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510(k) Premnarket Notification April25, 2012
AQUACEL M Ag Extra'" I-ydrofiberm Dressing
with Silver and Strengthening Fiber JL2521

SECTION 5: 510MK SUMMARY

Device: AQUACEL T - Ag EXTRA M Hy drafiber Tm 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: katrihafiedier@convatec.com

Date: April 25, 2012

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

Classification Name: Dressing, Wound, Drug

Device Class: Unclassified

Product Code: FRO

Predicate Device: AQUACELWm Ag Hydrofiber TM Dressing, K080383

AQUACEL Tm Ag EXTRA TM Hydrofiber Tm 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~M dressing and ionic silver
stitchbondled 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 Tm Ag EXTRA'"M HydrofiberT m 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 Tm Ag EXTRA" Hydrofiber Tm Dressing
with Silver and Strengthening Fiber may be used for the management of wounds as an
effective barrier to bacteria! penetration of the dressing as this may help reduce
infection; partial thickness (second degree) burns; diabetic foot ulcers, (venous stasis
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510(k) Premnarket Notification April 25, 2012
AQUACEL M Ag Extra'" I-ydrofiber Tm Dressing
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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 Tm Ag EXTRA TM HydrofiberT m Dressing with Silver and Strengthening Fiber
is largely based on the AQUACEL TM Ag HydrofiberM technology, the safety and
effectiveness of AQUACEL T

" Ag EXTRA TM Hydrofiber TDressing with Silver and
Strengthening Fiber has been demonstrated by the literature and clinical data provided
in previous 510(k)s (i.e., K080383). In summary, a careful and thorough review of the
literature suggests that Hydrofiber TM dressings have been used safely and effectively in
clinical trials for the management of wounds.

Thus we believe that, AQUACEL Tm Ag EXTRA TM Hydrofiber Tm Dressing with Silver and
Strengthening Fiber is substantially equivalent to the previously cleared HydrofiberTM-
technology based products (reference K080383) and that AQUACEL TM Ag EXTRA TM

Hydrofiber TM Dressing with Silver and Strengthening Fiber can be used safely and
effectively for the management of wounds.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room -W066-G609
Silver Spring, MD 20993-0002

JUL i 5 2012
Convatec, Incorporated
% Ms. Katrina Fiedler
Associate Director, US Regulatory Affairs
200 Headquarters Park Drive
Skillman, New Jersey 08558

Re: K121275
Trade/Device Name: AQUACELM Ag EXTRA-- HydrofiberM 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 5 10(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 11 (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 2 1, 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
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Page 2 - Ms. Katrina Fiedler

CFR Pant 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CER 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CER 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/CDR-H/CDRHOffices/ucm 115809.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" (2 1 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH' s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, Internationial and Consumer Assistance at its toll-free number
(800) 63 8-2041 or (301) 796-7100 or at its Internet address
http://www.fda.grov/MedicalDevices/ResourcesforYou/industrv/default.htm.

Sic y our,

Mark N .Melkerson
Director
Division of Surgical, Orthopedic

and Restorative Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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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 TM Hydrofiber m Dressing with Silver and Strengthening Fiber

For Over-the-Counter Use:

AQUACE' m Ag EXTRA T m HydrofiberM 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:

AQUACEU m Ag EXTRA m 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 dlehisced 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 surgicaliy 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)

MivisionSig-f) I
ConvaTec Inc. Division of Surgical, Orthopedic, 13 of 435

and Restorative Devices

5 10(k) Number.L 2IZ
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room -W066-G609
Silver Spring, MD 20993-0002

JUL .2 5 2012
Convatec, Incorporated
% Ms. Katrina Fiedler
Associate Director, US Regulatory Affairs
200 Headquarters Park Drive
Skillman, New Jersey 08558

Re: K121275
Trade/Device Name: AQUACELM Ag EXTRAM HydrofiberM 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
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Page 2 - Ms. Katrina Fiedler

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/ucml 15809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please

note the regulation entitled, "Misbranding by reference to premarket notification" (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sinc ely yours,

Mark N. Melkerson
Director
Division of Surgical, Orthopedic

and Restorative Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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510(k) Premarket Notification April 25, 2012
AQUACELm Ag Extram Hydrofiber' Dressing
with Silver and Strengthening Fiber

SECTION 4: INDICATIONS FOR USE STATEMENT

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

Device Name: AQUACEL m Ag EXTRA"m Hydrofiber"' Dressing with Silver and Strengthening Fiber

For Over-the-Counter Use:

AQUACEL' Ag EXTRA' HydrofiberM 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)

'M ivision Sign-Of I/
ConvaTec Inc. Division of Surgical, Orthopedic, 13 of 435

and Restorative Devices

510(k) Number r3
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Food and Drug Administration
Center for Devices and Radiological Health

10c Document Control Center W066-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

April 27, 2012

CONVATEC INC 510k Number: K121275
200 HEADQUARTERS PARK DRIVE Received: 4/27/2012
SKILLMAN, NEW JERSEY 08558
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 5 10(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 5 10(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
ernizationActMDUFMA/default.htm
for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm
that chooses to use a standard in the review of ANY new 510(k) needs to fill out the new standards form
(Form 3654) and submit it with their 510(k). The form may be found at
http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm.

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402() (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 4020) 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

7-i
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Product, and Device Applications/Submissions: Compliance with Section 4020) of The Public Health Service Act,
Added By Title VIII of The Food and Drug Administration Amendments Act of 2007"
http://www.fda.gov/MedicalDevices/DeviceRe ulationandGuidance/HowtoMarketYourDevice/PremarketSubmissio
ns/PremarketNotification5 I 0k/ucml 34034.htm. According to the draft guidance, 510(k) submissions that do not
contain clinical data do not need the certification form.

'lease 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: 51 0(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements". This guidance can be found at
http://www. fdaov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucmOS 94 02.htm. Please
refer to this guidance for information on a formalized interactive review process. 2) Guidance for Industry and FDA
Staff entitled, "Format for Traditional and Abbreviated 510(k)s". This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/
ucm084365.htm. Please refer to this guidance for assistance on how to format an original submission for a
Traditional or Abbreviated 510(k).

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
so, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at
http://www.fda.yov/MedicalDevices/DeviceRegulati6nandGuidance/HowtoMarketYourDevice/PremarketSubmissio
ns/ucml34508.html. In addition, the 510(k) Program Video is now available for viewing on line at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissio
ns/PremarketNotification510k/ucmO7O201.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
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have questions on the status
of your submission, please contact DSMICA at (301)796-7100 or the toll-free number (800)638-2041 , or at their
internet address http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have
procedural questions, please contact the 510(k) Staff at (301)796-5640.

Sincerely,

510(k) Staff
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Grayson, Giovanna *

From: Grayson, Giovanna
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

April 20OL j
FIEDLEN,
KATRINA"t-
CONVATEC NC
200 HEADQUARTERS PARK DRIVE
SKILLMAN, NEW JERSEY 08558
ATTN: KATRINA FIEDLER

510, Number: K121275

Received: 4/27/2012

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 10(k) of the Federal Food, Drug, and Cosmetic Act(Acl for the above referenced product and for the
above referenced 510(k) submitter. Please note, if the 510(k) submitter is incorrect, please noti the 510(k) Staff immediately. We have assigned
your submission a unique 510(k) number that is cited above. Please refer prominently to this 511k) number in all future correspondence that
relates to this submission. We will notify you when the processing of your 510(k) has been co eted or if any additional information is required.
YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL DISTRIBUIION UNTIL YO 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 han 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 Oser Fee Amendments of 2007 is part of a largr bill the Food and Drug Amendments Act of 2007. Please visit our website at
http:L,w.fd -SovLMedica cces/Devc ' uaI i ad~ e/c crViewviedicc1 eviceUrsecandlMoerniuion.AcIMIDUFMA.dcfiulI htm
for more in5formation rearding fees andFDA review goals. In ad ition, e~fective 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://ww.fdag AbouIFDA/RecortsManualsFormLForms/detaulLhtm.

We remind ou that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA) amended the PHS Act by adding new
section 402 ) (42 U.S.C. 282(i)), which expanded the current database known as ClinicalTrials.gov to include mandato registration and
reporting o suits for applicabfe clinical trials of human drugs (includin biolo oducts) and devices Section 402 requires that a
certification form h /Iwwut-hJ A uiFDd'/Rep rlsManuallful him accompany I 0(k)IHDEMA submissions. The
agency has issued a dat i ance titled: "Certifications To Accompany Drug, amoogtca

4/27/2012 .
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Product, and Device Applications/Submissions: Compliance with Section 4020) of The Public Health Service Act, Added By Title VIII of The Food and Drug
Administration Amendments Act of 2007"

Accodin.g the cdraft guidance, 519(k) submissions that do not containdclinical daEa-do not need the cetitticatton torm.

Please note the followin6 documents as they relate to 510(k) review: I) Guidance for Industry and FDA Staffentitled, "Interactive Review for Medical Device
Submissions: 510(ks, Original PMAs, PMA Suplements Original BLAs and BLA Supplements". This guidance can be Ibund at
htt://www.t'da.gov/MediclDevices/DeviceRe ultionandd uidance/GtiidancuDocumen Wo042.hitm. Please refer to this guidance for information on a

Th~h~~iz teractive reviw,rocess. 2) Guidae forlndustiyaiidT)KSlThi iieJ 'Prmat -or Lrilitional and Abbreviatej 510(k)s". This guidance can be
found at htto://www fdaegowLMedicalt)evices/D)eviceRegulationanGuidaice/Gu44ncc)ocuments/
ucm0843. .ini. Please referto 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 so, you will save FDA resources and may help
reviewers navigate through longer documents more easily. Under CDRH's e-Coy Program, you may replace one paper copy of any premarket submission (e.g.,
510(k), IDE, P A, HD) with an electronic copy. For more information about the program, including the formatting requirements, pease visit our web site at
hiltn1,1 ww.tda. ov/MlcdicatDevices/De'iccRc ulionandouidancc/HowtoMarkcty'ourievic/PreaketSubnissions/ucml34508.himl In addition, the 510(k)
Programn Video is now avaitabie for viewing oil ine at
htip://www.fl'da.eov/McdicalDevices/Dvviceg ulationandLGjuiane/HowtoMarketYgourt)iyc /Premarketpbmissions/PremarkeINotilg tionillk/uem0702tt Ithim

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
hit:/www.fda. ov/MedicalDevices/DeviceRegulationandGudance/defuult.htm. If you have questions on the status of your submission, please contact DSMICA at
(301)96-7100 or the loll-free number (S00)63S-204I orat their ternetaUdress

hP://www fda.ov/MedicalDevices/DcviceReuulationandGuidance/default.htm. If you have procedural questions, please contact the 510(k) Staff at (301)
79-5640.

Sincerely,

510(k) Staff

4/27/2012 7

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

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



Grayson, Giovanna *

From: Microsoft Outlook
To: 'katrina.fiedler@conatec.com'
qent: 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.fiedlerDconatec.com'

Subject: ack letter

Sent by Microsoft Exchange Server 2007

1
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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 
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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) 
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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, 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 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  
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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., K080383).  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. 
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SECTION 7:  CLASS III SUMMARY AND CERTIFICATION 

The AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber is 
not a Class III Device.  This section is not applicable. 
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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. 
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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); 
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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). 
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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  w/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.  

(b)
(4)

(b)(4)
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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  
(b)(4)
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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: 

• AQUACEL™ Ag Hydrofiber™ Dressing (previously cleared via 510(k), K080383) 
 

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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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 
 

          Order Number 
MISC 2125 
 

             Keep Dry  
MISC 2184 
 

     Store at Room Temperature  
MISC 2047a 
 

         Consult Instructions for Use  
MISC 2217 
 

           Lot Number 
MISC 2063 
 

               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. 1,2 

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: 
• Abrasions  
• Lacerations 
• 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 
• 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. 
• Should you see irritation (reddening, inflammation), maceration (whitening of skin), hypergranulation (excess tissue 

formation), sensitivity or allergic reaction, call a healthcare professional. 
• 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. 

• 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. 

• 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. 

• 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. 

• 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 ½ inch (1 cm) onto 
the skin around the wound. 

• 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.   
• Cover the dressing with a moisture holding dressing such as DuoDERM Extra Thin. 
 
Store at room temperature (10ºC - 25ºC/50ºF - 77ºF). Keep dry. 

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

 
1 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 
 

          Order Number 
MISC 2125 
 

             Keep Dry  
MISC 2184 
 

     Store at Room Temperature  
MISC 2047a 
 

         Consult Instructions for Use  
MISC 2217 
 

           Lot Number 
MISC 2063 
 

               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.1,2 

 
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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• 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 

 
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 
• 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) 

• 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. 

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

• Secondary dressings should be used as stated in the DIRECTIONS FOR USE Section. 
• 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. 
• 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. 
• AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber is not intended for use as a surgical 

sponge. 
• 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 
• Before applying the dressing, cleanse the wound area with an appropriate wound cleanser. 
• 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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• 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): 
• Before applying the dressing, cleanse the wound area with an appropriate wound cleanser. 
• 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. 
• 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. 
• Adherence of the dressing over joints could interfere with movement.  
• Remove the AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber when clinically indicated 

(e.g, excessive bleeding, clinical signs of infection). 
• 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 
• 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. 

• 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 

activity test 
(simulated wound model) 

Zone of inhibition test 
(Spectrum of activity) 

Staphylococcus aureus   

Pseudomonas aeruginosa   

Candida albicans   

MRSA   

VRE   

Serratia marscesens 

(abtc resistant) 

  

P. aeruginosa  

(abtc resistant) 

  

Enterobacter cloacae   
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Klebsiella pneumoniae   

Escherichia coli   

Enterococcus faecalis   

Streptococcus pyogenes   

Bacteroides fragilis   

Peptostreptococcus anaerobius   

Clostridium ramosum   

Clostridium clostridioforme   

Clostridium cadaveris   

Clostridium perfringens   

Prevotella corporis   

 
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 (10ºC - 25ºC/50ºF - 77ºF).  Keep dry. 
1 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 Carton•   

• AQUACELTM Ag EXTRA™  
• Product Size  
• Statement of Identity (Hydrofiber™ Dressing with Silver and Strengthening fiber) 

Intended Action (For the Management of Exuding Wounds; contains 1.2% Silver) 
• Product Count 
• Product Graphic 
• Sterilized using irradiation Symbol 
• Reference Number (order code) 
 

Back of Carton 

• A text statement and graphical symbol illustrating:  Keep dry.   
• A text statement and graphical symbol illustrating:  Do Not Reuse. 
• A text statement and graphical symbol illustrating recommended storage 

condition:  Store at Room Temperature (10°C ‐25°C/50°F ‐ 77°F) 
• A text statement and graphical symbol illustrating:  Consult Instructions for Use. 
• ConvaTec Logo 
• ConvaTec Inc. US address 
• 1‐800‐422‐8811 
• 2012 ConvaTec Inc. 
• Copyright statement 
• TM/R statement 
• ConvaTec Limited, Deeside, CH5 2NU, UK 
• Website address 
• Made in UK 
• Artcode reference 

 
Bottom of Carton 

• Lot Number and Expiration Date 
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Proposed Advertising Claims 

All Claims below cleared under 510(k) references K013814; K08063271; and K080383 

• 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. 

• 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. 
• When used for burns or wounds, silver prevents colonization in the dressing and acts to 

kill micro-organisms which can cause infection. 
• Provides 7 days of antimicrobial control in the dressing. 
• AQUACEL™ / AQUACEL ™ Ag dressing helps to reduce the pain of burns, donor 

sites, acute and chronic wounds through the gelling action of Hydrofiber™ technology. 
• 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. 

• 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. 

• AQUACEL™ and AQUACEL™Ag dressings reduce pain while the dressing is in place. 
• AQUACEL™ and AQUACEL™ Ag dressings create a moist wound environment to 

reduce the pain associated with frequent dressing changes. 
• Designed to avoid frequent painful dressing changes and therefore reduce the need for 

analgesia. ( A Phase III, 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) 

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

• Absorbs and wicks away drainage. 
• Soft and conformable to the incision site. 
• In in vitro studies on surgical incisions, silver prevents colonization in the dressing and 

acts to kill micro-organisms, including MRSA and VRE which can cause infection. 
• 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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• AQUACEL ™Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber 
absorbs more exudate than AQUACEL™ Ag Hydrofiber™ Dressing 

• AQUACEL™ Ag EXTRA™ Hydrofiber™ Dressing with Silver and Strengthening Fiber 
is stronger than AQUACEL™ Ag Hydrofiber™ Dressing. 

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

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



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

ConvaTec Inc.     62 of 435 
 

 

 
 
 
 
 
 
 
 

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

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



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

ConvaTec Inc.     63 of 435 
 

 

 
 
 
 
 
 
 
 

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

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



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

ConvaTec Inc.     64 of 435 
 

 

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

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



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

ConvaTec Inc.     65 of 435 
 

 

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

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



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

ConvaTec Inc.     66 of 435 
 

 

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     
         

Sterility Assurance Level   

Sterilization Validation     

Method      7 

Contract Sterilizer     

Packaging   
 

Sterilization: 

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 
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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: 

(b)(4) 

(b)(4) 
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Additional Proposed Shelf‐Life Studies 

Reporting 

Stability reports containing the on‐going confirmatory stability data will be written over the 
course of the   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   study to 
confirm the shelf life and storage conditions for the AQUACEL™ Ag EXTRA™ Hydrofiber™ 
Dressing with Silver and Strengthening Fiber product. 

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 
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Records processed under FOIA Request # 2015-8413; Released by CDRH on 02-01-2016

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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

• Sodium Carboxymethylcellulose Hydrofiber® with silver 
• 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. 

(b)(4) 

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

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



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

ConvaTec Inc.     145 of 435 
 

 

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: 

• AQUACEL™® Ag Hydrofiber™ Dressing (K080383) 
 

This review supports the conclusion that no further safety testing is necessary. 

(b)(4) 

(b)(4) 

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Third Party Testing

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

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



(b)(4) Third Party Testing

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

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



(b)(4) Third Party Testing

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

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



(b)(4) Third Party Testing

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

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



(b)(4) Third Party Testing

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

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



(b)(4) Third Party Testing

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

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



(b)(4) Third Party Testing

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

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



(b)(4) Third Party Testing

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

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



(b)(4) Third Party Testing

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

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



(b)(4) Third Party Testing

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

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



(b)(4) Third Party Testing

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

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



(b)(4) Third Party Testing

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

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



(b)(4) Third Party Testing

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

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



(b)(4) Third Party Testing

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

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



(b)(4) Third Party Testing

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

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



(b)(4) Third Party Testing

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

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

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

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

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION 18:  PERFORMANCE DATA – BENCH 
(b)(4) 

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

Records processed under FOIA Request # 2015-8413; Released by CDRH on 02-01-2016
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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 
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SECTION 20:  Performance Testing ‐ Clinical 
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Records processed under FOIA Request # 2015-8413; Released by CDRH on 02-01-2016

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

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



(b)(4) Testing

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION 21:  Other 

Not applicable. 
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4, 1 Food andDrug stffltlofl
Office of Device Evaluation &
Oftie of In Vio Diagnostics

COVER SHEET MEMORANDUM

From: Reviewer Name 7w L aW

Subject: 510(k) Number 12
To: The Record

Please list CTS decision code _____

o3 Refused to accept (Note: ithis is considered the first review cycle, See Screening Checklist

httrvJleroomifdaiiOeloV:iCROemR'FiiesICDRH3ICDRH 
5631 Iscreenina%2ocheI'---Iist%2O7%c

02207.doc )

o Hold (Additional Information or Telephone Hold).

Final Decision with Limitations, NSE (select code below), Withdrawn, etc.).

Not Substantially Equivalent (NSE) Codes

o NO NSE for lack of predicate

Ol NI NSE for new -intended use
0 NQ NSE for new technology that raises new questions of safety and effectiveness

O NU NSE for new intended use AND new technology raising new questons of safety and

effectiveness
o NP NSE for lack of performance data

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

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

O NC NSE post-amendment device requires PMAs

0 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,

Indications for Use Page - - -

510(k) Summary /510(k) Statement Atc umr

T l ad A t 
Must be present for a Final Decision

Is the device Class Ill?

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

Does firm reference standards?
(if yes, please attach form from http:/Mww.fda.goviopacom/morechoices/fdaformstFDA
3654.pdf)

Is this a combination product?
(Please specify category /V see

_ft:IeramfaOO ~ Reiiles/DcRH3IcDRHPremarketNotf to~ OkPrrm/O 41 3bICO

MBINATIO3N_OPRODCT%2OAGOQRITHM%2Orn5 SD%2O

Is this a reprocessed single use device?
(Guidance for Industry and FDA Staff - MDUFMA -Validaton Data in 51 0(k)s for

ReprocessedSingqle-Use Medical Devices, hi :/wwfa-./dhoe uiao/ -.t

Is this device intended for pediatric use only?

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

Did the application include a opee OMFA3674,Certfication Ith.. Requirements of

ClinicalTrials.gov Data Bank?
is clinical data necessary to support the review of this 510(k)? RM

For United States-based clinical studies only: Did the application include a completed FORM

FDA 3674, Certification with Requirements of CllnicafTrals.gov Data Bank? If stu was
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conducted in the United States, and FORM FDA 3674 was not included or incomplete, then

'pplicant must be contacted to obtain completed form.)

Joes this device include an Animal Tissue Source?

All Pediatric Patients age<=21

Neonate/Newbom (Birth to 28 days)

Infant (29 days -< 2 years old)

Child (2 years -< 12 years old)

Adolescent (12 years -< 18 years old)

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

group, different from adults age 21 (different device design or testing, different protocol

procedures, etc.)

Transitional Adolescent B (18 -<= 21; No special considerations compared to adults => 21 years

old)
Nanotechnology

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

Guidance, http-flwww.fda.ovcdrh/comiuidance/169html

Regulation Number Class* Product Code

nclassified, see 510(k) Staff)

Additional oduct Codes:

Review: (
(Branch C (rnhCdDt

Final Review: (D e)
(Division ecto(e)
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DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation
9200 Corporate Boulevard

Rockville, MD 20850

Premarket Notification [510(k)] Review
TraditionallAbbreviated

K121275

Date: July 24, 2012
To: The Record Office: ODE
From: Suzanne B Schwartz, MD Division: DSORD

510(k) Holder: ConvaTec
Device Name: AQUACEL Ag EXTRA Hydrofiber Dressing with Silver and Strengthening Fiber
Contact: Katrina Fiedler, RAC
Phone: 908.904.2541
Fax: 908.904.2235
Email: Katrina.fiedler@convatec.com

1. 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.

II. Administrative Requirements

Indications for Use page (Indicate if: Prescription or OTC) Rx &
OTC

Truthful and Accuracy Statement

510(k) Summary or 510(k) Statement
Standards Data Report Form - Form 3654

(it 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

Ill. Device Description

Is the device life-supporting or life sustaining?
Is the device an implant (implanted longer than 30 days)?
Does the device design use software?
Is the device sterile?

1
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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-M 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 AQUACELTM Ag Hydrofiber' dressing. By combining the
absorbency/retention properties of two layers of AQUACELTM Ag HydrofiberM 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."

"AQUACELC' Ag EXTRA'" Hydrofiber m 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 Hydrofiberl" which is stitched
together.

IV. Indications for Use:
"AQUACEL' Ag EXTRAT " 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 m Ag EXTRAT' HydrofiberTM 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 predicate and the new device, manufactured by the same Sponsor, 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% w/w
* Both dressings are sterile, absorb exudate or blood and form a soft conformable gel
* Both dressings contour to the wound surface

Differences among Technological 

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.

For 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 until 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 (100 - 250 C/50 0F
- 770F). 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 K080383 for either the Rx or OTC use.

VII. Sterilization/Shelf Life/Reuse
"AQUACELM 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 

Sterility Assurance Level 

Sterilization Validation  

Method 

Contract Sterilizer 

Packaging   

Sterilization:

Sterilization:

  

4
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Reviewer Comments: Sterilization and validation are acceptable.

"Shelf Life:

The proposed shelf-life for AQUACELm Ag EXTRA"m Hydrofiberm Dressing with Silver and
Strengthening Fiber is two years, when stored between  

AQUACELm 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"m Ag EXTRA' Hydrofiber"' Dressing with Silver
and Strengthening Fiber are constructed from the same base material as HydrofiberTM
(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.

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 the  study in support of the product shelf life. The
AQUACEL"m Ag EXTRA' Hydrofiber"m 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 the  study to
confirm the shelf life and storage conditions for the AQUACEL"M Ag EXTRA' Hydrofiber"m
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.

VIII. Biocompatibility

In accordance with IS010993:2003, 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)

IS010993:2003 calls for Cytotoxicity, Sensitization, Irritation, Sub-acute/Sub-chronic Toxicity
and Genotoxocity for this classification of device.

"AQUACEL Tm Ag EXTRA' Hydrofiber T 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):

* Sodium Carboxymethylcellulose Hydrofiberl with silver
* Tencel' yarn (Lyocel - regenerated cellulose)

The processes used to chemically produce, silverize and textile the Hydrofiber'" with silver
material for the AQUACEL" Ag EXTRAm Hydrofiber"m Dressing with Silver and
Strengthening Fiber are identical to those processes used to manufacture AQUACELTM Ag
Hydrofiber Dressing.

During the final AQUACELrm Ag EXTRA"m Hydrofiberm Dressing with Silver and
Strengthening

Fiber conversion process, two layers of HydrofiberM with silver material are stitched
together (stitchbonded) TencelO (regenerated cellulose) yarn.

The stitchbonded layers of Hydrofiber m 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 AQUACELm Ag EXTRAm Hydrofiberm
Dressing with Silver and Strengthening Fiber.

HydrofiberTM 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 ISO 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:

Software description:

Device Hazard Analysis:

Software Requirements Specifications:

Architecture Design Chart:

Design Specifications:

Traceability Analysis/Matrix:

Development:

Verification & Validation Testing:

Revision level history:

Unresolved anomalies:

X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

Not applicable.

XI. Performance Testing - Bench

In vitro studies have been conducted comparing performance along the following parameters:
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Reviewer Comments: The testing reports were reviewed These performance results are acceptable.
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Reviewer Comments: The test reports were reviewed. These performance data are acceptable.
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Reviewer Comments: The test reports were reviewed. These performance data are acceptable.

XII. 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 m Ag Hydrofiberm Dressing cleared May 2, 2008"

Reviewer Comments: This is acceptable.

XIII. Performance Testing - Clinical
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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? / If YES = Go To 5

4. Could The New Characteristics Affect Safety Or If YES = Go To 6
Effectiveness?

5. Descriptive Characteristics Precise Enough? V If NO = Go To 8
If YES = Stop SE

6. New Types Of Safety Or Effectiveness 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
http://eroom.fda.qov/eRoomReq/Files/CDRH3/CDRHPremarketNotification5lOkProaram/0 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,
6, and 9, and every "no" response requires an explanation.

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

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

3. Describe the new technological characteristics:

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

5. Explain how descriptive characteristics are not precise enough:

6. Explain new types of safety or effectiveness question(s) raised or why the question(s) are not new:

7. Explain why existing scientific methods can not be used:

8. Explain what performance data is needed:

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

XV. Deficiencies
There are no issues to be resolved. Hence no deficiencies or requests for additional
information needed to be sent to Sponsor.

XVI. 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.
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XVII. Recommendation
Regulation Number:
Regulation Name: None
Regulatory Class: Unclassified
Product Co : FRO, wound dressing with a drug
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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 H:\INTEGRITY LIST\CDRH REVIEWER SCREENING LIST.DOC)

2. Is the device exempt from 510(k) by regulation (Please see
http://eroom.fda.qov/eRoomRep/Files/CDRH3/CDRHPremarketNotification5l0kProra
m/0 4134/51 0(K)%20EXEMPT%20%20FORM.DOC or subject to enforcement
discretion (No regulation - See 510(k) Staff)?

3. 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.qov/eRoomRep/Files/CDRH3/CDRHPremarketNotification5lOkProgra
m/0 5631/Screeninq%20Checklist%207%202%2007.doc)

5. 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.pov/cdrh/mdufma/quidance/1 08. html)

6. 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?

7. 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)?

8. 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 Multiple Devices or Multiple
Indications in a Single Submission
http://www.fda.qov/cdrh/mdufma/auidance/1215.html)

Rev. 7/2/07
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510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS

New Device is Compared to A
Marketed Device *

Descriptive Infomation Does Ne vice Have Sme NO Do the Differences Alter the Intended Not Substantially

about New or Marketed Indication Ftatement?---l Therapeutic/Dagnoisidlt. Effect YES Equivalent Detemlifation

Device Requested as Needed (in Deciding, May Consider impact on

S Safety and Effectiveness)?*

New Device Has S e Intended NO
Use and May be -Subs tially Equivalent" I 1 D

New Device Has 0
New Intended Use

Does New Device H vc Samne
Technological Ch teristics, NO Could the New
e.g. Design, Man s. ete - Characteristics Do the New Characteristics

YES Affect Safety or- - Raise New Types of Safety
Effecti eness? or Effectiveness Questions?

NO Are the De criptive NO I O
Characteristics recise Enough N

to Ensure Eq valence? 0
Are Pertnance Data Do Accepted Sciertific

Available torAsses Equivalence? YES Mttods-xistfr
Assessing Effects of NO

the New Characteristics?

YES

Derata Axe Perfonmnce Data Available NO

DaReqired To Assess Effects of New
Dpeqreda l o rCharacteristics

Per uivrmance Data Dmonstrat Peformance Data Demonstrate

Equiv .alenict? 1 _Equivalence?

YES -YES No

NO

- - "Substantially Equivalen

To Determination TO

* 510(k) Submissions coripare new devices to maketed devices. FDA requests aditional infouation if the relationship between

marketed and "prcdicate" (prc-Amendments or reclassified post:Amndments) devieps is anclear.

This decision is nonnally based on descriptive information alone, but limited testing inftiaion is so netims reqird -

** D aa tnaybe in the 5 10k)rother 5 1 00)s. the Centers classification files or the Iterature.

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

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


	510K SUMMARY
	CORRESPONDENCE
	Decision Letter
	Indications for Use
	Acknowledgement Letter

	ORIGINAL
	Signed Cover Letter
	MASTER AQUACEL Ag Extra HYDROFIBER DRESSING w SF 510k

	REVIEWER INFORMATION
	Reviewer Memorandum
	Reviewer Notes
	510K Decision Tree




