you have questions on the status of your submission, please contact DSMICA at
=20417, or at their internel address '

or the toll-1ree number (8 L . . .
sov/Medical Devices/DeviceRepulationandGuidance/default.itm. If you have procedural questicns, please contact the 510(k) Staff at (301)

Sincerely,
510(k) Staff

4/27/20 Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 7
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Grayson, Giovanna *

From: Microsoft Qutlook

To: . 'katrina.fiedler@conatec.com'’

Sent: Friday, April 27, 2012 1:13 PM
ibject: Relayed; ack letter

Delivery to these recipients or distribution lists is complete, but delivery notification was not
sent by the destination:

'katrina.fiedler@conatec.com!'

Subject: ack letter

Sent by Microseft Exchange Sarver 2007

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 3
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AQUACEL™ Ag Extra™ Hydrofiber™ Dressing
with Silver and Strengthening Fiber

DA CDRy
APR 27 2017

oo, R , .
Ll_l €Ceivey \L:L

Convalec

200 Headquarters Park Drive
Skillman, NJ 08558 USA
www.convatec.com

April 25, 2012

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-101)

9200 Corporate Boutevard

Ruckville, Marytand 20850

RE:  510(k) Premarket Notification - Traditional
AQUACEL™ Ag EXTRA™ Hydrofibec™ Dressing with Silver and Strengthening Fiber

Dear Sir/Madam:

In accordance with Section S10(k) of the Food. Drug and Cosmetic Act and in
conformance with 21 CFR 807, subpan E, this Traditional Premarket Notification is
being submitted for AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and
Strengthening Fiber by ConvaTec Inc. One copy of the S10(k) is enclased (hard copy
format including the Premarket Review Submission Cover Sheet and a detailed Table of
Contents) along with an electronic copy on an accompanying compact disk.

This S10(k) seeks prescription and over-the-counter use clearance for AQUACEL™Ag
EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber, a variativn of
AQUACEL™ Ag Hydrofiber™ Dressing (previously cleared for prescription and over-
the-counter use via KU80383*). *A capy of the clearance letter for the predicate device
Premarket Notification. KO80383, follows this cover letter. Claims to be used in
adventising are contained in Section 13 of this application.

AQUACEL™Ag EXTRA" Hydrofiber Dressing with Silver and Strengthening Fiber
has the classification name: dressing, wound, drug. product code: FRO, and the device is
unclassified.

ConvaTec Inc. 10 of 435

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Premarket Notification April 25, 2012
AQUACEL™ Ag Extra™ Hydrofiber™ Dressing
with Silver and Strengthening Fiber

il

Convalec

The Establishment Registration for the manufacturing site is as follows:

nt Registration number is

The Owner/Operator number is: 2241599
ConvaTec Inc.

200 Headquarters Park Drive

Skillman, New Jersey 08558 USA

ConvaTec requests that the Food and Drug Administration hold as confidential
information our intent 10 market this device. We consider this information to be
confidential commercial information and, therefore, exempt from public disclosure.

For additional general information, please see the “Design and Use of the Device” table
attached to this letter for the submitted device, as described and recommended in the
FDA guidance document entitled Guidance for Industry and FDA Staff: Format for
Traditional and Abbreviated 510(k)s, issued August 12, 2005,

We understand that the submission to the govemment of false information is prohibited
by U.S.C. 1001331(g). To the best of my knowledge, this notification is accurate in all its
details.

We trust you will find the enclosed satisfactory: however, should you have any questions,
please contact me via telephone at (908) 904-2541or by fax at (908) 904-2235 or via
E-mail at katrina.fiedler@convatec.com.

Sincerely. %
?:;m Fiedler, RAC-US, ASQ CQA

Associate Director. US Regulatory Affairs
ConvaTec Inc.

ConvaTec Inc. 11 of 435
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AQUACEL™ Ag Extra™ Hydrofiber™ Dressing
with Silver and Strengthening Fiber

Formn Approved: UMB No. 0300511, Sree Tesoructiom: for OME Surenaess

DEPARTMENT OF HEALTH AND HUMAN SERVIGES PAYMENT IDENTIFICATION NUMBER:
MEDICAL DEVICE USER FEE COVER SHEET Winle the Payment |dentification number on your check.

A completed cover sheet must accempany each orginal application or supplement subject to fees. It payment is sent by LS. mail or
courier, pleasa include a copy of this completed form with payment. Payment and mailing instructions can be fouwnd at-
httpedwaw. fda goviocimdufmarcovarshaat. il

1, COMPANY MAME AND ADDRESS (include name, straet 2. CONTACT NAME
address, city state, country, and past office coda) Katrina Fiedler

2.1 E-MAIL ADDRESS

CONVATEC INC katrina fiedler & convatec.com

200 Headquarters Park Drive

Skillman MNJ DRS5E 2.2 TELEPHONE NUMBER (include Area code)
us A0E-904-2541

1.1 EMPLOYER IDENTIFICATION NUMBER {EIM)} 2.3 FACSIMILE (FAX) NUMBER (Includa Area code)
R S A0B-904-2335

3. TYPE OF PREMARKET APPLICATION (Select one of the fallowing in each column; f you are unsure, please refer to the application
descriplions at the following web site: hitp-ferww fda govicc/mduima

Select an applcation hpe: 3 1 Select a center

|¥) Premarket notification(S10(k)); exeept for third party [¥] CORH

|1 513(g) Requast for Infarmation [1CBER

[ 1 Biolegics License Application {BLA) 3.2 Select ong of the types below
| | Premarket Approval Application (PMA) [¥] Original Application

[ I Modular PRA Supplement Types:

| ] Product Development Protocol (FOP) [ ] Efficacy {BLA}

| ] Premarket Report (PMA) [ 1 Panel Track (PMA, PME, PDP)
[ 1 Amnual Fee for Periodic Reporting (APR) [ 1 Real-Time (PMA, PMR, PDP)

| 130-Day Motice [ ] 180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? {3ee the instructions for more informmation on determining this status)

[1YES, | mest the small business criteria and have submitted the required [%] NO. | am not a small business
qualkitying documeants to FDA

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

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

[X] 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 FDA's approval/clearance of this device )

[T HO (If “"NO,* FDA will not accept your submission until you have paid all fees dus to FDA. This submission will not be processad; sea
hitp:ffwww. fda.govicdri/maufma for additional information)

6. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? |F 80, CHECK THE
APPLICABLE EXCEPTION.

[ ] This applicatian is tha first PMA submitted by a qualified small busingss, [ ] The sole pumposs of the application is to support
including any affiliates conditions of use for a pediatic populaton

[ ] The apphcatien is submitied by a siate or federal
government entity for a devica that is nol 1o be distributed
commercially

7. IS5 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 sa, the application is
subject to the fee that applies for an original premarket approval application (PMA),

[1YES [E] WCY

PAPERWORK REDUCTION ACT STATEMENT

Pubdic reparting burden for this collection of intormation is estimated to avarags 18 minutes per response, including the time for reviewing
insiructions, searching existing data sources, gatharing and mainiaining 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 the address below.

| ] This bislogics applcation is submitted under ssction 351 of the Pubhc
Haalth Service Act for a product licensed for further manulfacturing wuss only

Department of Health and Human Services, Food and Drug Administration, Office of Chisf Information Officer, 1350 Piccard Diive, 41h
Flaar Rockville, MD 20850
[Please do MOT return this form 1o the above address, except as it panains 1o comments on the burden estimate ]

B. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS FREMARKET AFPLICATION

27-Mar-2012

Foem FINA 3801 JGLZ0T

ConvaTec Inc. 3 of 435

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

AQUACEL™ Ag Extra™ Hydrofiber™ Dressing

with Silver and Strengthening Fiber

April 25, 2012

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

Form Approval |
OMB Mo, 09100120

Expiration Date: December 31, 2013

See OMB Stalement on page 5.

Date of Submission
4252012

SECTION A
| PMA

PMA & HDE Supplemant

[[] originat Submission (] megular (180 day)
D Premarket Report | D Spacial
| ] Modular Submissicn | [_] Panel Track (PMa& Only)
| [] Amendment [] s0-day Supglement
| [_] Repart [[] s0-day Notice
[[] repart Amendmean: [ 135-day Suppiement
[] Licensing Agreement [_] Real-ime Review
| Dﬂrgglgmentlu PMA &
upplament
| [oter

User Faa Payment ID Number

TYPE OF SUBMISSION

[] Third Party

POP S10{k} Masating
] original DR B Criginal Submission: [[] Pre-510(K) Meeting
[ Motice of Compietion [x] Traditianal i [ Pre-IDE Meeting
7] Amendment ta PDR [[] speciai | []ere-PMa Meeting
— Abbeeviated (Complete | [] Pre-POP Masting
['section 1. Page 5 |

[[] Additional Infarmation

FD& Submission Document Number (f kriawr)

] Day 100 Meeting

[] Agreement Meeting
] Determination Mesting
[ chner (specity)

Humanitarian Device

IDE
Exemption (HDE)
[[] onginal Submission [] Original Submission
[ Amendment [ Amendmert
[] suppiemsnt [_] supplement
[ repen

[ Repert Amendment

| Class Il Exemption Petition

Evaluation of Automatic
| Class Il Deslgnation
| (D Havo)

[ original Submissicn [] original Submission [ 513ig
[L] Additanal informatien | =) gaitianal Informati (] omer
L Aadiian maten [Jascribe submission);

blhar Submission

Hawe you used or cited Standards in your submission?

SECTION B
Company / Instilution Name

ConvaTer Ine

[(ves  [#]Ne

| 2243968

{If Yes, please complete Saction |, Paga 5) |

SUBMITTER, APPLICANT OR SPONSOR
Establishment Registration Numbser (if known)

Division Mame (if appicahiel

Phone NUMDEr [nciuding area code)

1-608-504-2541
Sireed Address FAX Number [including area codel
204 Headquanrters Park Drive 1-908-504-2235
: City State ! Frovince ZIPPastal Cods Coundry
¢ Skillman MNew Jersay 08558 USA

| Contact Name
| Katrina Fiedler

| Contact Tite
| Associate Director, US Regulatory Affairs

SECTIONC
Campary ! Instilulion Narme

APPLICATION CORRESPONDENT (e.

Contacl E-mall Address

kotrina. fiedlerdconyatec. com

g., consultant, if different from abowve)

Drvision Mame (iF applicaliie)

Streat Address

Phone Mumber @inciiding anea cods) ———

FAX Number (incliding amea code)

City

State | Province

ZIP Code Country

——— PR |

|Contact Name

|Contact Tie

ConvaTec Inc.

| Contact E-mail Address

Page 1 of 5 Pages

PR Tl kg, e iy | S a4 T EF

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

AQUACEL™ Ag Extra™ Hydrofiber™ Dressing
with Silver and Strengthening Fiber

SECTION D1

[[] Mew Device

[] wathdrawal

[] Acditional er Expanded Indications
] Request for Extension

April 25, 2012

REASON FOR APPLICATION - PMA, PDP, OR HDE

I:‘ Change in design, component, ar
speciication:

[] software/ Hardware
[[] cotor Azditve

| [] Location change:
| [:l Manufacturer
[7] Stusiiizer

‘ I:‘ Report Submission;

|:| Response o FOA cormespondence;

[] Post-approval Study Pratocal [ maternial
|_] Request for Applicant Hold [ Specifications
[[] Request for Removal of Applicant Heold [[] Other {specify betow)
[[] Request 1o Remowe or Add Marufacturing Site
[] Process ehange [] Labeling change:
[ Manufacturing [ | Packaging [ Indications
[ Sterilization [ Instructions
(] Other (specify beiow) ] Pertarmance Characteristics
) Shelf Life
] Trade Name

[[] Other (specify baiow)

[ pacsager

|_| Annual or Pencdic
[} Post-approval Study
[ Adverse Reaction
] Device Detect

|_] Amendment

[] Change in Ownership

|:| Change in Correspondant
|:| Crange of Applicant Address

] Other Reasen (specify):

SECTION D2

[] Mew Davice

] Mew indication

[ Adaition of insfitutian

[] Expansion | Extension of Study
] 1Re Certificatian

] Termination of Stusy

] withdrawal ef Application

[] Unanticipated Adverse Effect
| Motficatian of Emergency Use
] Compassicnate Use Request
] Treatment IDE

[] continued Access

REASON FOR APPLICATION - IDE

[] Change in
[] Correspendent! Applicant
[_E Dasign/ Device
[ mitormed Consent
] Manufacturer
[ Manufacturing Process
[ Protocal - Eeasibility
[ Protocal - Qther

[] sponsor

. C Requesi Maating

] Response lo FOW Letler Conceming:
[[] Conditional Approval
[] Deemes approved
] beficient Final Repart
D Deficient Progress Report
|_] Deficient Investigator Report
[ pisapproval
™ .
I Requeast Extension of
Time to Respond to FOW

[] Repart submission:
L] Current Investigator
(] Anrual Progress Repan
[[] site Waiver Report

[ Final

7] Request Hearing

[] criner Reascn ispecify)

SECTION D3

[%] New Device

REASON FOR SUBMISSION - 510(k)

|_] Additional or Expanded Indications

[] ehange in Technology

[ other Reasen (specity)

|
FORM FDA 3514 (12110)

ConvaTec Inc.

- F'EIQE' 2 of SPEQ-F!F- ]

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Premarket Notification April 25,2012
AQUACEL™ Ag Extra™ Hydrofiber™ Dressing

with Silver and Strengthening Fiber

ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

SECTION E

i i |= claimed Summary of, or statament comcaming,
IFlmdu;t codes ol de_\.:icgE b ui‘hlch substantial aquivalence |3 |EI , safety and effeclveness mfornaton
R | 4|
| | i _|® M [ ] 510 (k) summary attached
i5| 8| |T| I [ 510 (k) statemant
| Informiatien m dewices to which substantial equivalence = claimed (i known) ) .
| 510{K) Number ' Trada or Prapriatary or Model Name [ Manufacturer |
}{II.}HUJIB | I ADQUACEL Ap Hydrofiber Diressmg _l ConvaTec Ing.
1 1| 1
| |
| S —_— - —_ — f - _ _
[

PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS
Comman or usual name o classification name

Ahsorbent Antimierobial Wound Dressing, AQUACEL Ag EXTRA; Wound Dreaging, Dressingg; Wound, Drug; Unclassified

—
Trade or Propristary or Model Mame for This Device ) Model Numper
1| AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengihening Fiber | 1 |
— - § i
2 2|
| IR
I |
" 3
4 . |
] 5
FOw docyument numbers of all prior related submissions (regardiess of oulcome) :
I - [ 5 &
T Ko803s3 | z E 4
I7 ) 8 o 9 ' | 10 B KT ) [z
' . | -
Diata Included in Submesson
|E| Latoratary Testing D Anirnal Trials |:| Human Trals

PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
C F A. Sechon [if apphcalis) Denice Class

[ crass1 Oeciassi

| Oeosssut [K] unclassified
General and Plastic Surgery Devices |

SECTION G
Product Code

I FRO

Chassication Panel

Indicatons (from fabEJlng}

SEE ATTACHED, FORM 3514

FORM FDA 3514 (12110} Page 3 of 5 Pages

ConvaTec Inc. 6 of 435
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Records processed under FOIA Request # 2015-8413; Released by CDRH on 02-01-2016

o FOA Docurnent Number (if known)
MNote: Submission of the information entered in Section H does nod altest the
nesid 10 Submil device astablishment regisiration

SECTIONH

MANUFACTURING | PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION
5:| Ongenal

Facility Establishment Identifier (FEI} Mumbser B2 aarufachaer M Contract Steriizer
. Con 1
[(Jada ] Delete _ {

L : Contract Manufaclurer

|| Repackager ! Relabeler

Facility Establishment Identifier (FEI) Nurmbse:
E Oiginal i ]

—_—

[] Manufacturer
[(Jasd  [[] Delete

[¥] Contract Sterilizer
[ ] Contract Manufaciurer [ ] Repackager / Relabeler

I . i {FE - ]
| 52) orginai Facility Establishment identifier (FEI) Numbear : [ Manutacturer
[ agd [ betete

[¢] Contract Sterilizer
[ Contract Manutacturer

| ] Repackages | Relabeler

FORM FDA 3514 (12110)

Add Continuation Page] Page 4 of 5 Pages

ConvaTec Inc.

7 of 435
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Premarket Notification April 25,2012
AQUACEL™ Ag Extra™ Hydrofiber™ Dressing

with Silver and Strengthening Fiber

SECTION | UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission ciles standards or includes a "Deciaration of Conformity fo @ Recogrized
Standard” statemant.
| [Standards No. | Standards Standards Title Version | Date
Crganization
WA
1 z
|
Standards No Standards Standards Title Wersion Dane
Organization
MIA
2
Standards Mo, | Standards | Standards Tile . |Vemsien | Daie o
Organization
M
3
Standards Mo. Standards Standards Title Varsion Date
Organization
MfA
4
|
j.
| Standards No. Standards Standards Title Version Date |
i Organization
Nia
|
§ |
]
|
Standards MNao. Standards Standards Title Werskon Date
Crrganization
MNiA
]
Standards No- Standards Standards Tille Version Oate |
Organization
A
7
R i S
Please Include any additional standards to be clted on a separate page.
| Public reparting burden for this collection of mformation 15 estimated o average 05 hour per response, incloding the time for reviewang insinschons, searching
existing dita sources, gathering and maimaining the dan needed, and completng reviewing the collection of mformation. Send commenis reganding this burden
estimatz or any other aspeci of this collection of information, including suggestions for reducing this burden to:
Diepartment of Health and Human Services
Foad and Dirug Administration
(ffice of Chuef Information Officer
1350 Precard Drive, Room 406
Rockville, MD 20830
An agency may nof conduct or sponser, and a person i aof eequired 10 regpond 10, @ colfecnion of informarion wless i digstays o careen valid OME conrol number.

FORM FDA 3514 (12/10) " Page 5 of 5 Pages

ConvaTec Inc. 8 of 435
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FORM 3514

SECTION G — PRODUCT CLASSIFICATION - INDICATIONS (from labeling)

For Over-the-Counter Use: AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and
Strengthening Fiber may be used for: Abrasions, Lacerations, Minor cuts, Minor scalds
and burns.

Under the supervision of a healthcare professional: AQUACEL™ Ag EXTRA™ Hydrofiber™
Dressing with Silver and Strengthening Fiber may be used for the management of:

- Wounds as an effective barrier to bacterial penetration of the
dressing as this may help reduce infection;

- Partial thickness (second degree) burns;

- Diabetic foot ulcers, leg ulcers, (venous stasis ulcers, arterial ulcers
and leg ulcers of mixed etiology) and pressure ulcers/sores (partial &
full thickness);

- Surgical wounds left to heal by secondary intention such as dehisced
surgical incisions;

- Surgical wounds that heal by primary intent such as dermatological
and surgical incisions (e.g. orthopedic and vascular);

- Traumatic wounds;

- Wounds that are prone to bleeding, such as wounds that have been
mechanically or surgically debrided and donor sites;

- Oncology wounds with exudate, such as fungoides-cutaneous tumors,
fungating carcinoma, cutaneous metastasis, Kaposi’s sarcoma, and
angiosarcoma;

- Painful wounds

- Infected wounds

ConvaTec Inc. 9 of 435

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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AQUACEL™ Ag Extra™ Hydrofiber™ Dressing
with Silver and Strengthening Fiber

Convalec

200 Headquarters Park Drive
Skillman, NJ 08558 USA
www.convatec.com

April 25,2012

Food and Drug Administration

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

9200 Corporate Boulevard

Rockville, Maryland 20850

RE:  510(k) Premarket Notification — Traditional
AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber

Dear Sir/Madam:

In accordance with Section 510(k) of the Food, Drug and Cosmertic Act and in
conformance with 21 CFR 807, subpart E. this Traditional Premarket Notification is
being submitted for AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and
Strengthening Fiber by ConvaTec Inc. One copy of the 510(k) is enclosed (hard copy
format including the Premarket Review Submission Cover Sheet and a detailed Table of
Contents) along with an electronic copy on an accompanying compact disk.

This 510(k) seeks prescription and over-the-counter use clearance for AQUACEL™Ag
EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber, a variation of
AQUACEL™ Ag Hydrofiber™ Dressing (previously cleared for prescription and over-
the-counter use via KOB0383*). *A copy of the clearance letter for the predicate device
Premarket Notification, KO80383, follows this cover letter. Claims to be used in
advertising are contained in Section 13 of this application.

AQUACEL™Ag EXTRA™ Hydrofiber Dressing with Silver and Strengthening Fiber
has the classification name: dressing, wound, drug. product code: FRO, and the device is
unclassified.

ConvaTec Inc.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Premarket Notification April 25, 2012
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Convalec

The Establishment Registration for the manufacturing site is as follows:

The Owner/Operator number is: 2241599
ConvaTec Inc.

200 Headquarters Park Drive
Skillman, New Jersey 08558 USA

ConvaTec requests that the Food and Drug Administration hold as confidential
information our intent to market this device. We consider this information to be
contidential commercial information and, therefore, exempt from public disclosure.

For additional general information, please see the “Design and Use of the Device” table
attached to this letter for the submitted device, as described and recommended in the
FDA guidance document entitled Guidance for Industry and FDA Staff: Format for
Traditional and Abbreviated 510(k)s, issued August 12, 2005.

We understand that the submission to the government of false information is prohibited
by U.S.C. 1001331{q). To the best of my knowledge, this notification is accurate in all its
details.

We trust you will find the enclosed satisfactory; however, should you have any questions,
please contact me via telephone at (908) 904-2541or by fax at (908) 904-2235 or via
E-mail at katrina.fiedler @convatec.com.

Sincerely, %
Blors

Katrina Fiedler, RAC-US, ASQ CQA
Associate Director, US Regulatory Affairs
ConvaTec Inc.

ConvaTec Inc. 11 of 435
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Convalec

Design and Use of the Device

Question YES | NO

Is the device intended for prescription use (21 CFR 801 Subpart D)?* X
Is the device intended for over-the-counter use (21 CFR 801 Subpart oM | X
Does the device contain components derived from a tissue or other X
biologic source?
Is the device provided sterile? X
Is the device intended for single use? X
Is the device a reprocessed single use device?

If yes, does this device type require reprocessed validation data?
Does the device contain a drug?
Does the device contain a biologic?
Does the device use software?
Does the submission include clinical information?
Is the device implanted?
AA device may be intended for both prescription and over the counter use. If so, the
answer to both of these questions is ves.

e

b P P e P

ConvaTec Inc.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION 4: INDICATIONS FOR USE STATEMENT

510(k) Number (if known): Not Known
Device Name: AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber
For Over-the-Counter Use:

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber may be
used for:

- Abrasions

- Lacerations

- Minor cuts

- Minor scalds and burns

Under the supervision of a healthcare professional:

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber may be
used for the management of:

- Wounds as an effective barrier to bacterial penetration of the dressing as this
may help reduce infection;

- Partial thickness (second degree) burns;

- Diabetic foot ulcers, leg ulcers, (venous stasis ulcers, arterial ulcers and leg
ulcers of mixed etiology) and pressure ulcers/sores (partial & full thickness);

- Surgical wounds left to heal by secondary intention such as dehisced surgical
incisions;

- Surgical wounds that heal by primary intent such as dermatological and surgical
incisions (e.g. orthopedic and vascular);

- Traumatic wounds;

- Wounds that are prone to bleeding, such as wounds that have been
mechanically or surgically debrided and donor sites;

- Oncology wounds with exudate, such as fungoides-cutaneous tumors, fungating
carcinoma, cutaneous metastasis, Kaposi’s sarcoma, and angiosarcoma;

- Painful wounds;

- Infected wounds

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

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

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

ConvaTec Inc. 13 of 435
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SECTION 5: 510(K) SUMMARY

Device: AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with
Silver and Strengthening Fiber

Applicant: ConvaTec Inc.

Contact: Katrina Fiedler
Associate Director, US Regulatory Affairs
908-904-2541
Fax: 908-904-2235
Email: katrina.fiedler@convatec.com

Date: April 25, 2012

Trade Name: AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with
Silver and Strengthening Fiber

Classification Name: Dressing, Wound, Drug
Device Class: Unclassified
Product Code: FRO

Predicate Device: AQUACEL™ Ag Hydrofiber™ Dressing, KO80383

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber is a
one piece wound dressing comprised of two layers of soft, sterile non-woven material.
The non-woven pads are comprised of Hydrofiber™ dressing and ionic silver
stitchbonded together with regenerated cellulose fibers and designed to provide
additional absorbency and tensile strength properties. This conformable and highly
absorbent dressing absorbs wound fluids, creating a soft gel which maintains a moist
environment and supports the body’s healing process.

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber is
indicated for the management of wounds and can be used over-the-counter for minor
wounds such as abrasions, lacerations, minor cuts, minor scalds and burns. Under the
supervision of a healthcare professional, AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing
with Silver and Strengthening Fiber may be used for the management of wounds as an
effective barrier to bacterial penetration of the dressing as this may help reduce
infection; partial thickness (second degree) burns; diabetic foot ulcers, (venous stasis

ConvaTec Inc. 14 of 435
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ulcers, arterial ulcers and leg ulcers of mixed etiology) and pressure ulcers/sores (partial
& full thickness); surgical wounds left to heal by secondary intention such as dehisced
surgical incisions; surgical wounds that heal by primary intent such as dermatological
and surgical incisions (e.g. orthopedic and vascular); traumatic wounds; wounds that are
prone to bleeding, such as wounds that have been mechanically or surgically debrided
and donor sites; oncology wounds with exudate, such as fungoids-cutaneous tumors,
fungating carcinoma, cutaneous metastasis, Kaposi’s sarcoma, and angiosarcoma;
painful wounds and infected wounds.

Since AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber
is largely based on the AQUACEL™ Ag Hydrofiber™ technology, the safety and
effectiveness of AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and
Strengthening Fiber has been demonstrated by the literature and clinical data provided
in previous 510(k)s (i.e., KO80383). In summary, a careful and thorough review of the
literature suggests that Hydrofiber™ dressings have been used safely and effectively in
clinical trials for the management of wounds.

Thus we believe that, AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and
Strengthening Fiber is substantially equivalent to the previously cleared Hydrofiber™-
technology based products (reference K080383) and that AQUACEL™ Ag EXTRA™
Hydrofiber™ Dressing with Silver and Strengthening Fiber can be used safely and
effectively for the management of wounds.

ConvaTec Inc. 15 of 435
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SECTION 6: TRUTHFUL AND ACCURACY STATEMENT

As required by 21 CFR 807.87(k), I certify that, in my capacity as Associate Director, US
Regulatory Affairs for ConvaTec Inc., I believe to the best of my knowledge, that all
data and information submitted in the premarket notification are truthful and accurate and
that no material fact has been omitted.

Katrina Fiedler
Associate Director, US Regulatory Affairs

it & 5, 2o/

April 25,2012

ConvaTec Inc. 16 of 435
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April 25, 2012

SECTION 7: CLASS Il SUMMARY AND CERTIFICATION

The AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber is
not a Class lll Device. This section is not applicable.

ConvaTec Inc. 17 of 435
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Form Approved: OMB No. 0910-0396
DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration Expiration Date: August 31, 2012

CERTIFICATION: FINANCIAL INTERESTS AND
ARRANGEMENTS OF CLINICAL INVESTIGATORS

TO BE COMPLETED BY APPLICANT

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

l Please mark the applicable checkbox. /

[C] (1) As the sponsor of the submitted studies, | certify that | have ngt entered into any financial arrangement
with the listed clinical investigators (enter names of clinical ipfestigators below or attach list of names to
this form) whereby the value of compensation to the investigator could be affected by the outcome of the
study as defined in 21 CFR 54.2(a). | also certify that each listed clinical investigator required to disclose
to the sponsor whether the investigator had a proprietary interest in this product or a significant equity in
the sponsor as defined in 21 CFR 54.2(b) difl jot disclose any such interests. | further certify that no

listed investigator was the recipient of signj yments of other sorts as defined in 21 CFR 54.2(f)
W
\
3]

[] (@) As the applicant who is submifling a study or studies sponsored by a firm or party other than the
applicant, | certify that ba on information obtained from the sponsor or from participating clinical
investigators, the listed clini¢al investigators (attach list of names to this form) did not participate in any
financial arrangement wiif the sponsor of a covered study whereby the value of compensation to the
investigator for condugting the study could be affected by the outcome of the study (as defined in 21
CFR 54.2(a)); had nd proprietary interest in this product or significant equity interest in the sponsor of
the covered studyAas defined in 21 CFR 54.2(b)); and was not the recipient of significant payments of
other sorts (as ned in 21 CFR 54.2(f)).

[] (3) As the applicant who is submitting a study or studies sponsored by a firm or party other than the
applicant, | certify that | have acted with due diligence to obtain from the listed clinical investigators
(attach list of names) or from the sponsor the information required under 54 4 and it was not possible to
do so. The reason why this information could not be obtained is attached.

NAME —
ac. W.@ectag ;, S cAL
i AFAW@D
Wmiﬁﬁmﬂ;an
ConvvaTé&E
SIGNATURE DATE (mmidd/yyyy)
230 AL Qo -

Paperwork Reduction Act Stat
An agency may not conduct or sponsor, and a person is nol required to respond to, a collection of
information unless it displays a currently valid OMB control number. Public reporting burden for this
collection of information is estimated to average | hour per response, including time for reviewing
instructions, searching existing data sources, gathering and maintaining the necessary data, and
completing and reviewing the collection of information Send comments regarding this burden estimate
or any other aspect of this collection of information to the address to the nght:

Department of Health and Human Services
Food and Drug Administration

Office of Chicf Information Officer

1350 Piccard Drive, 420A

Rockville, MD 20850

FORM FDA 3454 (10/09) RC Ciepies () S EF
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SECTION 9: DECLARATION OF CONFORMITY AND SUMMARY REPORTS

To date, no performance standards or special controls have been issued by the Food
and Drug Administration for this type of device.

As required under Section 514 of the Food, Drug and Cosmetic Act, AQUACEL™ Ag
EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber is manufactured in
accordance with 21 CFR Part 820, Quality System Regulations.

FDA Form 3654, Standards Data Report for 510(k)s is not included in this submission.

ConvaTec Inc. 19 of 435
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SECTION 10: EXECUTIVE SUMMARY

This 510(k) seeks clearance with substantial equivalence for AQUACEL™ Ag EXTRA™
Hydrofiber™ Dressing with Silver and Strengthening Fiber.

Description of Device

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber is a
sterile one-piece wound dressing which is designed for the management of wounds and
based largely on the technology of AQUACEL™ Ag Hydrofiber™ dressing. By combining
the absorbency/retention properties of two layers of AQUACEL™ Ag Hydrofiber™ with
the addition of strengthening fibers, a new dressing range has been developed to meet
the user needs of extra absorbency and extra tensile strength.

Indications for Use

For Over-the-Counter Use:

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber
may be used for:

- Abrasions

- Lacerations

- Minor cuts

- Minor scalds and burns

Under the supervision of a healthcare professional:

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber
may be used for the management of:

- Wounds as an effective barrier to bacterial penetration of the
dressing as this may help reduce infection;

- Partial thickness (second degree) burns;

- Diabetic foot ulcers, leg ulcers, (venous stasis ulcers, arterial ulcers
and leg ulcers of mixed etiology) and pressure ulcers/sores (partial &
full thickness);

- Surgical wounds left to heal by secondary intention such as dehisced
surgical incisions;

- Surgical wounds that heal by primary intent such as dermatological
and surgical incisions (e.g. orthopedic and vascular);

ConvaTec Inc. 20 of 435
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- Traumatic wounds;

- Wounds that are prone to bleeding, such as wounds that have been
mechanically or surgically debrided and donor sites;

- Oncology wounds with exudate, such as fungoides-cutaneous tumors,
fungating carcinoma, cutaneous metastasis, Kaposi’s sarcoma, and
angiosarcoma;

- Painful wounds;

- Infected wounds

Device Comparison Tables

Tables of Similarities and Differences are provided on the following pages for both the
proposed AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening
Fiber compared to the respective predicate, AQUACEL™ Ag Hydrofiber™ Dressing
(K080383).

ConvaTec Inc. 21 of 435
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SECTION 11: DEVICE DESCRIPTION

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber is a sterile
one-piece wound dressing, based on the well established absorptive and retentive properties of
Hydrofiber™ technology.

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber has the
additional design characteristics of increased tensile strength (through the introduction of
Tencel® strengthening fibers) and greater absorptive capacity (due to the two layers of
Hydrofiber™ technology).

This conformable and highly absorbent dressing absorbs wound fluids and creates a soft gel
which maintains a moist environment that supports the body’s healing process.

Overview of Technology

ConvaTec has developed a number of dressings containing Sodium Carboxymethylcellulose
fibers in different textile structures. Collectively, this technology is referred to as Hydrofiber™
technology. AQUACEL™ Ag dressing, a non-woven fibrous Hydrofiber™ dressing with ionic silver
(1.2% w/w), has gained wide spread acceptance in the management of acute and chronic
wounds where the wound is clinically infected or there is a risk of infection.

By incorporating two thinner thickness layers of AQUACEL™ Ag Hydrofiber™ and stitching
bonding these layers together, a new extension to the AQUACEL™ Ag dressing range has been
developed to help meet the key customer requirements of additional absorption and additional
tensile strength.

Product Components

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber is comprised
of a stitchbonded (the two layers of non-woven fabric are stitched together with Tencel®
(regenerated cellulose) yarn so that they are effectively bonded together) absorbent pad. The
dressing is essentially a combination of two thinner layers of silver Hydrofiber™ which is stitched
together.
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The pad component is composed of two layers of Hydrofiber™ which are stitchbonded together
using Tencel® yarn. The stitches run in the warp (longitudinal) direction and in the weft
(latitudinal) direction. The stitching accounts for nominally [iJfw/w of the pad.

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber is a pad
dressing comprised of two thinner layers of the same base material as used in AQUACEL™ Ag
dressing. AQUACEL™ Ag contains 1.2% w/w of ionic silver and has been shown to be effective
against wound pathogens in both in vitro testing and clinical practice since its launch in 2002.
Silver is an antiseptic agent which is widely used in wound care. Originally it was used mainly as
a topical agent within a cream or ointment, but more recently it has been used within silver-
containing wound dressings. The historical use of silver-containing products has not raised
significant patient safety issues, with silver dressings gaining significant acceptance in wound
management.

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber is supplied
sterile, and is available in a range of sizes, details of which can be seen in Table 1 below.
Dressings are packed in light-resistant foil pouches, which also act as a moisture barrier.
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Overall Dressing Dimensions Pack Count Product Code
5cm x 5cm / 2 x 2inches 10 420675
10cm x 10cm / 4 x 4 inches 10 420676
10cm x 12cm / 4 x5 inches 10 420677
15cm x 15cm / 6 x 6 inches 5 420678
20cm x 30cm / 8 x 12 inches 5 420679

Table 1: Dressing and component dimensions

Mechanism of Action for the Silver Hydrofiber™ Dressing
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Wound Hepair and Regenaration v

A comparative study of the cytotoxicity of silver-based
dressings in monolayer cell, tissue explant, and animal models

Andrew Burd, MD o Hung, MPhil™; Hui S Chan, PRD?; Hua Gu, MPhil';
Wai K Lam, PhD,  FACE{ \ h
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SECTION 12: Substantial Equivalence Discussion

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber incorporates
the absorbency/retention properties of AQUACEL™ Ag Hydrofiber™ Dressing. Thus, by design,
the components of the AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and
Strengthening Fiber are substantially equivalent to:

e AQUACEL™ Ag Hydrofiber™ Dressing (previously cleared via 510(k), KO80383)

Tables of Similarities and Differences are provided on the following pages for both the proposed
AQUACEL™ Ag EXTRA™ Hyrdofiber Dressing with Silver and Strengthening Fiber compared to the
respective predicate, AQUACEL™ Ag Hydrofiber™ Dressing and outlines the product

characteristics and specifications which form the basis of the substantial equivalence discussion.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
8200 Comorate Boulevard

MAY -9 2008 Rockville MD 20830

Convatee, Division of ER
Squibb & Sons, LLC

% Ms. Marilyn Konicky

Associate Director

200 Headquarters Park Drive

Skillman, New Jersey 08558

Re: K080383

Trade/Device Name: AQUACEL® Ag with Hydrofiber® Silver Impregnated Antimicrobial
Dressing
AQUACEL® Hydrofiber® Wound Dressing

Regulatory Class: Unclassified

Product Code: FRO, NAC

Dated: February 8, 2008

Recelved: February 12, 2008

Dear Ma. Konicky:

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 indicatjons
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, Dirug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject 1o the general controls provisions of the Act, The
genera] 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 elass IT (Special Controls) or class TIT (PMA), it
may be subject 1o such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts §00 to 898, In addition, FDA may
publish further announcements eoncerning your device in the Federal Register,

Please be advised that FDA's isspance of a substantial equivalence determination does not mean
that FIDA has made a determination that your device complics with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agenciss. 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

ConvaTec Inc. 48 of 435

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



Records processed under FOIA Request # 2015-8413; Released by CDRH on 02-01-2016

510(k) Premarket Notification April 25, 2012
AQUACEL™ Ag Extra™ Hydrofiber™ Dressing

with Silver and Strengthening Fiber

G5/05/08 MON 07:32 FAX CDRE FDA ODE ooz

Page 2 — Ms. Marilyn Konicky

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-342 of the Act); 21 CFR 1000-1050.

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

If vou desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance at
{2407 276-0115. Also, pleasc note the regulation entitled, "Misbranding by reference to
premarket notification” {21 CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH™s Office of Surveillance and Biometric’s (O8B's) Division of Postmarket
Surveillance at (240) 276-3474. For questions regarding the reporting of device adverse events
(Medical Devics Reporting (MDRY)), please contact the Division of Surveillance Systems

at (240) 276-3464. You may obtain other general information on your responsibilities under the
Act from the Division of Small Manufacturers, [nternational and Consumer Assistance

at its toll-free number (800) 638-2041 or (240) 276-3150 or at its Internet address

httperewew. fdagov/edrh/i /support/index.html,

Sincerely vours,

Made S| Hplher_
Mark N. Melkerson
Director
Division of Gieneral, Restorative
and Newrological Devices
Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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S10{k} Premarket Motification
®

AQUAL‘EL@ and AQUACEL  Ag Revised May 1, 2008

SECTION 4: INDICATIONS FOR USE STATEMENT, CONTINUED

S10(K) Number (if known):  KO080383

Device pames; AQUACEL® Ag with Hydrofiber™ Silver Impregnated Antimicrobial
Dressing

For Over-the-Counter Use, AQUACELQ Hydrofiber® Wound Dressing may beused for:
Abrasions
- Lacerations
Minor cuts
- Minor scalds and burns

Indientions for Use:

Under the supervision of a healthcare professional, AQUACEL® Ag Hydrofiber Dressing
may be used for the management of:

- Wounds as an effective barrier to bacterial penetration of the dressing as this may help
reduce infection

- Partial thickness {second degree) burns

- Diabetic foot ulcers, leg ulcers (venous stasis uloers, arterial uloers and leg wleers of mixed
stiology) and pressure ulcers/sores (partial & full thickness)

- Surgical wounds left to heal by secondary intention such as dehisced surgical ineisions'

- Surgical wounds that heal by primary intent such as dermatological and surgicsl
incisions (e.g., orthopedic and vaseular)!

- Traumatic wounds

- Wounds that are prone to bleeding such as wounds that have been mechanically or surgically
debrided and donor sites' '

«  Oncology wounds with exudate such as fungoides-cutaneous tumors, fungating carcinoma,
citansous metastasis, Kaposi's sareoma and angiosarcoma

- Manapement of painful wounds

- Infected Wounds'

'Clarifled / New Indication, not previously ineluded in this format under K013814 or K063271

Preseription Use X AND/OR Ower-the-Counter Use ) S
(Part 21 CFR 801 Subpart 1) {21 CFR 801 Subpart )

PLEASE DO NOT WRITE BELOW THIS LINE-C INUEVON ANOTHER PAGE IF NEEDED

4
ConcurrtnﬁBoICDRH{wm ] tion (ODE)

Bivision of General, Restorative,
and Neurological Devices

510(k) Number l( 0o 3k
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510¢k) Premarket Motification

AQUACEL® and AQUACEL® Ag Revised April 17, 2008
SECTION 4: INDICATIONS FOR USE STAT
510(K) Number (if known):  K080383

Device pame: AQUACEL? Hydrofiber® Wound Dressing

For Over-the-Counter Use, AQUACEL® Hydrofiber® Wound Dressing may be used for;

Abrasions
- Lacerations
= Minor cufs
"« Miner sealds and bums
Tudieations for Use:

Under the supervision of a healthcare professional, AQUACELQ Hydrofiber™ Wound
Dressing may be wsed for the management of:

- Leg uleers, pressure ulcers (Stage [I-[V) and diabetic ulcers

- Surgical wounds (post-operative, donor sites, dermatological)
Partial thickness (second degree) burns

- Traumatic or surgical wounds left to heal by secondary intention such as dehisced
surgical incisions'

- Surgical wounds that heal by primary intent, such as dermatologieal and
surgical incisions (e.g. orthopedic and vmul&t"}l

- Traumatic wounds*

- Local management of wounds that are prena to bleeding. such a3 wounds that have

' been mechanically or surgically debrided and donor sites '

Management of painful wounds

' Clarifled / New Indication, not previously included in the format under K943258, K982116, or
K063271
*Indication re-positioned within Indications for Use statement

Prescription Use .-E AND/OR (}ver.!hﬁ-ﬂt:;umer Use X
(Part 21 CFR 801 Subpart 1) {21.CFR 80| Subpart C)
W THIS LINE - CONTINUE ON ANDTHE‘.R PAGE IF NEEDED

PLEASE DO NOT WRITE B!

- Coﬂ
(Division ﬂign‘ﬁﬁ) —

Division of General, Restorative,
it and Neurological Devices

s1000 Number |05 037

ce of Cfmm, Office of Device Evaluation (ODE)
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SECTION 13: Proposed Labeling

This section includes the proposed labeling for AQUACEL™ Ag EXTRA™ Hydrofiber™
Dressing with Silver and Strengthening Fiber (cartons/labels, OTC package insert, Rx only
package insert), proposed advertising claims, and copies of the package inserts for the predicate
device (AQUACEL™ Ag Hydrofiber™ dressing).
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OTC Proposed Package Insert

OVER-THE-COUNTER
STERILE

AQUACEL™ Ag EXTRA™
Hydrofiber™ Dressing with Silver and Strengthening Fiber

INSTRUCTIONS FOR USE

@ Do Not Use if Packaged is Damaged

MISC 2215
@ Do Not Reuse
MISC 2026
Gamma Sterilized
MISC 2017
REF Order Number
MISC 2125
T Keep Dry
MISC 2184
25 C
THFE
wygr
S0°F Store at Room Temperature
MISC 2047a
[:Ei] Consult Instructions for Use
MISC 2217
LOT
Lot Number

MISC 2063

E Expiration Date
MISC 2060

PRODUCT DESCRIPTION

Aquacel Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber is a soft, sterile, non-woven dressing made
from two layers of silver Hydrofiber which are stitched together. This highly absorbent dressing conforms to the wound,
absorbs wound fluid and creates a soft gel. The silver in the dressing helps reduce the risk of wound infection. *?

This dressing should be used with a cover dressing (one that adheres to the skin).

INDICATIONS

For Over-the-Counter use, AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber may be
used for:

e Abrasions

e Lacerations

e Minor cuts

¢ Minor scalds and burns
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CONTRAINDICATIONS
Do not use AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber if you are sensitive to the
dressing, or its components, or have had an allergic reaction to the dressing.

PRECAUTIONS AND OBSERVATIONS

e Caution: Sterility is guaranteed unless pouch is damaged or opened prior to use.

e This device is for single-use only and should not be re-used. Re-use may lead to increased risk of infection or cross
contamination. Physical properties of the device may no longer be optimal for intended use.

e Should you see irritation (reddening, inflammation), maceration (whitening of skin), hypergranulation (excess tissue
formation), sensitivity or allergic reaction, call a healthcare professional.

e Call a healthcare professional if (1) signs of infection occur (increased pain, bleeding, wound drainage), (2) there is a
change in wound color and/or odor, (3) the wound does not begin to show signs of healing and (4) any other
unexpected symptoms occur.

e The dressing may be used on infected wounds only under the care of a healthcare professional.

¢ During the body's normal healing process, unnecessary material is removed from the wound which could make the
wound appear larger after the first few dressing changes. If the wound continues to get larger after the first few
dressings changes, consult a healthcare professional.

e Because AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber provides a moist environment
that supports the growth of new blood vessels, occasionally the delicate newly formed blood vessels may produce a
blood stained wound fluid.

e This wound dressing should not be used with other wound care products, other than those listed in DIRECTIONS FOR
USE Section without first checking with a healthcare professional.

o If you have difficulty removing the dressing, the dressing should be fully saturated with sterile saline or sterile water and
allowed to soak into the dressing.

¢ AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber should not be used with oil-based
products such as petrolatum.

* Management of cavity wounds should only be performed under the guidance of a medical professional.

DIRECTIONS FOR USE

» Before applying the dressing, clean the wound area with an appropriate wound cleanser such as normal saline or Shur-
Clens™ Wound Cleanser.

¢ Apply the dressing to the wound and then cover with a moisture holding dressing (i.e., DuODERM™ Extra Thin,
Versiva™ XC™), gauze, or other appropriate dressing. See individual package inserts for complete instructions for
use. AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber should overlap ¥z inch (1 cm) onto
the skin around the wound.

e All wounds should be checked often. Remove the AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and
Strengthening Fiber when leakage, excessive bleeding, or suspicion of infection occurs. The AQUACEL Ag EXTRA
Hydrofiber Dressing with Silver and Strengthening Fiber is designed to remain in place no longer than seven days. The
dressing should be changed when it is soaked with wound fluid or if the cover dressing is leaking or the cover
dressing’s edges are bunching or rolling up.

FOR DRY WOUNDS

» Place the AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber on the wound and then wet
with sterile saline or sterile water over the wound area only.

e Cover the dressing with a moisture holding dressing such as DuoDERM Extra Thin.

Store at room temperature (10°C - 25°C/50°F - 77°F). Keep dry.

If further information or guidance is needed, please contact ConvaTec Professional Services.

! The biocompatibility of AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber has been
demonstrated through appropriate in vivo and in vitro tests.
2 Antimicrobial activity has been demonstrated by relevant in vitro microbiological assays.

Made in UK
© 2012 ConvaTec Inc.

™ indicates trademarks of ConvaTec Inc. AQUACEL Ag, EXTRA, the AQUACEL Ag logo, Hydrofiber, Shur-Clens,
DuoDERM, and Versiva XC are registered trademarks in the United States.

< END ENGLISH >
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Rx only Proposed Package Insert

<BEGIN ENGLISH>
RX Only

STERILE
AQUACEL™ Ag EXTRA™
Hydrofiber™ Dressing with Silver and Strengthening Fiber

INSTRUCTIONS FOR USE

@ Do Not Use if Packaged is Damaged

MISC 2215
@ Do Not Reuse
MISC 2026
Gamma Sterilized
MISC 2017
REF Order Number
MISC 2125
T Keep Dry
MISC 2184
25 C
THF
wygf
S0°F Store at Room Temperature
MISC 2047a
[:Ei] Consult Instructions for Use
MISC 2217
LOT
Lot Number

MISC 2063

E Expiration Date
MISC 2060

PRODUCT DESCRIPTION

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing is a soft, sterile dressing made from two layers of 1.2% ionic silver
impregnated sodium carboxymethylcellulose stitched together with strengthening fibers which allows for a maximum of
18.48mg of silver for a 4 inch x 4 inch dressing. The silver in the dressing kills wound bacteria held in the dressing, and
provides an antimicrobial barrier to protect the wound bed. This dressing absorbs high amounts of wound fluid and
bacteria and creates a soft, cohesive gel that intimately conforms to the wound surface, maintains a moist environment
and aids in the removal of non-viable tissue from the wound (autolytic debridement). Moist wound healing environment
and control of wound bacteria supports the body’s healing process and helps reduce the risk of wound infection."?

INDICATIONS
Under the supervision of a healthcare professional, AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and
Strengthening Fiber may be used for the management of:
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e Wounds as an effective barrier to bacterial penetration of the dressing as this may help reduce infection;

o Partial thickness (second degree) burns;

¢ Diabetic foot ulcers, leg ulcers, (venous stasis ulcers, arterial ulcers and leg ulcers of mixed etiology) and pressure
ulcers/sores (partial & full thickness);

e Surgical wounds left to heal by secondary intention such as dehisced surgical incisions;

e Surgical wounds that heal by primary intent such as dermatological and surgical incisions (e.g., orthopedic and
vascular);

e Traumatic wounds;

¢ Wounds that are prone to bleeding, such as wounds that have been mechanically or surgically debrided and donor
sites;

¢ Oncology wounds with exudate, such as fungoides-cutaneous tumors, fungating carcinoma, cutaneous metastasis,
Kaposi's sarcoma, and angiosarcoma;

¢ Painful wounds

¢ Infected wounds

CONTRAINDICATIONS
AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber should not be used on individuals who are
sensitive to or who have had an allergic reaction to the dressing or its components.

PRECAUTIONS AND OBSERVATIONS

e Caution: Sterility is guaranteed unless pouch is damaged or opened prior to use.

¢ This device is for single-use only and should not be re-used. Re-use may lead to increased risk of infection or cross
contamination. Physical properties of the device may no longer be optimal for intended use.

¢ When dressing sinus, tracking/tunneling or undermining wounds use AQUACEL Ag dressing with strengthening fibers
(ribbon).

¢ During the body’s normal healing process, non-viable tissue is removed from the wound (autolytic debridement), which
could initially make the wound appear larger. If the wound continues to grow larger after the first few dressing changes,
consult a healthcare professional. The wound should be inspected during dressing changes. Consult a healthcare
professional if you see a) signs of infection (increased pain, increased redness, wound drainage), b) bleeding, c) a
change in wound color and/or odor, d) irritation (increased redness and/or inflammation), e) maceration (skin
whitening), f) hypergranulation (excessive tissue formation), g) sensitivity (allergic reaction), h) no signs of healing.

« If you have difficulty removing the dressing, it should be soaked with water or sterile saline until it removes easily. (For
partial thickness burns, please refer to the Partial Thickness Burns section of this package insert)

o Because AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber provides a moist environment
that supports the growth of new blood vessels, the delicate newly formed blood vessels may occasionally produce
blood stained wound fluid.

o AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber is not compatible with oil-based
products, such as petrolatum.

e Secondary dressings should be used as stated in the DIRECTIONS FOR USE Section.

e This wound dressing should not be used with other wound care products, other than those listed in DIRECTIONS FOR
USE Section without first consulting a healthcare professional.

In addition, for leg ulcers, (venous stasis ulcers, arterial ulcers and leg ulcers of mixed etiology), diabetic ulcers,
pressure ulcers/sores, partial thickness (second degree burns), donor sites and surgical, oncology or traumatic
wounds left to heal by primary or secondary intention:

¢ Treatment of wounds listed above should be under the supervision of a healthcare professional.

o Appropriate supportive measures should be taken where indicated (e.g. use of graduated compression bandaging in
the management of venous leg ulcers or pressure relief measures in the management of pressure ulcers, systemic
antibiotics and frequent monitoring in the treatment of wound infection, control of blood glucose for diabetic ulcers, etc.).

¢ For oncology wounds, a secondary dressing of high absorbency may be required.

¢ In partial thickness (second degree) burns, consider alternate (surgical) procedures if the wound has not
reepithelialized after 14 days.

o AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber is not intended for use as a surgical
sponge.

e The use of AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber has not been studied
in wounds due to herpes simplex or impetigo.

DIRECTIONS FOR USE

o Before applying the dressing, cleanse the wound area with an appropriate wound cleanser.

o AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber should overlap 1cm (1/2 inch) onto the
skin surrounding the wound.

¢ When using AQUACEL Ag EXTRA Hydrofiber Dressing in deep wounds, only fill the wound up to 80%, as AQUACEL
Ag EXTRA Hydrofiber Dressing with Strengthening Fibers will expand to fill the wound space on contact with wound
fluid.
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e This primary dressing should be used with a secondary cover dressing. Apply the dressing to the wound and cover
with a moisture retentive dressing (e.g. DuODERM™ Extra Thin, CarboFlex™, Versiva™ XC) gauze, or other
appropriate dressing. See individual cover dressing package inserts for complete instructions for use.

¢ All wounds should be inspected frequently. Remove the AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and
Strengthening Fiber when clinically indicated (i.e., leakage, excessive bleeding, increased pain) or after a maximum of
seven days.

¢ In donor sites, AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber may be left in place for
up to 14 days.

FOR PARTIAL THICKNESS BURNS (SECOND DEGREE BURNS):

o Before applying the dressing, cleanse the wound area with an appropriate wound cleanser.

e The AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber should overlap 5 cm (2 inches)
onto the skin surrounding the burn or other adjacent AQUACEL Ag Hydrofiber Dressing.

e The AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber should be covered with sterile
gauze and secured with medical tape or a retention bandage.

¢ Remove the gauze cover dressing periodically and inspect the AQUACEL Ag EXTRA Hydrofiber Dressing with Silver
and Strengthening Fiber while it remains in place on the burn.

¢ In this indication, adherence to the wound bed of the AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and
Strengthening Fiber is a desired characteristic.

o Adherence of the dressing over joints could interfere with movement.

o Remove the AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber when clinically indicated
(e.g, excessive bleeding, clinical signs of infection).

o For partial thickness burns (second degree burns), AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and
Strengthening Fiber may be left in place for up to 14 days or until clinically indicated. If the burn is infected, frequent
inspection of the wound may be necessary.

¢ As the burn wound reepithelializes, the AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber
will detach or be easily removed.

FOR DRY AND MINIMALLY-EXUDING WOUNDS

o Place the AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber in the wound and then wet
with sterile saline over the wound area only. The vertical absorption properties of AQUACEL Ag EXTRA Hydrofiber
Dressing with Silver and Strengthening Fiber will help to maintain the moist area over the wound only and reduce the
risk of maceration.

o Cover the dressing with a moisture retentive dressing such as DuoDERM Extra Thin to avoid drying out of the dressing
and subsequent dressing adherence to the wound.

7-day sustained Zone of inhibition test
activity test (Spectrum of activity)
(simulated wound model)

Staphylococcus aureus v v
Pseudomonas aeruginosa v v
Candida albicans v v
MRSA v
VRE v
Serratia marscesens v

(abtc resistant)

P. aeruginosa v

(abtc resistant)

Enterobacter cloacae v
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Klebsiella pneumoniae v
Escherichia coli v
Enterococcus faecalis v
Streptococcus pyogenes v
Bacteroides fragilis v
Peptostreptococcus anaerobius v
Clostridium ramosum v
Clostridium clostridioforme v
Clostridium cadaveris v
Clostridium perfringens v
Prevotella corporis v

This product is for single use only and is supplied sterile.

Discard any unused portion of the product after dressing the wound.

If the immediate product packaging is damaged, do not use.

Store at room temperature (10°C - 25°C/50°F - 77°F). Keep dry.

! The biocompatibility of AQUACEL Ag EXTRA Hydrofiber Dressing has been demonstrated through appropriate in vivo
and in vitro tests.

2 Antimicrobial activity has been demonstrated by relevant in vitro microbiological assays.

If further information or guidance is needed, please contact ConvaTec Professional Services.

Made in UK
© 2012 ConvaTec Inc.

™ indicates trademarks of ConvaTec Inc. AQUACEL Ag, the AQUACEL Ag logo, Hydrofiber, DuoDERM, CarboFlex, and
Versiva XC are registered trademarks in the United States.

< END ENGLISH >
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Proposed Carton Label
Front of Cartone

e AQUACEL™ Ag EXTRA™

e Product Size

e Statement of Identity (Hydrofiber™ Dressing with Silver and Strengthening fiber)
Intended Action (For the Management of Exuding Wounds; contains 1.2% Silver)

e Product Count

e Product Graphic

e Sterilized using irradiation Symbol

e Reference Number (order code)

Back of Carton

e Atext statement and graphical symbol illustrating: Keep dry.

e A text statement and graphical symbol illustrating: Do Not Reuse.

e Atext statement and graphical symbol illustrating recommended storage
condition: Store at Room Temperature (10°C -25°C/50°F - 77°F)

e Atext statement and graphical symbol illustrating: Consult Instructions for Use.

e ConvaTec Logo

e ConvaTec Inc. US address

e 1-800-422-8811

e 2012 ConvaTec Inc.

e Copyright statement

e TM/R statement

e ConvaTec Limited, Deeside, CH5 2NU, UK

e \Website address

e Madein UK

e Artcode reference

Bottom of Carton

e Lot Number and Expiration Date
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Proposed Advertising Claims
All Claims below cleared under 510(k) references K013814; K08063271; and K080383

e Absorbent Antimicrobial Wound Dressing provides a moist wound healing environment
which is supportive of the wound healing process by aiding autolytic debridement and
allowing for non-traumatic application and removal of the dressing without damaging
newly formed tissue.

e By virtue of its gel blocking properties Absorbent Antimicrobial Wound Dressing

absorbs exudate containing bacteria and locks it within its fibers.

Provides an antimicrobial barrier to the wound bed.

Soft and comfortable.

Absorbs and wicks away fluid.

Can be cut to suit various wound shapes without linting.

Presence of silver protects the dressing from bacterial contamination. Presence of silver

protects against bacterial comtamination and penetration in the dressing.

o When used for burns or wounds, silver prevents colonization in the dressing and acts to
kill micro-organisms which can cause infection.

e Provides 7 days of antimicrobial control in the dressing.

e AQUACEL™ [ AQUACEL ™ Ag dressing helps to reduce the pain of burns, donor
sites, acute and chronic wounds through the gelling action of Hydrofiber™ technology.

e The moist environment provided through the Hydrofiber™ technology reduces pain
while the dressing is in place. The moist environment also reduces pain during dressing
changes by providing non-traumatic removal of the dressing without damaging new
formed tissue.

e The gelling action of Hydrofiber™ technology in AQUACEL ™and AQUACEL™ Ag
dressings reduce wound pain while the dressing is in situ, and helps reduce the pain and
trauma upon dressing removal.

o AQUACEL™ and AQUACEL™Ag dressings reduce pain while the dressing is in place.

o AQUACEL™ and AQUACEL™ Ag dressings create a moist wound environment to
reduce the pain associated with frequent dressing changes.

e Designed to avoid frequent painful dressing changes and therefore reduce the need for
analgesia. ( A Phase 11, Prospective, Comparative Evaluation of AQUACEL™ Ag
Dressing and Silver Sulfadiazine in the Management of Partial Thickness Burns,
ConvaTec Final Study Report CW-0142-02-A075, dated June 9 2005)

o The gelling properties of Hydrofiber™ technology protects the incision site and provides
for non-traumatic removal of the dressing.

e Absorbs and wicks away drainage.

e Soft and conformable to the incision site.

e Ininvitro studies on surgical incisions, silver prevents colonization in the dressing and
acts to kill micro-organisms, including MRSA and VRE which can cause infection.

e Provides an antimicrobial barrier to the incision site.

New proposed claims specific to AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and
strengthening Fiber are detailed below:
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e AQUACEL ™Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber
absorbs more exudate than AQUACEL™ Ag Hydrofiber™ Dressing

e AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber
is stronger than AQUACEL™ Ag Hydrofiber™ Dressing.
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AGUACEL® Ag with Hydrofiber® { AQUACEL® Ag Apésito
con Hydrofiber® / Pansement AQUACEL™ Ag Hydrofiber=
JAGUACEL® Ag Hydrofiber' Estéril / AQUACEL® Ag
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PRODUCT DESCRIPTION

ConvaTec {Australia) Py Ltd.
Level |

352 wellington Road
MULGRAVE, VIC 3170

PO Box 63 Mulgrane

Free Call 1-800-335-276

ConvaTec {New Zealand) Pty Ltd.
Leval 4

363 Cuusens Strest

PO Box 62663 Kalmia Street
Auckland, New Zealand

Fres Calk 0B00-441763

WP COTVETECCOM
Maden UK

& 2004 ConvaTec Inc.
* indicates registered trademarks of ConvaTec Inc.

SPANISH

FRENCH

DESCRIPTION DU PRODUIT

Le pansement AGUACEL™ Ag Hydrofiber (pansement
antimicrobien Impsgné d'argent) ast un pansement dous,
Starile ot noN TSA. Ce pansement tras absorbant epouse
forme dala plais, absorba le liquide de plaie st crée un gel
mou Lament contenu danse pansement aide 3 sduirs le
Tisque dmnfsction de ks ples

e pansement doit stre utills aver un pansement de
recouvmment {un qui adhire 51 paaul.

INDICATIONS.
En vents libre. le pansement AGUACEL Ag Hydrofib ere
peut Streutilsd pour des:
- abrasions;
- lacérations;
- coupumsmineures.
bwiure: mineuses.

DESCRIPCION DEL PRODUCTO

El apdsito AQUACEL® Ag con Hy dmfiber® apasite

AN CDDIEANG N IM PR gNE0ON ArgNTcs) & un aposite
suanve, estéril, no tefido Esteapdsito de gran absorckdn, se
adapta a la herida, absorbe & liquido de s herda y formaun
gel suave. La plata en &l apdsito ayuda areducir o rissgo de
infeccion dela herida ™

AGUACEL® Ag Hydrofiper® Dressing {siver
antmicrobial dressing) ks a soft, sterile, non-woven dressang.
This highiy absorbent dessing, mnfoms to the wound,
absorbs wound fiukd and createsa soft gel The siver in the
dressng helps raduce e risk of wound infaction.

This dmssing should be usad with 3 cover dmssing fona that
adheres to the skin).

IND ICATIONS

AQUACEL® Ag Hyd
nmgsnngm.ylm wsedfor
- Abrasions
- Lacarations
- Minar cuts
- Miner scalds and bums

CONTRAINDICATIONS.
Do not use AQUACEL® Ag Hydrofiber* Dressing If you are
sensitive to the dressing, or it components, orhave had an
allergic reaction to the dressing.

PRECAUTION S AND OBSERVATIONS

- Cauthon: Sterility Is guarante ad unless prduct ks damaged
or opanad befom uss. single use only.

-Should you see imitation freddening, inflammation),
maxaration {whitering of skinl, hypergranulation {excass
tissus formation), sensitvity orallengic reaction, calla
healthcare professiona

- Call a healthcare professional if (1) signs of infection accur
{increased pain, bleading, wound drainagel, {2) ther is a
«change in wound color and/or ador, (3)the wound does
not beginto show signs of healing and {4) any other
unexpected sympims occur

Este debe usarse con un apssit de cobertura (uno
que se adhiera 3 lapill.

INDICACIONES

Para ducts de &l apésit

AQUACEL® Ag con Hydrofiber=puede usarse para:
- abraskones

- lageraclones

- COFB8S MANOTEs

- escakiaduras y quemaduras menores

CONTRAINDICACIONES.
No use &l apGiRo AQUACEL™ Ag @n Hydrofiber® o tene
sensibilidad alapasito o a sus componentes, o ha tenido una
reacchn akigicaal apasito.

PF!E(NJGOMESY OBSERVACIONES.

05 qua &l
wudumsea da'Bd.o o abserto antes deluse. lEla unsolo

- Siviera initacion .mmpnm\mm Inflamacion), maceracion

formacien

mxcesiva de mm],mgmndadumn alempica, llame 3
un pifesional de awncion de la salud.

- Lame aun profestonal de atanckén de lasahud 51 {1) hay
signos de Infecckdn iumento del dolor, de b

CONTRE-INDICATIONS.
Nutilaz pas le pansem ant AGUACEL™ Ag Hydrofibere i
Vs #tes sansible 3 PANSAMANT oU 3 $45 COMPOSANS oU &
VOUS 3veZ U Une réaction allTgique au pansement.

PRECAUTIONS ET OBSERVATIONS.

- Miseen garde: L swrilis est garantie saufs! le prodult est
Endommagd ou 3 418 CUVETT AvaNE Usage. A USa0e unique.
- En cas dimtation frougeut, Inflammtion), de macétion

), {formanon
ancessive de tissul, de sensibilits ou de réaction allergique,
consultez un professiomnel de la santé.

asane s
dmﬁmm sunviennent idouleur aaTue, saignement,
drainage de plale), {2}l @uleur eviou fodew de I plale
changant, {3) La plale ne commence pas 3 montrer des
signes de guarion, o1 (4) TOUT JUtTe SYmpIome Imprévu
survient.

- Le pansement ne peut &tre employs sur des plajes infacites
que sous la supervision dun prafessionnel de la sants.

- Lows du procassus de ocatrisation nermal du corps, les
maties superfuss s ddtachent de I plaie, = qui peut
d.ovmua Iz plale une apparnce phs mdue alasulte des

H

ragramin apras les pramiers (haﬂqm!m! de pansament,
consultz un professionne| de la santé.

- Utilisaz ke pansam ent en forme de ruban unkpuSmant sous
s supsnvision dun profassonnel de la sante &n cas de
traitement de plaes cavitaies.

- Le pansement AQUACEL Ag Hydrofiber pour plaes offfe —
un environnem ent humide qu Evorisela aoissance de
NoweIX VASSAAUX S3NgUInS. Ces vak seanx délicat
nouvelle met forms puvent parfols produire un bquide
de

de 13 supuracion da (3 hankda), (2) hay un camibio de
calariolos, (3) 1a herida no da muestras de Acatizmcian y i4)
ocune cuslquier otro sintoma ine sperado.

- Pusdeusarse o apssno en hendas nfactada s solaments
bajo ol cudadio de un profesional de laszhd.

- Dwante o proceso normal de

- C# pansament ne dort pas atre utilss avac des produts de
s0in da plales autres que ceux éperionas dans s section
MODE IYEMPLOI, sans drabord consulter un professionnel
delasane.

- Stvenss &prouves des dificultes 2 mthrer e pansement,

se elimina &l matenal innecesario de b neﬂda,loc\lal
podna hacer que I henda parezca mas grande despuss de
los .Sl la

~The dressing may be sed en Infected
the care of a has thare professionl

- Buring the body's normial healing process, unnecessary
miatrial 1 semoved from the wound which could make the
wound appear larger after the first few dressing changes. If
the wound continues to get lasger after the first few
dressings changes, consult a healthcare professional.

-Use of the ribbon deessing In the treatment of cavity
wounds shauld only be parformed under the guidanceof a
mdical professional
- Because AQUACEL® Ag Hydrofiber® Wound Dressing
provides a moist e nVionm ant that SUPPOrs the qmn of
new blood vessels, cccasionally the delicate newly foarmed
blood vessels may produce a blood stalned weoun .

~This wound dressing should not be used with other wound

- cam products, other than these lited in DIRECTIONS FOR
USE Section without first checking with a heaithcare
professional

agrandandose despuds de los camblos de ap Ssitoy
cansulte 3 un profesional de atencion de ka salud.

- Elusodel apasio an forma de anta para & ratamiento de
heridas cavitadassolo debe malizarse con la onentacion de
un médico profesional

- Dabide 3 que &l 3pERo para het das AGUACEL® Ag con
Hydmiiber® proposciona un ambiente homedo que
pramueve el crecimiento de nuevos vasos snguinecs,

los

rcién
formades pusden produch un quide de la herida
manchado con sangee.

- Es apdsiin para herkdas no debe usarse con otros
productos para ol cudade de hendas, sxcepto ke indicados
n [ 5eccion

- INSTRUCCIONES DE US0 sin consulr primero a un
prefesional de la sahud

- Sitiene dificultades para quitar el apos, debe anraio

mn agus o sohuckon fislologica estriles y

-1fyou have difficulty remening

should be fully saturad with starie saline or
and allowed tosoak into the dressing.

- AGUACEL* Ag Hydrofiber* Drassing should not be used
with oil-based products such 3¢ patrolarum.

DIRECTIONS FOR USE

- Before apphying the drassing, clean the wound area with
an cheanser such as or
Shurclens® Wound Cleanser.

- Apply the dressing tothe wound and then coverwith a
moisture holding dressing (Le, DusDERM® ExtraThin,
DuoDERM® CGF*, DucDERM® CGF® Border Dressing),
dressing. gauze, or other appropriate dmssing. See
Individual package inserts for complete instructions for use.
AQUACEL® Ag Hydrofibar Wound Drasang should overtap
¥ inch {1 om) ento the skin arcund the wound.

- All wounds should be checked often. Remaove the
AGUACEL® Ag Hydrofiper® Wound Dressing when leakage,
axcesshe biseding, or suspicion of Ifaction occurs. The
AGUACEL® Ag Hydrofiber® Wound Dressing is designed to
remain in place no longer than seven days. The desing
should be changed when it is soaked with wound flud o if
the cover dressing is leaking or the cover drassing’s edges
am bunching or rolling up.

FORDRY WOUNDS

- Place the AQUACEL® Ag Hydrofiber Dressing on the
wound 3nd then wet with starile saline or sterils water over
the wound area only.

- Cover the dressing with amoistuse holding demssing such
25 DuoDERM® Exira Thin.

This preduct i for single use only and is supphiad stanile.
Discad any unused portion of the product afier dessing the
nd.

I the inner package 15 damaged, do not use the dressing.
Store 3t room tam parature (1 00 - 25C/S0F - T79F). Keep dry.

if further information or guidance is needed, please contact
Comvalec Frofessional Senvices at 1-800-422-881 1
© ViSIT A online 3T WWW.COVaTac.com.

"The blocompatibility of AGUACEL® Ag Hydrefiber® Dressing
has been demonstmted through apprpriats in vive and in
iIrotest.

*Antimicrobial activity has been demonstrated by relevant in
wiromicrbiological asays.

Manufactured
Comatec Limited, Deeside, CH5 2NU, UK

Comameine
Shallman, NJ 02558
1-800-422-2811

Distributed InCanada by:
Comvamc Canada Lid
montral, Qusbec, Canada
1-000-465-6302

ConvaTec Inc.

Ll a-poam
- Elapasio AQUACEL” Ag con

de salution saline stérile ou deau
stérile et laissezcelle-d pandtrardans be pansement jusqu's
EaTuE than..

- Le pansement AQUACEL™ Ag Hydrofiber est incompatible
avecles produits &base dhulle, comme le pétrolstum.

MODE 0" EMPLOI

- Avant dappliquer le pansement, nettoyez b plale 3
Fakde dun nettoyant de plale approprié, par sxemple
une sohmen saline normale ou be netoyant de plake Shur
Clanses.

- Appliquez le pansement sur b plale st recourez-le dun
pans ament parmettant I 1émntion de Fhumidne (c-a-d.
DuoDERM™ Extra Thin, DucDERM™ CGP™, pansement de
boad DucDERM™ CGF™), pansement de motsse, gaze ou
anutre pansem ent de type apprprié. Consultez les ﬁmum
conmnus dans Tamballage mepactifde ces produts
lewr mode d'emplal complet. Le pammmowcs L Pq
Hydrofiber=doit rcouvrirsur 1 cm i po) lapeau -
entourant laplale.

- Toutes les plates dofvent 8t vénfies souvent. Retirez e
pansement AGUACEL" Ag Hydrofiber an cas de fulte ou

excassif ousion Infection.

con productos con base oleosa com el petrolato.

INSTRUCCIONES DE USO
- Antas d.ea'pncaldapom Iimipta l 303 de [a handa on
un impiador de heridas adecuadocome un Iimpiador de
heridas Ennomnnaloﬁuv{luls‘

- Aplique &l apdsite a la herida y iego cibrala con un
aposito que mtenga la humedad (p. &), DuoDERM® Extra
Thin, DuCDERM * CGF*, DualERM = CGF* Border Dressing),
apdsite de espuma gasa u ctioapasito ademde Consiite
Ia INStruccionss complstas d uso an ol prospacto dal
envase. Bl apasito para heridas AGUACEL® Ag con
Hydmfiber* debe superponerse 1 cm (% pulgadal sbre la
piel que rodea b herida.

- Todas las heridas deben viglase con frecuendia. Retire ol
apesio para herkdas AGUACEL* Ag con Hydmfber” cusndo
haya fitmcsn, ch

Le AQUACEL™ g congu de
AN 3 e pas Tester an place pUS de sept jours. Le
pansement devralt stre remplacs lomqul est saturd de
liquide de plale ou lorsquele pansement de racouvTament
fultou que ses rebords se miroussent ou senroulent.

POUR LES PLAIES SECHES
- PlaCaz Un pans ement AQUACEL™ Ag Hydrofiber= sur la
plaie et moullez ensuite avec une sclution saline starile
 uniquement sur lazone de 1 paie
Counrez e pansement o'un pansament parme ttant I
ratertion de Mumidis tel que DUCDERM™ Exra Thin.

e prodult ne doit stre utilisé qu'une seule fols ot adtd
stérilisé avant smballage.

JaTa2 10Ut portien Non utilisée du Prodult 3pres avolr panse
1a plate.

Wutlisez pas be pansement 51 son smballage immédist a5t

Infaccion. Bl aps o para hendas AQUACEL® ag con
e pamque

o
empape con bqukdo de 13 ha iz, 5 hay Sitrackn en el apasto
di cobartura,o 51 515 bordes s funcene se enmllan.

PARA HERIDAS SECAS

- Coloque & apdsits AQUACEL® Ag con Hydrofiber® sobre I
herida y uege humedézalo con agua o sohickon salina
espiriles gnicamants sobre el 4ma de 13 herida .

- Cuba & 3pasito con U apssto que rstenga a hume dad
come DUGDERM® Extra Thin.

Este produdo y

Desache tods parte sin usar del producto despuss de vendar

Iz herida.

Nouse ol producto 5 & interior del envase <t dafiada.
Almacene 3 tamparstum amblents |10 5 - 25 5C/50 %F - 77 F).
Mantenga sl prducts seco.

En caso de moesltarmsma—maoon u orlentacion,
los Ser waTac

lamande 3l |-mo-q)2-u| 10 VEREN0S 4N IMeTNAT an
W COnVETECCOM.

"La blocompatibilidad del apasito AQUACEL*Ag con
Hydrofiber~ ha sido demostrada mediante prusbas in vivo =
v 5 decusdas.

L3 acthad: mediante
analis m‘\mmobgmm ph: pertinantes.

Fabricado por:
CoNvaTer Limitad, Deaside, CHS 2NU, UK

ConvaTes Inc.
Shallman, N 03558
1-800-522-8311

WP COTVETECCOM
Hecho en & Renc Unido.

©2009 ConvaTec Inc.
% indica que =5 una marca reglstada de ConvaTes inc.

Entrposezs température ambiante {10 3 25°0/50 5 77 R,
Gandez au sac.

Pour phus de mnselgnements ou des consells veullez
Fvac bas sarvices de ConvaTac.

" La blocompasibilité du pansement AQUACEL™ Ag
Hydmfiberc 2 ét4 démontrde par des essaksin vhvo atin
VI SppTOpTS.

* Lactivité antimicrobienne 3 04 démaontrés par des es5als
micrablologiques in vitro partinentes.

Fabriqué par :
ConvaTec Limited, Deeside, CHS5 2NU, UK

ConvaTac Inc.
Skillman, NJ 08558
1-800-422-841 1

Distribus au Canada par:
ConvaTec Canada Ltd.
Montraal, Qusbec, Canada
1-500-465-6302

Wvrwconvatec.com
Fabriqué au RAL

©2009 ConvaTec nc.
o= Indiquent des marques de mmmence de ConvaTes nc.
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PORTUGUESE

DESCRIC AD DO PRODUTO

© AGUACEL* Ag Hydrofiber® {curativo antimicrobian
Impragnade de pratal 4 um curativ nie-teckda, astarl,
miacko & altamente absorvents que s adapta s fanda,
absorve flusdes & ci3 umm gal ME0o. A PTata No CUTStNG.

puddaa mduar o Nsco de infacghes™
4 " b g oy
INDICAGOES
CEL* g Hydr podeser
usado para assequintes finalidades:
- Abmsies
- Laceragnes

- Pequancs cortes
- Paquenas queimaduras

CONTRAINDIC AGOES.

a0 UTIEET © AQUACEL” Ag Hydrofiber sa for sansival 3o
CUraTve cu 305 seus componentes, ou se houver reagic
alngica

PRECAUGOESE OBSERVACOES

- Culdada: a ssterilidads 4 gamntida a menos qus o prduto
steja danificado ou s2ja abearto antes do S0, Apanas para
usodnico.

-Se

da pelel,
o tecidol reacio
alérgica, consults um prfissional de saade.

-Contate um profissional de satde se houver: (1) smass de
infacgso (plom da dog sangramento, drenzgem da fenda),
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Records processed under FOIA Request # 2015-8413; Released by CDRH on 02-01-2016

510(k) Premarket Notification April 25, 2012
AQUACEL™ Ag Extra™ Hydrofiber™ Dressing

with Silver and Strengthening Fiber

SECTION 14: Sterilization and Shelf Life

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber is labeled as a
sterile device and is sterilized by a traditional method of sterilization as defined in: Updated
510(k) Sterility Review Guidance K90-1; Guidance for Industry and FDA, issued August 30, 2002.
Accordingly, the following information is provided to support the sterilization of the device.

Sterilization Method (b)4) |

Sterilty Assurance Level N
Sterilization Validation |G

Metha CIOE—
Contract Sterilizer (D)(4) |
Packaging ) .

Sterilization:
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510(k) Premarket Notification April 25, 2012
AQUACEL™ Ag Extra™ Hydrofiber™ Dressing

with Silver and Strengthening Fiber

Shelf Life:

The proposed shelf-life for AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and
Strengthening Fiber is two years, when stored between 5°C and 25°C.

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber is composed
of the same base material as AQUACEL™ Ag (K080383) with the addition of strengthening fiber.
AQUACEL™ Ag has been on the market for more than ten years. AQUACEL™ Ag dressings have a
shelf life of 2 years based on documented stability testing. Experience of use in the market has
not indicated any safety or effectiveness issues relating to stability.

The stitchbonding materials used in the AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver
and Strengthening Fiber are constructed from the same base material as Hydrofiber™
(regenerated cellulose) and are utilized in a number of other medical devices and wound
dressings manufactured by ConvaTec. The shelf-life of dressings and devices containing this
material is at least 2 years.

Shelf-Life Justification:
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510(k) Premarket Notification April 25, 2012
AQUACEL™ Ag Extra™ Hydrofiber™ Dressing

with Silver and Strengthening Fiber

Additional Proposed Shelf-Life Studies

Reporting

Stability reports containing the on-going confirmatory stability data will be written over the

course of the [ KSIEGEE <ty in support of the product shelf life. The

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber product will
be continuously monitored over the course of [N study and any significant changes
over time will be reported as appropriate.

Shelf life reports will be written during the course of [ G . to

confirm the shelf life and storage conditions for the AQUACEL™ Ag EXTRA™ Hydrofiber™
Dressing with Silver and Strengthening Fiber product.
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510(k) Premarket Notification April 25, 2012
AQUACEL™ Ag Extra™ Hydrofiber™ Dressing

with Silver and Strengthening Fiber

SECTION 15: Biocompatibility

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber consists of the
following materials, all of which are intended for prolonged contact with breached or
compromised skin (per ISO 10993 Biological evaluation of medical devices):

e Sodium Carboxymethylcellulose Hydrofiber® with silver
e Tencel® yarn (regenerated cellulose)

The processes used to chemically produce, silverize and textile the Hydrofiber™ with silver
material for the AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening
Fiber are identical to those processes used to manufacture AQUACEL™ Ag Hydrofiber® dressing.

ConvaTec Inc. 144 of 435
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510(k) Premarket Notification

AQUACEL™ Ag Extra™ Hydrofiber™ Dressing
with Silver and Strengthening Fiber

April 25, 2012

Results are reported in the following documents:

PRODUCT: AQUACEL™ SILVER (AQUACEL™ Ag)
Corresponding AQUACEL™ Ag Surgical Component: Hydrofiber™ Ag

PRODUCT:MULTIDERM (Versiva® Dressing) (Exempt)
Corresponding AQUACEL™ Ag EXTRA™ Component: Lyocell yarn

The referenced materials have not changed in composition. For more information on the
Hydrofiber™ component, we refer the reader to the premarket notification listed below:

e AQUACEL™® Ag Hydrofiber™ Dressing (K080383)

This review supports the conclusion that no further safety testing is necessary.
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510(k) Premarket Notification

AQUACEL™ Ag Extra™ Hydrofiber™ Dressing
with Silver and Strengthening Fiber

April 25, 2012

SECTION 16: Software

The AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber is a
wound dressing and contains no software. This section is not applicable.
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510(k) Premarket Notification April 25, 2012

AQUACEL™ Ag Extra™ Hydrofiber™ Dressing
with Silver and Strengthening Fiber

SECTION 17 Electromagnetic Compatibility and Electrical Safety

The AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber is a

wound dressing and contains no electromagnetic or electrical components. This section is not
applicable.
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Premarket Notification April 25, 2012
AQUACEL™ Ag Extra™ Hydrofiber™ Dressing

with Silver and Strengthening Fiber

SECTION 18: PERFORMANCE DATA — BENCH

ConvaTec Inc. 168 of 435

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Premarket Notification April 25, 2012

AQUACEL™ Ag Extra™ Hydrofiber™ Dressing
with Silver and Strengthening Fiber

SECTION 19: Performance Testing - Animal

No animal performance data has been generated for this product. Safety and efficacy has been
demonstrated on the components of this product as cleared by the following premarket
notifications:

K080383 — AQUACEL™ Ag Hydrofiber™ Dressing cleared May 2, 2008

ConvaTec Inc. 204 of 435

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

AQUACEL™ Ag Extra™ Hydrofiber™ Dressing

April 25, 2012
with Silver and Strengthening Fiber

SECTION 20: Performance Testing - Clinical

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


















































































































































































































































































































































































































































































































































































































































































































Records processed under FOIA Request # 2015-8413; Released by CDRH on 02-01-2016
510(k) Premarket Notification

April 25, 2012
AQUACEL™ Ag Extra™ Hydrofiber™ Dressing
with Silver and Strengthening Fiber
SECTION 21: Other
Not applicable.
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P C o : Office of In Vitro Diagnostics

g COVER SHEET MEMORANDUMW .

From: Reviewer Name A TWIC) M e S lAw W"\' ‘)//, {M\D .

Subject: 510(k) Number h \7,‘ 2_—\‘5 '

To: The Record - '

" _SE
Please list CTS decision code

the first review cycle, See Screening Checkiist
k m/0

O Refused to accept (Note: this is consid - L or arT0
fd R s DRHPremarketNotification510kProgra 5631/Screenin: %ZOCheckItst/e207/}=

dered
iles/CDRH3/C

202%2007.doc )
0 Hold (Additional Information or Telephone Hold). -
‘K Final Decision @SE with Limitations, NSE (select code below), Withdrawn, etc.).
Not Substantially Equivaient (NSE) Codes

NO NSE for lack of predicate

a

O N NSE for new intended use :

O NQ NSE for new technology that raises new questions of safety and effectiveness

O NuU NSE for new intended use AND new technology raising new questions of safety and
effectiveness

O NP NSE for lack of performance data

0O NS NSE no response ] ‘

0O NL © NSE for lack of performance data AND no response

O NM NSE pre-amendment device call for PMAs (515i)

O NC NSE post-amendment device requires PMAs

O NH NSE for new molecular entity requires PMA

O TR NSE for transitional device -

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

510(k) Summary /510(K) Statement " Attach Summary

Tru_thﬂ_:l_a_apd Acic‘ura_ti S_tatgm_ept.F o 3 o Must be pres_;‘r_;_gi.' a Firia_! D_ec::si‘_)n 'f /

Is the device Class IlI? .

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

Docs fm roforence standards? - T T /
gg gis giease attach form from httg:lew.fda.gov!ogacom)morechoiceslfdaforms!FDA— ./

Is this a combination product? S / @

(Please specify category see :
http:lleroom.fda.govleRoomReg{Ei!eleDRHS!C DRHPremarketNotification51 OkProgram/0_413b/CO
MBINATION%20PRODUCT %20AL GORITHM%20( REVISED%203-12-03).D0C '

Is this a reprocessed singie use device? o :
{(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for . |
~ Reprocessed Single-Use Medical Devices, hﬁg:lhnww,fda.govlcdrh!odelguidanceﬂ 216.himl) . . ...

__Ii this device intended for pediatric use only? | /
i‘ 1

i

!

\

AN

Is this a prescription device? (if both prescription & OTC, check both boxes.} ?

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

NAN
N\

l
!

is clinical data necessary to support the review of this 510(k)? !
For United States-based clinical studies only: Did the application include a completed FORM lt
FDA 3674UESHRIEAficH Voth FRAYGRRES BAGtninat Tiials. gox ¢ N e

N

----
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conducted in the United States, and FORM FDA 3674 was not lncluded or mcomplete, then

‘ppllcant must be contacted to obta:n completed form.) ) _ /

voes this device include an Ammal Tissue Source?
All Pediatric Patients age<=21

Neonate/Newborn (Birth to 28 days)

Infant (29 days -< 2 years old)

Child (2 years -< 12 years old)

Adolescent (12 years <18 years old)

ing gi to this
Transmonal Adolescent A (18 <21 years old) Specnal consaderations are being given
group, different from adults age 2 21 (dlfferent device design or testing, different protocol

procedures etc. )

Transitional. Adolescent B (18 -<= 21 No SpEClal consuderataons compared to aduits => 21 years ~

od) | | -/

Nanotechno!ogy R N I e ‘ L/
s this s device sub}ect to the Trackmg Regulatlon? (Medlcal Device Tracking Contact OC. J
Guidance, http:/iwww.fda. gov!cdrhlcomglgundancel‘lSQ .htmi) o
Regulation Number . . Class* : Product Code -
W dads, {H‘( . - T &°

unclassified, see 510{k) Staff}
Additional Product Codes: ‘% A
Review._ K{\M/V Q RS

(Branch C (Branch Cod" /Datey
Final Review: &/\N ,U% ﬁ,/ M/'(M 7 &J//g\

(Division Directof) / (Dafe)

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

. Food and Drug Administration
Office of Device Evaluation

9200 Corporate Boulevard

Rockville, MD 20850

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

K121275
Date: July 24, 2012
To: The Record _ Office: ODE
From: Suzanne B Schwartz, MD Division; DSCRD

510(k) Hoider: ConvaTec

Device Name: AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthenmg Fiber
Contact: Katrina Fiedler, RAC

Phane: 908.904.2541

Fax; 908.904.2235

Email: Katrina.fiedler@convatec.com

. Purpose and Submission Summary

The 510(k) holder would like to introduce AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and
Strengthening Fiber into interstate commerce.

IIl. Administrative Requirements

Yes | No | NIA

Indications for Use page (Indicate if: Prescription or OTC) . Rx &
. » oTC
Truthful and Accuracy Statement v

510(k) Summary or 510(k) Statement v

Standards Data Report Form — Form 3654

(1 1 No standard used - No Standards Form Required
2 Declaration of Conformity - Yes Standards Form Required ‘ 1
3. Standard but no declaration - Yes Standards Form Required '

][ Device Description

Is the device life-supporting or life sustaining? v

Is the device an implant (implanted longer than 30 days)? v
Does the device design use software? ‘ C v
Is the device sterile? : v
1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 7
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Is the device reusable (not reprocessed single use)?
Are “cleaning” instructions included for the end user?

As per the Sponsor's language: :

*AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber is a one
piece wound dressing comprised of two layers of soft, sterile non - woven material. The
non - woven pads are comprised of Hydrofiber™ dressing and ionic silver stitchbonded
together with regenerated cellulose fibers and designed to provide additional absorbency
and tensile strength properties. This conformable and highly absorbent dressing absorbs
wound fluids, creating a soft gel which maintains a moist environment and supports the
body’s healing process.” '

“AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber is a
sterile one—piece wound dressing which is designed for the management of wounds and
based largely on the technology of AQUACEL™ Ag Hydrofiber™ dressing. By combining the
absorbency/retention properties of two layers of AQUACEL™ Ag Hydrofiber™ with the
addition of strengthening fibers, a new dressing range has been developed to meet the user
needs of extra absorbency and extra tensile strength.”

“AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber is comprised
of a stitchbonded (the two layers of non - woven fabric are stitched together with Tencel®
(regenerated cellulose) yarn so that they are effectively bonded together) absorbent pad. The
dressing is essentially a combination of two thinner layers of silver Hydrofiber™ which is stitched
together. : A

Iv. Indications for Use:

“AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber is
indicated for the management of wounds and can be used over - the - counter for minor
wounds such as abrasions, lacerations, minor cuts, minor scalds and burns. Under the
supervision of a healthcare professional, AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with
Silver and Strengthening Fiber may be used for the management of wounds as an

effective barrier to bacterial penetration of the dressing as this may help reduce infection;
partial thickness (second degree) burns; diabetic foot ulcers, (venous stasis ulcers, arterial
ulcers and leg ulcers of mixed etiology) and pressure ulcers/sores (partial & full thickness);
surgical wounds left to heal by secondary intention such as dehisced surgical incisions;
surgical wounds that heal by primary intent such as dermatological and surgical incisions
(e.g. orthopedic and vascular); traumatic wounds; wounds that are prone to bleeding, such
as wounds that have been mechanically or surgically debrided and donor sites; oncology ‘
wounds with exudate, such as fungoids - cutaneous tumors, fungating carcinoma,

- ‘ 2
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cutaneous metastasis, Kaposi’'s sarcoma, and angiosarcoma; painful wounds and infected
wounds.”

There are no differences in intended use or indications for use between the subject device and
the predicate, Aquacel Ag Hydrofiber dressing cleared under K080383.

V. Predicate Device Comparison '
Mode of action: Same for both dressings due to both incorporating Hydrofiber technology. The

difference between the iredicate and the new device’ manufactured bI the same Sionsor| is that the

Mode of Action for the subject device — “The absorbent pad absorbs wound fluid and creates a soft
conformable gel, which maintains a moist wound environment to support the healing process. The
dressing aids in the removal of unnecessary material from the wound (autolytic debridement) without
damaging newly formed tissue. The silver in the AQUACEL Ag EXTRA Hydrofiber Dressing with
Silver and Strengthening Fiber kills wound bacteria held in the absorbent pad and provides an
antimicrobial barrier to protect the wound bed. By physically having two layers of silver Hydrofiber
material, AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber is able to
provide additional absorbency. The addition of strengthening fibers enables the dressing to maintain
a higher tensile strength which aids in removal of the dressing from the wound.”

Similarities among Technological Characteristics:
* Both contain sodium carboxymethyl-cellulose (Hydrofiber technology)
» Both have antimicrobial properties from ionic sliver, and the Hydrofiber components include
the same ratio of 1.2% wiw

» Both dressings are sterile, absorb exudate or blood and form a soft conformable gei
* Both dressings contour to the wound surface

Changing Frequency:
Same for both dressings.

“Dressing may be left in place for up to 7 days; the dressing may require more frequent changes
when used on heavily exudating wounds.

Fpr partial thickness (second degree) burns, the AQUACEL Ag EXTRA Hydrofiber Dressing with
Silver and Strengthening Fiber may be left in place for up to 14 days or untif clinically indicated.

For donor sites, the AQUACEL Ag EXTRA Hydroﬁber Dressing with Silver and Strengthening Fiber
may be left in place for up to 14 days.”

Contraindications: :
Same for both subject and predicate device, as stated: “Do not use on patients who are sensitive to

3
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or who have had'allergic reaction to the dressing or its components.”

Storage Conditions:
Same for both subject and predicate device, as stated: "Store at room temperature (10°C - 25°C/50°F
- 77°F). Keep dry.”

Packaging Materials:
Same for both subject and predicate device, as stated: “Primary packaging — Aluminum/PE/ Laminate
pouches manufactured by Amcor Flexibles. Secondary packaging — cardboard cartons.

VI. Labeling : )
Labeling has been provided which includes instructions for use and an appropriate prescription

statement as required by 21 CFR 801.109(b). There is no specific labeling required for this device. All
claims previously cleared under 510(k) references K013814; K08063271; and K080383.

There are no differences in labeling between the subject device and the predicate, Aquacel Ag
Hydrofiber dressing cleared under KO80383 for either the Rx or OTC use.

V. Sterilization/Shelf Life/Reuse
‘AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber is labeled as a
sterile device and is sterilized by a traditional method of sterilization as defined in: Updated 510(k)
Sterility Review Guidance K90-1; Guidance for Industry and FDA, issued August 30, 2002.
Accordingly, the following information is provided to support the sterilization of the device.

Sterilization Method R
Sterility Assurance Level —

steriizaton vaiication [
Method CE—

Contract Sterilizer

Packaging

Sterilization:

Sterilization:

4
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Reviewer Comments: Sterilization and validation are acceptable.
“Shelf Life:

The proposed shelf-life for AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and
Strengthening Fiber is two years, when stored between

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber is composed
of the same base material as AQUACEL™ Ag (K080383) with the addition of strengthening fiber.
AQUACEL™ Ag has been on the market for more than ten years. AQUACEL™ Ag dressings have a
shelf life of 2 years based on documented stability testing. Experience of use in the market has
not indicated any safety or effectiveness issues relating to stability.

The stitchbonding materials used in the AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver
and Strengthening Fiber are constructed from the same base material as Hydrofiber™
(regenerated cellulose} and are utilized in a number of other medical devices and wound

dressings manufactured by ConvaTec. The shelf-life of dressmgs and devices containing this
material is at least 2 years.

5
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Additional Proposed Shelf-life Studies:

6 ,
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Reporting:

Stability reports containing the on-going confirmatory stability data will be written over the

course of th study in support of the product shelf life. The

AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber product will

be continuously monitored over the course of study and any significant changes
over time will be reported as appropriate. :

Shelf life reports will be written during the course of th study to

confirm the shelf life and storage conditions for the AQUACEL™ Ag EXTRA™ Hydrofiber ™
Dressing with Silver and Strengthening Fiber product.”

Reviewer Comments: Shelf-life stability testing reports are acceptable. This product may not be reused
and is stated as such in the labeling and package insert.

Vil Biocompatibility

tn accordance with 15010993:2003, the AQUACEL Ag EXTRA Dressing is classified as:
- Surface Device,

- Contact: Breached or Compromised Surface

- Class C: Permanent Contact (as patient lifetime could exceed 30 days, i.e., continuous
use across several dressing changes)

15010893:2003 calls for Cytotoxicity, Sensitization, Irritation, Sub-acute/Sub-chronic Toxmty
and Genotoxocity for this classification of device.

"AQUACEL ™ Ag EXTRA™ Hydrofiber ™ Dressmg with Silver and Strengthening Fiber
consists of the

following materials, all of which are intended for prolonged contact with breached or
compromised skin {per ISO 10993 Biological evaluation of medical devices):

* Sodium Carboxymethylcellulose Hydrofiber® with silver
e Tencel® yarn (Lyocel - regenerated cellulose)

The processes used to chemically produce, silverize and textile the Hydrofiber™ with silver
material for the AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and

Strengthening Fiber are identical to those processes used to manufacture AQUACEL™ Ag
Hydrofiber Dressing.

During the final AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and
Strengthening

Fiber conversion process, two layers of Hydrofiber™ with silver material are stitched
together (stitchbonded) Tencel® (regenerated cellulose) yarn,

The stitchbonded layers of Hydrofiber™ with silver are then cut and packaged into
appropriate sizes. These stitchbonding and packing processes do not affect the

7
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biocompatibility of the components within the AQUACEL™ Ag EXTRA™ Hydrofiber™
Dressing with Silver and Strengthening Fiber.

Hydrofiber™ dressings have been evaluated in previous pre-clinical evaluations as they are
components of the products listed below and therefore no further testing is required on
these components. Biocompatibility testing in accordance with 1SO 10993 and US Good
Laboratory Practices has been performed on the listed materials.

Results are reported in the following documents:

As such, the biocompatibility testing provided for the subject device is acceptable.

: 8
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IX. Software

Not applicable

Version:

Level of Concern:

Yes | No

Software description:

Device Hazard Analysis:

Software Requirements Specifications:

Architecture Design Chart;

Design Specifications;

Traceability Analysis/Matrix:

Development:

Verification & Validation Testing:

Revision level history:

Unresclved anomalies:

X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

Not applicable.

Xl. Performance Testing — Bench

In vitro studies have been conducted comparing performance along the following parameters:

9 .
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Reviewer Comments: The testing reports were reviewed. These performance results are acceptable.

11
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Reviewer Comments: The test reports were reviewed. These performance data are acceptable.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Reviewer Comments: The test reports were reviewed. These performance data are acceptable.

Xil. Performance Testing — Animal :

“No animal performance data has been generated for this product. Safety and efficacy has been
demonstrated on the components of this product as cleared by the following premarket
notifications:

KO80383 — AQUACEL™ Ag Hydrofiber™ Dressing cleared May 2, 2008”

Reviewer Comments: This is acceptable.

Xill. Performance Testing — Clinical

13
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XIV. Substantial Equivalence Discussion

Yes No
1. Same Indication Statement? v If YES = Go To 3
2. Do Differences Alter The Effect Or Raise New - If YES = Stop NSE -
Issues of Safety Or Effectiveness?
3. Same Technological Characteristics? v 1 IfYES=GoTo5
4. Could The New Characteristics Affect Safety Or IfYES=GoTob
Effectiveness? ‘
5. Descriptive Characteristics Precise Enough? v FNO=GoTo8
‘ If YES = Stop SE
6. New Types Of Safety Or Effectivehess Questions? If YES = Stop NSE
7. Accepted Scientific Methods Exist? ' If NO = Stop NSE -
8. Performance Data Available? if NO = Request Data -
9. Data Demonstrate Equivalence? Final Decision: SE
| Note: See

httg:lleroom.fda.govleRoomReglFi!es/CDRHSICDRHPremarketNotiﬁcation510kProgramIO 4148/FLOWC

HART %20DECISION%20TREE%20.DOC for Flowchart to assist in decision-making process. Please
complete the following table and answer the corresponding questions. "Yes" responses to questions 2, 4,
8, and 9, and every "no" response requires an explanation.

1.
2.

XV.

XVI.

Explain how the new indication differs from the predicate device's indication:

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

Describe the new technological characteristics:

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

Explain how déscriptive characteristics are not precise enough:

Explain new types of safety or effectiveness question(s) raised or why the question(s) are not new:
Explain why existing scientific methods can not be used:

Explain what performance daté is needed: |

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

There are no issues to be resolved. Hence no deficiencies or requests for additional

information needed to be sent to Sponsor.

Contact History

July 19, 2012: I requested Sponsor to provide enlarged font copies of packaging insert and labeling for
subject device and predicate, RX and OTC. Sponsor provided these electronically via email latere that day.

15
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XVIl. Recommendation

: Regulation Number: ‘
Regulation Name: None
Reguiatory Class: Unclassified _
Product Code: FRO, wound dressing with a drug

ST Tl
—Branth Chief . te

-

z
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PRE-REVIEW FORM: COMPANY/DEVICE HISTORY

Please complete the pre-review form prior to beginning the review of this 510(k). This form
is designed to be a tool to identify key items that may be important to consider regarding
the regulation of the subject device and if you should even begin the review of the 510(k).

If you answer YES to questions 1, 2 or 3; do NOT begin the review of this 510(k):

1.

Are you aware of the submitter being the subject of an integrity investigation?
(Please see HMNTEGRITY LIST\CDRH REVIEWER SCREENING LIST.DOC)

Is the device exempt from 510(k) by regulation (Please see
http://eroom.fda.gov/ieRoomReq/Files/CDRH3/CDRHPremarketNotification510kProgra

m{0_4134/510(K)%20EXEMPT%20%20FORM.DOC or subject to enforcement
discretion {No regulation - See 510(k) Staf'f)?'

Does this device type require a PMA by regulation?
(Please see management.)

Questions 4-8 are intended to help you start your review:

4,

Is this 510(k) a candidate for “Refuse to Accept™?

(If so, please use the Traditional/Abbreviated or Special 510(k) Refuse to Accept
Screening Checklist,

http://eroom.fda.gov/eRoomReq/Files/\CDRH3/CDRH PremarketNotification510kProgra
m/0_5631/Screening%20Checklist%207%202%2007.doc)

a. Did the firm request expedited review? (See management,)

b. Was expedited review granted? (See Guidance for Industry and FDA Staff:
Expedited Review of Devices for Premarket Submissions,

http.//www.fda.gov/cdrh/mdufma/quidance/108.html)

To the best of your knowledge, was there a Please list document number
pre-IDE, 513(g) or other pre-submission for this and/or date, here:
type of device?

To the best of your knowledge, has a 510(k) Please list document number, here:
previously been submitted for this specific device '
(i.e., previously found NSE or withdrawn)?

Does this device have indications or technology that are cross-cutting and impact the
review policy of another branch(es)? (Please contact other branch(es) and see
Guidance for Industry and FDA Staff on Bundling Muitiple Devices or Multiple
Indications in a Single Submission

http://www.fda.gov/cdrh/mdufma/quidance/12 15.html)

Rev. 7/2/07

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) “SUBSTA.NTIAL EQUIVALENCE”
DECISION—MAK]NG PROCESS

New Device is Compared 0
Marketed Device *

Descriptive Information Docs New

about New or Marketed Indication Btatement?
Devite Requested as Needed ’
l s
New Device Has Sajne Intended

”»

Use and May be “Substntially Equivalent

Does New Device Hyve Same
teristics, NO.

NO Are the Dedcriptive
Characteristics Frecise Enough
to Ensure Equfvalence?

Are Pcrftgnnanéc Data }
Avaitable to Asses Equivalence?

NO

YES

Y
Performance
Data Required

1o

—»  performance Data Demonstrate

vice Have Same NO  Dothe Differences Alter the Intended

———» Characteristics

Not Substanfially
Therapewtic/Diagnostic/etc. Effect VES . Equivalent Determination
(in-Deciding, May Consider impact i | .

Safety and Effectiveness)T**

NO
L O

New Device Has

New Intended Use

—1

O,

Couid the New

Do the New Characieristics

Affect Safety or—— Raise New Types of Safety YE , O
Effectiveness? or Effeetiveness Questons? 1‘

NO

NO

@

Do Accepted Sciertific
Wethous Exist for
Assessing Effects of NO
the New Characteristics?

10 *lm

Are Performance Data Available " NO
Te Assess Effects of New
Characteristics? ***

e

YES

Performance Data Demonstrate

Equivalence? —————»{) Equivatence? <—
YES . NO
NO o
To To @ )
. " 510(k) Submissions corapare new devices to ma:keted devices. FDA requests addmunal mfonnanon if the relafionship betm
marketed and"prcd:catc (pre-Amendments or reclassified post-Amendments) devicss s unclear:
**  Thisdecision is normally based ondumpuve information alonc,bmlnmted testing mfommnm is sometirmes reqmmd-
e Datam bcmtthl othchiO(k)s the Ccnrsr’s classification files, or the lierature.
Questions? Contact FD CDRH/OCE/DID at CDRH- FOISTATUS@fda hhs. gov or 301-796-8118
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