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Submission Correspondent: Aaron Wyse
Director of Regulatory Affairs
Tel: +353 (0) 87 0520845
Fax: +353 (0) 9066 34895

Proprietary Name: Collagen Powder

Common Name: Topical Wound Dressing

Device Classification:
Product Code: KON
Classification Name: Dressing Wound Collagen
Regulatory Class: Unclassified

Statement of Substantial Equivalence:
Collagen Powder is substantially equivalent in materials of construction and
intended use to Collagen Sponge (K092805) and Collatek Powder (KOl 2990).
Collagen Powder has been evaluated for its biocompatibility which meets
requirements and is therefore substantially equivalent to the predicates
delineated in this submission. Collagen Powder is manufactured from the same
ingredients used for the manufacture of Collagen Sponge (K092805).
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Intended Use:
Collagen Powder may be used for the management of wounds such as:

o Diabetic ulcers
o Venous ulcers
o Pressure ulcers
" Ulcers caused by mixed vascular etiologies
o Full-thickness & partial thickness wounds
" Abrasions
o Traumatic wounds
o 1 st and 2nd degree burns
o Dehisced surgical wounds
" Exuding wounds

Description:
Collagen Powder is a collagen matrix in powder form intended for application as
a wound management device. The product is supplied sterile for single use only.

Biocompatibility and Testing:
Evaluation of the biocompatibility of Collagen Powder was completed in line with
the requirements of ISO 10993 -1: 2009. There are no new biocompatibility
issues arising with the use of Collagen Powder; the materials of construction for
Collagen Powder match Collagen Sponge (K092805).

Biochemical characterization of the collagen used to manufacture Collagen
Powder was undertaken which characterized the collagen as being
predominantly Type I collagen which is not denatured during the collagen
rendering process.

Viral inactivation validation assessment was conducted on the collagen which
demonstrates that the collagen material post processing can be assumed not to
contain any pathogenic organisms.

Particle size analysis was conducted on the finished product which verified a
particle size range for Collagen Powder.

Conclusion:
Collagen Powder is substantially equivalent to the predicate devices delineated in
this submission and meets the requirements for premarket notification as defined
in CFR21, Part 807.
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1Innocol I Pharmlaceuticais. Ltd.
% Mr. Aaron \Vx'se

IDi rectory of' Regu1dlorx' Affirs
Ni idlands Innovation & Research Centre. Dublin Road
Athione. Co. Westmeath
Ireland

Re: K 103648
l'rad c/Do vice Namle: Coil a-en Pa wce r-> A
Regu'latory Cla.ss: UnIClassi fled
ProdcLIt Code: KCN
Dated: Septem bar I1, 201I
Recei ved: September 6. 20 11

Dear M/r. Wyse:

We have reCviewed \I'our Section 5 I10(k) lpremarket not ifieat ion of inten I to market hle (levice
referenced above and have determined the (de\'iee is substantial Iv CCI Ii'a lent (f'or the indications
fbr' Lise stated ill the enlosure) to legal]\, marketed predicate devices marketed in interstate
comrncate prior to NI av 28, 1976, the enactment date of'the Mledical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drigl
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMVA).
YOU may. therefore, market the device, stibject to the general controls provisions of the Act. The
gjeneral controls provisions of'the Act inc ILICIe reqUirements for annual registration, Ii stina of'
devices, good Inan11LIctUl ringj practice, labeling, and prohibitions agalinst miiisbrandi ng and
adlul teration. P~lease note: CD Ri-f does not evaluate infor-mation related to contract li abili ty
warranties. We reminrd you, howAever, that device labeling mu1Lst be trLrth l and not imisleading.

If your' deCvice is classified (see above) into either class If (Special Controls) Or class Ill (PMA), it
may be Surbjct to additional controls. Existing maj or regulations a liecti ngo (lax deice canl be
lburnid inl the Code of' Federal Regllions.01', Title 2 I1, Parts 800 to 898. Ini addition. FDA may
p)Liblish fur rther' announ.1lcements concrnrn g your devi ce in the Fade ra Rezi ster.

Plecase be ad vised that FDA's i SSUanlce of'a SLibstantial equivalence determination does not Mean
that FDA has Made a deterinlationl that v;o~lr device coplies With other' requriramenis of the Act
or' any1 Fdrlstatutes and regulations administered by other Federal aaacnc es. YOU Morst
comply with aill the Act's requiremlentis, incltrdinz. but not limited to: reuistration and listing (2 1
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CUR Part 807); label int (2 1 CF R Part 801I); medi cal dev'ice reportng (reportng of medlical
device-related ad verse evenits) (2 I CF P1803); good manlufactur ing pr1actice req~uirementIIs as Set
forthl inl the q tiali tV s stems (QS) CQ LIlati on (21I CF R Part 820); and if applicable, the electronic
product radi ation control provisions (Sections 53 1-542 of the Act); 21I CF R 1 000-I 050.

I vyon desi re spec ific ad vice for your device Oin Our Ilabel inrg regulation (21I CF R Pairi 801I): please
go to Lp:/w.Va.0/Acn 2ID/etesIlee/IDR-/LRHffce/ m113809.1ati for
the Center for Devics and Radiological -l Its (Cf)RI-Is) 0Office of Comnpli ance. AlIso. p lease
note theC regulation entitled. 'Misbranding by reference to premirket notification" (2 1 CIZ l'art
807.97). For questions regarding the reporting of ad verse C\'e t'S Under the NiID R reCgulationl (2 1
CUR P'art 803). please go to
http://wwwvda.a-o v/N\,ed ca!l evices/S a ftv/RepoTa I"ro bI mcl e tin IIIt.iml for the CD RI-Is C) 01cc
Of SLurveillance and Biomectrics/Division of Plostmarkct Surveillance.

You may obtain other general inlbrmnationl On your responsibilities Uinder the Act from the
Division of Small Nlanuthcttirers. Internationa and ConIsumerC Assistance at its toll-free mnber
(800) 638-204 1 or (30 1) 796-7 100 or at its Internet address
Ihlp:-/xww. fda.l- uov/N'ledical De vices/Reces fbSor YOU/rld Ustiv/ClefaulIt.l1nrn.

Sincerely. yours,

Mark Nt Melkeison
M~rctom

Divisionl of'SUrgical, Orthopedic
and Restorative Devices

Office of Device Evalumation
Center for Devices and

Radiological Health

!Enciosure
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Statement of Indications for Use Cc36 1

510(k) Number (if known):

Device Name: Collagen Powder

Indications For Use: Collagen Powder may be used for the management of
wounds such as:

o Diabetic ulcers
" Venous ulcers
o Pressure ulcers
o Ulcers caused by mixed vascular etiologies
" Full- & partial thickness wounds
o Abrasions
o Traumatic wounds
o 1st and 2nd degree burns
o Dehisced surgical wounds
o Exuding wounds

Prescription Use __X AND/OR Over-The-Counter Use ____

(Part 21 CFR 801 Su~bpart 0) (21 CER 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluat (ODE)

Division of Surgical, Orthopedic,
and Restorative Devices

5 1 0(k) Number __________
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InanocolI Pharmaceuticals, Ltd
% Mr. Aaron Wyse
Direto1rV of Reulatorv Affairs
N'idlands Innovation & Research Centre, Dublin Road
Athionc. Co. Westmeath
Ireland

Re: Kl03648
Trade/Device Name: CoIlauen Powder , /
RegulatorY Class: unclassified
Piroduct Code: KGN
Dated: September 1,2011
Received: September 6, 2011

Dear Mr. Wyse:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
ie erenced above and have determined the device is substantially equivalent (lor the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
cornmeice prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassilled 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 maniufacturi ng practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI-1 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 Ill (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
pLiblish further announcements concerning your device in the Federal Reuister.

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. incliding. but not limited to: registration and listing (21
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CFR Pait 807); Labeling (21 CFR Part 801); medical device reporting (reporting o medical
device-related adverse events) (21 ClFR 803); good manufacturing practice requirements as set
Forth in the quality sste ms (QS) regulation (21 CFR Part 820); and iF appl i cable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

f ou desire speci lic advice for your device on our labeling regulation (21 CFR Part 801)L please
go to hitp;//AXYwfda. tov/AboitFDA/Cen tersO les/CDI-/CI)RIHf1ces/uci15809.htm fr
the Center For Devices and Radiological icalth'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

://xvi.fda. o v/Med i cal Devices/Sa Fetv/Reporta Problem/deFal t. hu lor the CDRH's Offce
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 Mianu(1cturers, International and Consumer Assistance at its toll-Free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
hJtp://vwxv. fda.Cov/NMeicalDcvices/ResourcesborYoLi/Industrv/dCefaIlt. htl.

Sincerelx Yours.

Mark N. Melkerson
Director
Division oF Surgical, Orthopedic
and Restorative Devices

Office of Device Evaluation
Center for Devices and

Radiological Hicalth

Enclosire
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Statement of Indications for Use

510(k) Number (if known):

Device Name: Collagen Powder

indications For Use: Collagen Powder may be used for the management of
wounds such as:

o Diabetic ulcers
o Venous ulcers
o Pressure ulcers
o Ulcers caused by mixed vascular etiologies
o Full- & partial thickness wounds
o Abrasions
o Traumatic wounds
o 1st and 2nd degree burns
o Dehisced surgical wounds
o Exuding wounds

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

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

Concurrence of CDRH, Office of Device Evaluati (ODE)

(Division Sign-Off)
Division of Surgical, Orthopedic,
and Restorative Don.',e

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

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

September 07, 2011

INNOCOLL PHARMACEUTICALS LTD 510k Number: KI03648
MIDLANDS RESEARCH AND
INNOVATION CENTRE, DUBLIN RD. Product: COLLAGEN POWDER
ATHLONE, CO. WESTMEATH
IRELAND El
ATTN: AARON WYSE

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail practices at
lhttp//www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
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
5 10(k).

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

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

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

Sincerely,

5 10(k) Staff
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

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

March 10, 2011

51Ok Number: K103648

Product: COLLAGEN POWDER

Extended Until: 08/24/2011

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

If the additional information (AI) is not received by the "Extended Until" date shown above, your premarket
notification will be considered withdrawn (21 CFR 807.87(1)). If the submitter does submit a written request for an
extension, FDA will permit the 5 10(k) to remain on hold for up to a maximum of 180 days from the date of the Al
request.

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

Sincerely yours,

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

Midlands Innovation & Research Centre
Dublin Road, Athlone
Co. Westmeath, Ireland IDA CD" DMC
Tel: + 353 (0)90 6486834
Fax: -353 (0)90 6486835
www.{nocoll-pharma.com MAR.1 0 2011

510(k) Number: K103648 Received
Product Name: Collagen Powder
Date: March 2nd 2011

Dear Sir/Madam,

We would like to request and extension of time to respond to the additional information
requested for 510(k) K103648 for Collagen Powder. We would like the time extension of the
maximum 180 days to be applied to our file as we work through providing the additional
information.

Kind Regards

Date: )4 A 1k .pl
Aaron Wyse
Director of Regulatory Affairs
Innocoll Pharmaceuticals Ltd.
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Y DEPARTMIir OF HEALTH & HUMAN SERVICES Public iealth Service

4 1 --ZU.S. Food and Drug Aminimstration
Center for Oev ices and K adi ol ogical Ilealth
Document C,,:nil Cen, er V066-G609
10903 New% !ampshire Awue
Silver Spring. Nil 09) -, 02

February 25, 2011

510k Number: K 103648

Product: COLLAGEN POWDER

We are holding your above-referenced Premarket Notification.(5 10(k)) for 30 days penditI1 receit of the

additional information that was requested by the Office of Device Evaluation. Please remember il:ht all

correspondence concerning your submission MUST cite your 510(k) number and be sent in dup*l.-. C to the

Document Mail Center at the above letterhead address. Correspondence sent to any address other than the one

above will not be considered as part of your official premarket notilication submission. Also, pleise note the new

Blue Book Memorandum regarding Fax and E-mail Policy entitled. 'Fax and E-Mail Commniicaiton with

Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and

e-mail practices at
http://\wwvw%.fda.gov/MedlicalDevices/DeviceRe ,u~lationaildGtiidancc/GyiidainceDocumIIentS/LlCml089"O10htlm.

The deficiencies identified represent the issues that we believe need to be resolved before our revie\' of your

510(k) submission can be successfully completed. In developing the deficiencies, we carc auly cu' isidered the

statutory criteria as defined in Section 513(i) of the Federal Food, D;u', and Cosmetic Act fnr eecminin"

substantial equivalence of youir device. We also considered the huricn that may be ince t-d n \ attempt to

respond to the deficiencies. We believe that ve have considered the least burdensome approtch : -solving these

issues. If* however, yoU believe that in formation is being requested that is not relevant to he ic.: tory decision

or that there is a less burdensome way to resoive the issues you shel Lid f(11OW the proced res ! 'ed in the "A

Suggested Approach to Resolving Least Burdensome Issues" document. It is available on our Celier web page at:

ht I://wwv. fda.gov/Medenic Deicvics/Device kecuitlatiotundO u idanecec /)vervicv'/Mcen di lDcvi c Piov'si iisoffDAtModer

nizationAct/ucm 136685.htin.

If a fer 30 days the additional in formation (Al), or a request for an extension of tine, is not reccived. we will

disconti nue review of N u r Su binmission and proceed to Iefete your 1i1 from nour review syt enm (7CFR
807.87(l)). Please note our gtidance document entitled. "Guidance for Industry and FDA St:fl. 1:1 '.\ and Industry

Actions on Irenimarket Notification (510(k)) Submissions: Efect on FDA Review Clock :.Ji: 'mane
Assessmcnt". If the submitter does submit a written request for :a LXttnsioti] FDA will pri:tt t: -' 0(k) to

remain on hold for up to a itmaximuni of 180 days from the date if the Al rqttest. Ihe ptii1u. . t s document is

to assist agency staff tid the device industry in understanding hw various FDA and indur\ . s th il may be
taken on 51 0(k)s should alfect the review clock for puIroses of meeling the 'ledicl lci e c 11Cnd
Modernization Act. You maV revicwi this documnent at

bin://ww Ida. tovIMdcc icaI DCvices/Dcvice Re n lationa ndG ui danc/ IU i dance Docuie ints/LC ' "3 in. Parsuant

to 21 CFR 20.29, a copy of your 510(k) submission Will remain in the Ofi ce of Devicc Eva I tintiot . If you then

wish to resubmit this 51 0(k) notification, a new number will be assi :ned and your submission wiil be considered a

new pretmirket notification submission.
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lPlease renembeir that the Sal Medical Devices Act of 1990 StatS aL )VII may 11o" plc 22twc It

cirnmeicial (tisrib ti until vou receiv LI dcision letter Ifiim1 FDA\ allowing you to 6)C S,

If you have lInocedumiIl cpistioils. plase contact th Division or sini a M anu tifmmrers I rierna i A Consumner
Assistance (135 MlCA) mit (301)79&-7 1 00 or at their toll -free iumbe (800)638-204 1, or c( u ia w, I Ok sud T at
(301)796-5640.

Si ucerel v yours.-

plarorie sb Ira:
Con1Stinr Ma K', ()fikCl
]'reirarket Noti Niation Secutin
Ofilee of Devic II.valtimiion
?entei fbr Devices and Racholozical ca&:
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Scevice

U.S. Food and Drug Adinristratio,
Center for Devices aul. Radiologci cl Health
Documcnt Control Ce ier W066-G609
10903 NeeI iamipshi Avenue
Silver Spring, MD 20)93-0002

February 25, 2011

510k Number: K103648

Product: COLLAGEN POWDER

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the

additional information that was requested by the Office of Device Evaluation. Please rennber taI: all
correspondence concerning your submission MUST cite your 510(k) number and be sent in diuJ-Iic!ue to the
Document Mail Center at the above letterhead address. Correspondence sent to any address other thIan the one
above will not be considered as part of your official premarket notification submission. Also. plcatse note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and B-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on urrent fax and
e-mail practices at
http://vivw.fda.,ov/M ed ical Dev ices/Dev ice Reglat ionandGidance/GidccDocumen ts/cm89 '12.him.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deliciencies, we carefully considered the
statutory criteria as defined in Section 513(i) of the Federal Food. Drug. ai'd Cosmetic Act for ev:rm in i
substantial equivalence of your device. We also considered the burden that may be iltcur-cO in y'our :itempt to
respond to the deficiencies. We believe that we have considered the Ieast huLi rdeii some apprL,:1t to i ,solving these
issues. If however, you believe that iinloi-iation is being requesteo thit is not relevant to1 the i ei tI Loy decision
or that there is a less burdensome way to resolve the issues, \'ou ShOuLd llow the proced[i-es otIi ned iin the "A
Suggested Approach to Resolving Least Burdensome Issues" document. It is available on our (enter wcb page at:
ht)://www. f'a.gov/IedicalDevices/Deviceeti ltiionand udance/Over.ivi edcDevice'm ot;ofFDA Moder
nizationAct/uctmil 36685.htm.

If after 30 days the additional information (Al), or a request for an extension of time. is not received, we will
discontinue review of your submission and proceed to delete your hie from our reviev system (21 CIT
807.87(l)). Plase note our Lzuidance document entitled, "Guidance for Industry and FDA Siafi FDA and Industry
Actions on Premarket Notification (51 0(k)) Submissions: EfTect ori FDA 'eview (2oek an11' Prfe:ne
Assessment". Ifthe submitter does submit a written request for an extension. FDA vi l per;:, it Ie k) o
remain on hold for tip to a maximum of 1 S days from the date of the Al 'qIest. lhe prip. -,I )h document is
to assist agency staff and the device induistiy ill understanding hox ver;u- HDA and Maybe
taken on 5 10(k)s should affect the review clock for purposes of InCut ing I.e \'eCdiCil Dcvic\ .r a nd
Modernization Act. You nay review this document at
http://ivfki.ov/MediaDevices/DeieRetlationandGuidanc/CuadaueeDoctiments/ucmC% ' . at. 'tirsuant
to 2 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evtlu:otni If you then
wish to resubmit this 510(k) notificajion. a new number will be assigned and your submission .:ill be considered a

C\\' plremarket notifitcatiol) suibimlisSioni.
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PIcase remember that the Safe Medical Devices Act of 1990 staes that Iou may not place I in < No
commercial distribution until you receive a decision letter from FIM ) ow in, you to do sc.

Ir you have procedural questions, pelse contact tie Division of Smkl Maufactmrs internsabti aQ Consumer
Assistance (DSMICA) at (301)796-7100 or at heir toll-free numbur (S00418-204 1, or conk 1 Ok Ik staffat

(30 1)796-5640.

Sincerely your!::

M/aiolic S~'n
Consumer S:Iletv C ;
Premarket Noti IeCation Seciion
Office of Device Lvalmaloit
Center for Devices ami Radiolovicatl IHe'tli
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

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

December 16, 2010

INNOCOLL PHARMACEUTICALS LTD 510k Number: K103648

MIDLANDS RESEARCH AND INNOVATIONCENTRE, DUBLIN RD. Received: 12/14/2010
ATHLONE Product: COLLAGEN POWDER
IRELAND
ATTN: AARON WYSE

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 5 10(k) submitter.
Please note, if the 510(k) submitter is incorrect, please notify the 510(k) Staff immediately. We have assigned
your submission a unique 510(k) number that is cited above. Please refer prominently to this 510(k) number in
all future correspondence that relates to this submission. We will notify you when the processing of your
510(k) has been completed or if any additional information is required. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail
Center (DMC) at the above letterhead address. Correspondence sent to any address other than the one above
will not be considered as part of your official 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 5 10(k) needs to fill out the new standards form
(Form 3654) and submit it with their 510(k). The form may be found at
http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm.

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(j)), which expanded the current database
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification
form http://www.fda.pov/AboutFDA/ReportsManualsForms/Forms/default.htm accompany 510(k)/HDE/PMA
submissions. The agency has issued a draft guidance titled: "Certifications To Accompany Drug, Biological
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Product, and Device Applications/Submissions: Compliance with Section 402j) of The Public Health Service Act,
Added By Title VIII of The Food and Drug Administration Amendments Act of 2007"
htt-p://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissio
ns/PremarketNotification5l0k/ucm34034.htm. According to the draft guidance, 510(k) submissions that do not
contain clinical data do not need the certification form.

Please note the following documents as they relate to 510(k) review: 1) Guidance for Industry and FDA Staff
entitled, "Interactive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements". This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. Please
refer to this guidance for information on a formalized interactive review process. 2) Guidance for Industry and FDA
Staff entitled, "Format for Traditional and Abbreviated 510(k)s". This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/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., 5 10(k), IDE, PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissio
ns/ucml34508.html. In addition, the 510(k) Program Video is now available for viewing on line at
http://www.fda.izov/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.

,astly, 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 5 10(k) Staff at (301)796-5640.

Sincerely,

5 10(k) Staff
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Innocoll
Pharmaceuticals

Midlands Innovation & Research Centre
DublinlRoad, Athlone
Co. Westrneath, Ireland
Tel: + 353 (0)90 6486834
Fax: , 353 (0)90 6486835
www.iAnocoll-pharrna. com 2

Product Name: Collexa
Date: 9th December 2010

Dear Sir/Madam,

Please find enclosed the 510(k) premarket notification application for Collagen Powder.
Duplicate hard copies of the application file are enclosed as is mandatory. Also enclosed please
find one electronic copy. The electronic copy is a replicate of the hard copies in all sections with
the exception of sections 17 and 18. Sections 17 and 18 have not been included in the
electronic copy as these sections comprise FDA electronic forms which cannot be saved
electronically but merely printed in hard copy. The electronic copy is available on the inner leaf
of one of; the hard copy files,

Kind Regards

Date: o0 1
Karon Wyse

Director of Regulatory Affairs
Innocoll Pharmaceuticals Ltd.
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Site: null Page 1 of I

Form Approved: OMB No 0910-511 Expiration Date: Janay 31, 2010. See Inslructions ror OMB Stalen

DEPARTMENT OF HEALTH AND HUMAN SERVICES PAYMENT IDENTIFICATION NUMBER: 
FOOD AND DRUG ADMINISTRATIONMEODALD DEVICE UDMISERAOR SWrite the Payment Identification number on your check.
MEDICAL DEVICE USER FEE COVER SHEETI

A completed cover sheet must accompany each original application or supplement subject to fees. If payment is sent by U.S. mail or
courier, please include a copy of this completed form with payment. Payment and mailing instructions can be found at:
http:/w .fda.govloc/mdufma/coversheet.html

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME
address, city state, country, and post office code) Aaron Wyse

2.1 E-MAIL ADDRESS
INNOCOLL PHARMACEUTICALS awyse@jnnocoll-pharma.com
Midlands Innovation and Research Centre
Athlone 2.2 TELEPHONE NUMBER (include Area code)
IE 353906486280

1.1 MPLOY R IDENTIFICATION NUMBER (EIN) 2.3 FACSIMILE (FAX) NUMBER (Include Area code)

3. T'PE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application
desciptions at the following web site: http://ww.fda.gov/oclmdufma

Select an apolication tvoe: 3.1 Select a center
[X] Premarket notification(510(k)): except for third party [X] CDRH
[1 513(g) Request for Information [] CBER
[] Biologics License Application (BLA) 3.2 Select one of the types below
[] Premarket Approval Application (PMA) [X] Original Application
[ Modular PMA Supplement Tves.
[]P oduct Development Protocol (PDP) [] Efficacy (BLA)

[1 Premarket Report (PMR) []Panel Track (PMA, PMR, PDP)
I

[] Annual Fee for Periodic Reporting (APR) [] Real-Time (PMA, PMR, PDP)
[ 30-Day Notice []180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)
[J YES, I meet the small business criteria and have submitted the required [X] NO, I am not a small business
qualifying documents to FDA
4.1 If Yes, please enter your Small Business Decision Number:

5. FDAWILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE
THAT IS DUE TO FDA. HAS YOUR COMPANY PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA?
[X] YES (All of our establishments have registered and paid the fee, or this is our first device, and we will register and pay the fee within
0 days oV FDA's approval/clearance of this device.)
([ NO (if "NO," FDA will not accept your submission until you have paid all fees due to FDA. This submission will not be processed; see
http://ww.fda.gov/cdrh/mdufma for additional information)

6. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE
APPLICABLE EXCEPTION.
[]This application is the first PMA submitted by a qualified small business, []The sole purpose of the application is to support
including any affiliates conditions of use for a pediatric population

Ti [] The application is submitted by a state or federal[Thisb g p t s i n egovernment entity for a device that is not to be distributed
Health Service Act for a product licensed for further manufacturing use only commeially

commercially

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

[]YES [X] NO

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION
 29-Nov-2010

Forme FDA 3601 (01n[107)

"Close Window" Print Cover sheet

6~4c 0

b4 

b4 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION 0MB No. 9010-0120

Expiration Date: August 31, 2010.
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See OMB Statement on page 5.

of Submission User Fee Payment ID Number FDA Submission Document Number (if known)

,.-18-2010 N/A N/A

PMA PMA & HDE Supplement PDP 510(k) Meeting
El Original Submission [l Regular (180 day) E] Original PDP X Original Submission Pre-51o(K) Meeting
" Premarket Report E special [ Notice of Completion X Traditional O Pre-IDE Meeting

" Modular Submission F1 Panel Track (PMA only) E] Amendment to POP Special ( Pre-PMA Meeting
F1 Amendment E] 30-day Supplement ] Abrviated omplete Pre-PDP Meeting
E] Report 0 30-day Notice Additional Information Day 100 Meeting
R Report Amendment 135-day Supplement E Thir Party i Agreement Meeting

El Licensing Agreement E Real-time Review E Determination Meeting
O Amendment to PMA ] Other (specify):

&HDE Supplement
Other

IDE Humanitarian Device Class II Exemption Petition Evaluation of Automatic Other Submission
Exemption (HDE) Class III Designation

Original Submission H Original Submission E] Original Submission (De Novo) O 513(g)
F Amendment n Amendment H Additional Information Original Submission Other
El Supplement El Supplement Additional Information (describe submission):

El Report
E] Report Amendment

Have you used or cited Standards in your submission? X Yes E] No (if Yes, please complete Section i, Page 5)

Company I Institution Name Establishment Registration Number (if known)

Innocoll Pharmaceuticals Ltd. N/A

ion Name (if applicable) Phone Number (including area code)

N/A +353 (0)90 66 66091

Street Address FAX Number (including area code)

Midlands Research and Innovation Centre, Dublin Road. +353 (0)90 66 34895

City State/ Province ZIP/Postal Code Country

Athlone Co. Westmeath N/A Ireland

Contact Name

on Wyse

Contact Title Contact E-mail Address

Director of Regulatory Affairs awyse@lnnocoll-pharma.com

Company / Institution Name

Division Name (if applicable) Phone Number (including area code)

Street Address FAX Number (including area code)

City State / Province ZIP/Postal Code Country

tact Name

Contact Title Contact E-mail Address

FORM FDA 3514 (6/05) Page 2 -1 PAGE 1 of 5 PAGES
PSC Mdia As (301) 443-2454 EF
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SC IO 0 REASO FO APLCTO - *A POP *RHD

Withdrawal E Change in design, component, or Location change:
Additional or Expanded Indications specification: Manufacturer

f Request for Extension E software/ Hardware F sterilizer
F Post-approval Study Protocol Color Additive E Packager
F Request for Applicant Hold H Material
5Request for Removal of Applicant Hold Specifications

E Request to Remove or Add Manufacturing Site other (specify below)

F Process change: 5 Labeling change: E Report Submission:
Manufacturing 0 Indications 5 Annual or Periodic

SSterilization 5 Instructions 5 Post-approval Study

5 Packaging 5 Performance E Adverse Reaction
Other (specify below) [ Shelf Life 5 Device Defect

5 Trade Name E Amendment

F Response to FDA correspondence: Other (specify below) Change in Ownership
E Change in Correspondent
5 Change of Applicant Address

Other Reason (specify):

*ETO S2 RESO FO APLCTO *- -- 0

New Device El Change in: E Repose to FDA Letter concerning:
i New Indication E Correspondent I Applicant E Conditional Approval

SAddition of Institution E Design I Device E Deemed Approved
Expansion / Extension of Study E Informed Consent [ Deficient Final Report
I RS Certification E Manufacturer E Deficient Progress Report
Termination of Study 5 Manufacturing Process 5 Deficient Investigator Report

SWithdrawal of Application ] Protocol - Feasibility E Disapproval
5 Unanticipated Adverse Effect 5 Protocol - Other E Request Extension of
F Notication of Emergency Use S Sponsor Time to Respond to FDA

L ompassionate Use Request E Report submission: E Request Meeting

_j Treatment IDE EO Reotsbisin equest Hearing
ni n Atm ent ID Current Investigator

E Annual Progress Report
Site Waiver Report

5 Final

5 Other Reason (specify):

SETO 3 REASO *O 0UMSIN-50k

X New Device E Additional or Expanded Indications 5 Change in Technology

Other Reason (specify):

-71
FORM FDA 3514 (6/05) Page 2 -2 PAGE 2of 5 PAGES
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SETO E *DIIOA INOMTO ON 51(K SUBISSON

Product codes of devices to which substantial equivalence is claimed Summary of, or statement concerning,

4 KNsafety and effectiveness information
S23X 510 (k) summary attached
9 6 7 81 510 (k) statement

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

510(k) Number Trade or Proprietary or Model Name Manufacturer

I K092805 2 Collagen Sponge 2 Syntacoll GmbH

2 K012990 3 Collatek Powder 3 Collatek

3

4 4 4

5 5 5

6 6 6

Common or usual name or classification

Dressing, Wound, Collagen

Trade or Proprietary or Model Name for This Device Model Number

1 Collagen Powder I N/A

2 2

3 3

4

5 5

FDA document numbers of all prior related submissions (regardless of outcome) NIA
1 2 3 4 5 6

7 8 9 10 11 12

Data Included in Submission
U Laboratory Testing Animal Trials E] Human Trials

Product Code CF.R. Section (if applicable) Device Class

KGN N/A Class I EClass I

Classification Panel

General and Plastic Surgery Class Ill X Unclassified

ations (from labeling)

Collagen Powder may be used for the management of wounds such as: pressure ulcers, venous ulcers, diabetic ulcers, ulcers caused by
mixed vascularities, full-thickness and partial thickness wounds, abrasions, traumatic wounds, Ist and 2nd degree bums, dehisced
surgical wounds and exuding wounds. '72
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Note: Submission of this information does not affect the need to submit a 2891 mber (i nown)
or 2891a Device Establishment Registration form.

l original stablishment Registration Mumber X Manufacturer Contract Sterilizer

7 Add D Delete 3005433617 Econtract Manufacturer E Repackager/ Relabeler

Company I institution Name Establishment Registration Number

Syntacoll GmbH 3005433617

Division Name (if applicable) Phone Number (including area code)

N/A +49 (0)9441 68600

Street Address FAX Number (including area code)

Industriegebiet Saal, Donaustrape 24 +49 (0)9441 686030

City State / Province ZIP/Postal Code Country

Saal / Donau 93342 Germany

act Name Contact Title Contact E-mail Address

Dr. Alexandra Dietrich Managing Director adietrich(@syntacoll.de

0 Original FDA Establishment Registration Number OManufacturer X Contract Sterilizer

n Add ] Delete N/A E Contract Manufacturer f Repackager/ Relabeler

Company/ Institution Name Establishment Registration Number

 

ision Name (if applicable) Phone Number (including area code)

  

Street Address FAX Number (including area code)

 

City State / Province ZIP/Postal Code Country

   Germany

I +act Name Contact Title Contact E-mail Address

  

Original DA stalishment Registration Number ElManufacturer E contract Sterilizer

E Add E Delete H contract manufacturer E Repackager / Relabeler

Company I Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including area code)

Street Address FAX Number (including area code)

City State / Province ZIP/Postal Code Country

Contact Name Contact Title Contact E-mail Address

FORM FDA 3514 (6105) Page 2 -4 PAGE 4 of 5 PAGES
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Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized Standard"
qment.

Standards No. Standards Standards Title Version Date
Organization

MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND
ISO 22442-1 Adopted European THEIR DERIVATIVES - PART 1: APPLICATION OF RISK First 2007Standard MANAGEMENT

Standards No. Standards Standards Title Version Date
Organization

2 MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND
ISO 22442-2 Adopted European THEIR DERIVATIVES - PART 2: CONTROLS ON First 2007Standard SOURCING, COLLECTION AND HANDLING

Standards No. Standards Standards Title Version Date
Organization

MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND
THEIR DERIVATIVES -PART 3: VALIDATION OF THE

ISO 22442-3 Adopted European ELIMINATION AND/OR INACTIVATION OF VIRUSES First 2007
Standard AND TRANSMISSIBLE SPONGIFORM

ENCEPHALOPATHY (TSE) AGENTS

Standards No. Standards Standards Title Version Date
Organization

4
ISO 10993-1 ISO BIOLOGICAL EVALUATION OF MEDICAL DEVICES - Third 2003EVALUATION AND TESTING

Standards No. Standards Standards Title Version Date
Organization

5 STERILIZATION OF HEALTH CARE PRODUCTS -
ISO-l 1137-1 ISO RADIATION - PART 1: REQUIREMENTS FOR

DEVELOPMENT, VALIDATION AND ROUTINE CONTROL Latest Version 2006

OF A STERILIZATION PROCESS FOR MEDICAL DEVICES

Standards No. Standards Standards Title Version Date
Organization

Standards No. Standards Standards Title Version Date
Organization

7

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

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

Food and Drug Administration
CDRH (HFZ-342)
9200 Corporate Blvd.
Rockville, MD 20850

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

FORM FDA 3514 (6105) Page 2 - 5 PAGE 5 of 5 PAGES
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510(k) Notification

Date: 08th November 2010

Address: Innocoll Pharmaceuticals,
IDA Business Park,
Castlerea Road, Gallowstown,
Roscommon Town,
Co. Roscommon,
Ireland.

Correspondent: Aaron Wyse

Contact Numbers: Tel: +353 (0) 9066 66091
Fax: +353 (0) 9066 34895

Manufacturing Sites: Syntacoll GmbH,
Industriegebiet Saal,
Donaustra3e 24,
93342 Saal/Donau,
Germany.

Sterilisation Site: Isotron Deutschland GmbH,
Kesselbodenstrasse 7,
85391 Allershausen,
Germany.

Signed:

Aaron Wyse
Director of Regulatory Affairs

Collagen Powder 510k
510k Notification 3-1
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Statement of Indications for Use

510(k) Number (if known):

Device Name: Collagen Powder

Indications For Use: Collagen Powder may be used for the management of
wounds such as:

o Diabetic ulcers
o Venous ulcers
o Pressure ulcers
o Ulcers caused by mixed vascular etiologies
o Full- & partial thickness wounds
o Abrasions
o Traumatic wounds
o 1st and 2nd degree burns
o Dehisced surgical wounds
o Exuding wounds

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart 0) (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)

Collagen Powder 510k
Indications for Use 4-1
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Innocoll
Pharmaceuticals
Midlands Innovation and Research Centre
Dublin Road,
Athlone, Co. Westmeath, Ireland
Tel: + 353 (0)90 6486834
Fax: + 353 (0)90 6486835
www.innocoll-pharma.com

510(k) Summary

Date Prepared: November 08th 2010
Submitter: Innocoll Pharmaceuticals,

Midland Innovation and Research Centre,
Dublin Road,
Athlone,
Co. Westmeath
Ireland.

Submission Correspondent: Aaron Wyse
Director of Regulatory Affairs
Tel: +353 (0) 9066 90661
Fax: +353 (0) 9066 34895

Proprietary Name: Collagen Powder

Common Name: Topical Wound Dressing

Device Classification:
Product Code: KGN
Classification Name: Dressing Wound Collagen
Regulatory Class: Unclassified

Statement of Substantial Equivalence:
Collagen Powder is substantially equivalent in materials of construction and
intended use to Collagen Sponge (K092805) and Collatek Powder (K012990).

Collagen Powder 510k -77
510k Summary 5-1
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Intended Use:
Collagen Powder may be used for the management of wounds such as:

o Diabetic ulcers
o Venous ulcers
o Pressure ulcers
" Ulcers caused by mixed vascular etiologies
o Full-thickness & partial thickness wounds
o Abrasions
o Traumatic wounds
o 1st and 2nd degree burns
o Dehisced surgical wounds
o Exuding wounds

Description:
Collagen Powder is a collagen matrix in powder form intended for application as
a wound management device. The product is supplied sterile for single use only.

Biocompatibility:
There are no new biocompatibility issues arising with the use of Collagen Powder
as the materials of construction and finished product material match that of
Collagen Sponge (K092805).

Conclusion:
Collagen Powder is substantially equivalent to the predicate devices delineated in
this submission and meets the requirements for premarket notification as defined
in CFR21, Part 807.
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Innocoll
Pharmaceuticals
Midland Innovation and Research Centre
Dublin Road, Athlone,
Co. Westmeath, Ireland
Tel: + 353 (0)90 6486834
Fax: + 353 (0)90 6486835
www innocoll-pharma.com

PREMARKET NOTIFICATION

TRUTHFUL AND ACCURATE STATEMENT

[As Required by 21 CFR 807.87(k)]

I certify that, in my capacity as Director of Regulatory Affairs of Innocoll

Pharmaceuticals, I believe to the best of my knowledge, that all data and

information submitted in this premarket notification are truthful and accurate

and that no material fact has been omitted.

Signature)

Aaron Wyse
(Typed Name)

JO"' A',Ct'i
(Date)

*(Premarket Notification [510(k)] Number)
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Innocoll
Pharmaceuticals
Midland Innovation and Research Centre
Dublin Road, Athlone,
Co. Westmeath, Ireland
Tet + 353 (0)90 6486834
Fax: + 353 (0)90 6486835
wvwinnocoll-pharmacom

Device Classification, Trade Name and Establishment Registration
for

Collagen Powder

Proprietary Name: Collagen Powder

Device Classification: Product Code: KGN
Classification Name: Wound Dressing, Collagen
Regulatory Class: Unclassified

Establishment Registration: Syntacoll GmbH
Establishment Registration #3005433617

Aaron Wyse
Director of Regulatory Affairs

SQ0 AX6 2-91o
Date

Collagen Powder 510k
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Discussion: Substantial Equivalence for Collagen Powder

Biocompatibility: Collagen Powder is made from the same material as Collagen
Sponge (K092805). Additionally, Collatek@ Powder (K012990) is biocompatible
and approved for marketing in the US since 2002. Collagen Powder is fully
biocompatible as demonstrated by the test reports included in Section 12 of this
premarket notification file.

Sterility: Collagen Powder is supplied sterile - the method of sterilization used is
gamma radiation. Collagen Sponge uses gamma radiation as the method of
sterilisation. The method of sterilisation used for Collatek@ Powder is e-beam
radiation.

Sizes: Collagen Powder is presented in two sizes 0.5 g and 1 g and can be used
for any wound size. Collagen Sponge is presented in two sizes (5cm x 5cm and
10cm x 10cm and can be cut to fit wound size). Collatek@ Powder is available in
1 g units.

Storage Conditions: Collagen Powder should be stored at room temperature up
to 25 C/77 F. Details of the storage conditions are presented on the product
labelling. Storage conditions are the same as those detailed for the Collagen
Sponge. Collatek@ Powder instructions define storage to be in a cool dry place.

Target Population: There is no target population for any of the three devices
described. The devices are indicated for wound management, which is the target
condition and not specific to a particular target population.

Design: The devices are produced as powders or sheet (which can be cut to
size and shape) to fit a wound. The devices are designed to manage specific
wound types as defined by the indications for each product.

Performance: The devices are used for the management of various wound
types. The devices (Collagen Powder and Collatek@ Powder) act in the same
manner and have the same type of application as detailed in the instructions for
use. The Collagen Sponge is manufactured using the same collagen as that
used to manufacture the Collagen Powder. This device acts as a wound
management device in the same manner as the Collagen Powder and Collatek®
Powder.

Anatomical Sites: The devices (Collagen Powder, Collatek® Powder and
Collagen Sponge) are for topical use on breached dermis. There is no
anatomical restriction beyond this for the use of any of the devices.

Mechanical Safety: N/A, refer to Substantial Equivalence Table.

Collagen Powder 510k
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Chemical Safety: N/A, refer to Substantial Equivalence Table.

Electrical Safety: N/A, refer to Substantial Equivalence Table.

Thermal Safety: N/A, refer to Substantial Equivalence Table.

Radiation Safety: N/A, refer to Substantial Equivalence Table.

Human Factors: As detailed in the Substantial Equivalence Table, the
precautions and contraindications for Collagen Powder are presented below:

Precautions
Collagen Powder should not be used when visible signs of infection are present in
the wound area.

Discontinue the use of Collagen Powder and notify your doctor if excessive
redness, pain, swelling or blistering occurs.

Contraindications
Collagen Powder is not indicated for use on for third-degree burns. Collagen
Powder should not be used on patients with known sensitivity or allergy to animal
proteins.

As detailed above there are certain human factors which affect the use of the
device.

Energy Use and Delivered: N/A, refer to Substantial Equivalence Table.

Where Used: Collatek@ Powder and Collagen Sponge are approved in the US
as topical collagen wound dressings under product code KGN "Wound Dressing
Collagen". Collagen Powder and both predicate devices are indicated for wound
management.
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Standards Met: Collagen Powder has been assessed and meets the
requirements of the following standards:

ISO 22442-1: 2007
MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 1: APPLICATION
OF RISK MANAGEMENT
ISO 22442-2: 2007
MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 2: CONTROLS
ON SOURCING, COLLECTION AND HANDLING
ISO 22442-3: 2007
MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 3: VALIDATION
OF THE ELIMINATION ANDIOR INACTIVATION OF VIRUSES AND TRANSMISSIBLE SPONGIFORM
ENCEPHALOPATHY (TSE) AGENTS
ISO 10993-1:2009
BIOLOGICAL EVALUATION OF MEDICAL DEVICES - EVALUATION AND TESTING WITHIN A RISK
MANAGEMENT PROCESS
ISO 11137 -1: 2006
STERILIZATION OF HEALTH CARE PRODUCTS - RADIATION -PART 1: REQUIREMENTS FOR
DEVELOPMENT, VALIDATION AND ROUTINE CONTROL OF A STERILIZATION PROCESS FOR
MEDICAL DEVICES.

Meeting the requirements of these standards ensures the product is safe for
human use. The standards met by Collagen Sponge are detailed in the
substantial equivalence table. The standards met information for Collatek@
Powder is not available.

510(k) Substantial Equivalence Decision-Making Process

Following the FDA's 510(k) decision making process flow chart (Figure 1,
overleaf), the following can be concluded:

New device is compared to a marketed device?
Yes, Collagen Powder is comparable to the marketed devices (Collatek® Powder
and Collagen Sponge). Both Collagen Powder and Collatek@ Powder are
comprised of bovine collagen and have the same indications and intended use.

Does the new device have the same indication statement?
The indication statement for Collagen Powder includes those stated for Collagen
Sponge and Collatek@ Powder and includes the management of the additional
wound types: ulcers caused by mixed vascular etiologies, abrasions, traumatic
wounds, dehisced surgical wounds and exuding wounds.

Does the new device have the same technological characteristics e.g. design
materials etc?
Yes, Collagen Powder and Collatek@ Powder have the same technological
characteristics in terms of materials and design. Both products are made using
purified Type I bovine collagen. The collagen sponge has the same technological
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characteristics in terms of materials, being made using purified Type I bovine
collagen.

Figure 1: 510(k) Substantial Equivalence Decision-Making Process
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Are the descriptive characteristics precise enough to ensure equivalence?
The descriptive characteristics of both Collagen Powder and Collatek@ Powder
indicate that the devices are substantially equivalent in terms of indications for
use, materials, design and technological characteristics. The Collagen Sponge is
substantially equivalent in terms of indications for use, materials and
technological characteristics. All devices are fully biocompatible and in terms of
safety for the user are substantially equivalent.

Conclusion:
The above discussion in combination with the details outlined in the Substantial
Equivalence Table for Collagen Powder, Collatek@ Powder and Collagen
Sponge indicates that Collagen Powder is substantially equivalent to both
Collatek@ Powder and Collagen Sponge.

Completed By:

Date: uL 2o/o
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DEPARTMENT OF HEALTH & HUMAN SERVICES PublicHeklthrSavicc

rood and Drg Administraxion
10903 New I lompshire Avenuc
Document Control Room -W066-0609
Silve spring, MD 20993-0002

FEB 18 2010

Imocoll Pharmaceuticals
% Mr. Aaron Wyse
Director of Regulatory Affairs
Midlands Innovation & Research Centre
Dublin Road, Athlone, Co. Westmeath
Ireland

Re: K092805
Trade/Device Name: Collagen Sponge
Regulatory Class: Unclassified
Product Code: KON
Dated: January 27, 2010
Received: February 2, 2010

Dear Mr. Wyse:

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 Rcgister.

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

- 09 CujcJ
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Page 2 - Mr. Aaron Wyse

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 CrR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to httv://www.fda.jov/AbutDACcntersoffigc/CDpyCDRHofficcs/ucmI 1580htm forthe Center for Devices and Radiological Health's (CDRI-'s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part807.97). For questions regarding the reporting of adverse events under the MDR regulation (21CFR Part 803), please go to
htt://www.fda ed vcu.h for the CDRH's Officeof Surveillance and Biometrics/Division of Postmarket Surveillance,

You may obtain other general information on your responsibilities under the Act from theDivision of Small Manufacturers, Internaional and Consumer Assistance at its toll-free number(800) 638-2041 or (301) 796-7100 or at its Internet address
http:/w o htm

Sincerely yours,

Mark N. Melkerson
Director
Division of Surgical, Orthopedic

and Restorative Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure

09 00023
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Statement of Indications for Use

510(k) Number (if known):

Device Name: Collagen Sponge

Indications For Use:

Indications:
Collagen Sponge may be used for the management of wounds such as:

* Pressure ulcers
* Venous stasis ulcers
* Diabetic ulcers
* First and second degree burns
* Partial and full thickness wounds
* Superficial injuries

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) ' (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

S g4l -1i
fSi 1 evices

and Retl

Page 4 -1
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OCT 2 4 2001 "13
BioCore Medital Technologies, Inc.

Stage-of-the-Art Blomaterials Technologists

Phone: 888-565-5243 11800 Tech Road; Suite #240
301-625-6818 Silver Spring, Maryland 20904

Fax: 301-625-6819 U.S.A.

510(k) Summary

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

"The assigned 510(k) number is: K012990

Submitter's Name and Address:

RioCore Medical Technologies, Inc.
11800 Tech Rd. Suite 240
Silver Spring, MD 20904

Contact Person, Telephone and Fax Number:

Ajay Kumar, YP of Operations
Phone: (301) 625-6818
Fax: (301) 625-6819

Date the Summary was Prepared:

SepLember 19, 2001

Device Names;
Proprietary Name: Collatek@ Powder
Common Name: hydrocolloid wound powder
Classification Name: wound and bum dressing

Predicate Device:
Trade name: hyCURE® Powder
Company: I lymed Group Corporation

Trade name: Comfelc] Powder
Company: Coloplast Group, Ltd.

Trade name: Medifil Particles
Company: 8' e Medical Technologies. Inc

BicCore Medical Technologies, Inc. Traditional 5 10(k) E-1
Collatk Powder

091
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Device Description:

Collatek@ Powder is a sterile, disposable, single use, wound-dressing device for the

management of dernal lesions and injuries. It is to be used to fill in Full and partial thickness

wounds with moderate to heavy exudate. CollatekW Powder is able to conform to any wound

site.

Collatek® Powder is a hydrophilic, hydrocolloid wound-powder with a collagen base.

Collatekoo Powder's collagen is an insoluble Abrous type I bovine collagen derived from

cowhide. CollatekO Powder will be available in a I gram size packet. additional sies may be

introduced at a later time

Basis for Substantial Equivalence:

1. Indicationq for Use

CollatekW Powder will be used to manage full thickness and partial thickness wounds

with moderate to heavy exudate. Collatek® Powder is intended for use on: pressure ulcers

(stages 1-IV). venous ulcers, ulcers caused by mixed vascular etiologies. diabetic ulcers, first and

second degree burns, donor sites and other bleeding or secreting dermal lesions and injuries,

CollatekW Powder's indications lbr use are comparable to the commercially available

predicate devices (byCURlIW Powder, Comlfeel® Powder and Medifil® 11 Particles).

2. Instructions for Use

CollatckO Powder's manner of use is similar to other wound care products. First, cleansc the

wound. Second, apply medication to wound as indicated. Third, apply CollatekO Powder to the

wound surface. Lastly, Cover with absorbent dressing and change dressing as needed in

accordance with labeling instructions.

CollatckV Powder's instructions for use are comparable to the commercially available

predicate devices (hyCURE® Powder, Comfeel® Powder and Medifili I Particles).

3. Technological Characteristics

RioCore Medical Technologics, Inc. Traditionnil 510(k) r-2
Collatek Powder
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Collatek® Powder is a hydrocolloid wound dressing prepared from fibrous type 1. bovine

collagen. Collagen protects the wound bed and newly formed granulation tissue by formation of

a protective covering that is conducive to wound healing.

Collatek@ Powder is designed to be a dry particulate product. this gives Collatck Powder

the advantage of being able to absorb many times its own weight in liquid exudate and the ability

to conform to any wound site. For this reason. Collatck® Powder is designed for use on moderate

to high exudating wounds with simple and complex wound irregularities.

CollatekW Powder is analogous in design as the commercially available predicate devices

(hyCURE® Powder, Comfeel® Powder and Medifil® Particles).

4. Materials

The material used for Collatek® Powder consists of fibrous Type I bovine collagen. Collagen

is also the material use in manufacture of hyCure and Medifil Particles. Therefore, Collatek is

similar to predicate devices in terms of materials used.'

5 Safety

Biocompatibility testing has confirmed-that Collatek®l Powder meets requirements as suted in

DA's Blue Book Memorandum G95-1 and ISO 10993. Results arc given in Appendix K.

6. Sterility and Packaging

CollatckO Powder will be packaged as a single use, disposable fbiI packet. The package and

its contents will be sterilized using electron beam radiation. Collatek Powder will be sterilized

to a SAL index of 10-. The sterility of Collatck@ Powder will be ensured by validation in

accordance with ANSI/AAM1/ISO 11137-1994.

Conclusion

CollatekW Powder is equivalent in design, function, materials and intended use and is

thereibre substantially equivalent tote commercially available predicate devices: hyCUREO

Powder (Hymed Group Corporation). Comfeel@0 Powder (Coloplast Group, Ltd.) and MedifilM) I I

Particles (BioCore Medical Technologies, Inc.). We therefore submit that Collatek® Powder is

substantially equivalent to hyCtJRE® Powder. ComnfeeIV Powder and Mediil®@ HT Particles.

ioCore Medical Techaologics, Inc. Traditional 510(k) L-3
Collatck Powder
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

MAR R 9 Rockville MD 20850

Mr. Ajay Kumar
Vice President of Operations
BioCore medical Technologies, Inc.
11800 Tech Road
Suite #240
Silver Spring, Maryland 20904

Re: K012990
Trade Name: Collatek Powder
Regulatory Class: Unclassified
Product Code: KGN
Received: September 6, 2001

Dear Mr. Kumar:

This letter corrects our substantially equivalent letter of October 24, 2001.

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 (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include

requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration.

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

-~ L9 SI
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Page 2 - Mr. Ajay Kumar

Please be advised that FDA's issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other
requirements of the Act or any Federal statutes and regulations administered by other
Federal agencies. You must comply with all the Act's requirements, including, but not
limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 801); good
manufacturing practice requirements as set forth in the quality systems (QS) regulation (21
CFR Part 820); and if applicable, the electronic product radiation control provisions
(sections 531-542 of the Act); 21 CFR 1000-1050.

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please contact the Office of Compliance at (240) 276-0115. Also, please note the
regulation entitled, "Misbranding by reference to premarket notification" (21CFR Part
807.97). You may obtain other general information on your responsibilities under the Act
from the Division of Small Manufacturers, International and Consumer Assistance at its
toll-free number (800) 638-2041 or (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrh/dsma/dsmamain.html

Sincerely os

Mark N. Melkerson
Director
Division of General, Restorative

and Neurological Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

P9 ODD~i
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510(k) Number (if known): KO12990

Device Name: Collatek Powder

Indications for Use:

Collalek Powder may be used in the management of:

* Partial and full thickness wounds
* Pressure (stage 1IV) and venous ulcers
* Ulcers caused by mixed vascular etiologies
* Venous stasis and diabetic ulcers
* Ist and 2 M" degree burns
* Cuts. abrasions and surgical wounds

Contraindications:

Collatek powder should not be used on persons sensitive to bovine products.

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

Concurrence ofCDRI-L Office of Device Evaluation (ODE)

(ivisin Sir- Offr

Division of Orneal. RIsILuadVe
and Neurological Devices

510(k) Number
Prescription Use OR Over-The-Counter-Use
(Per 21 CFR 801.109) (Optional FormaL 1-2-96)

8mCore Medical Technologies, Inc. Iraditional 510(k) 0-1
Collarek Powder
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Figure 1: 0.5 g Product Label (1 unit)

Store at room temperature, to aCollagen Powder maximum of 25*C/770F

Read instructions for use leaflet
Size: 0.5 g Cty: 1 unit prior to use

Precaution - Do not re sterilize.
Discard all opened and unused

Manufactured by: devices. Device is sterile if the
package is unopened and
undamaged. Do not use if theSyntacol package is damaged or seal is
broken

Syntacoll GmbH,
Industriegebiet Saal, Lot -
Donaustrage 24,
93342 Saal/Donau,
Germany. Exp -

Caution: Federal law (U.S.A.) restricts this device to sale by or on the order of a physician

Collagen Powder 510k
Unit Product Label 15-1
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Figure 1: 1.0 g Product Label (1 unit)

Store at room temperature, to aCollagen Powder maximum of 250C177 0F

Read instructions for use leaflet
Size: 1.0 g Qty: I unit prior to use

Precaution - Do not re sterilize.
Discard all opened and unused

Manufactured by: devices. Device is sterile if the
package is unopened and
undamaged. Do not use if theSy n taco l I package is damaged or seal is
broken

Syntacoll GmbH,
industriegebiet Seal, Lot -
DonaustraBe 24,
93342 Saal/Donau,
Germany. Exp -

Caution: Federal law (U.S.A.) restricts this device to sale by or on the order of a physician

Collagen Powder 510k
Unit Product Label 15-2
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Figure 1: 0.5 g Product Carton Label (10 units)

Store at room temperature, to aCollagen Powder maximum of 25*C177*F

Read instructions for use leaflet
Unit size: 0.5 g Qty: 10 units prior to use

Precaution - Do not re sterilize.
Discard all opened and unused

Manufactured by: devices. Device is sterile if the
package is unopened and
undamaged. Do not use if theSy n taco l I package is damaged or seal is
broken

Syntacoll GmbH,
Industriegebiet Saal, Lot -
Donaustrale 24,
93342 Saal/Donau,
Germany. Exp -

Caution: Federal law (U.S.A.) restricts this device to sale by or on the order of a physician

Collagen Powder 510k
Carton Product Label 15-3
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Figure 1: 1.0 g Product Caton Label (10 units)

Store at room temperature, to aCollagen Powder maximum of 250C/77*F

Read instructions for use leaflet
Unit size: 1.0 g Qty: 10 units prior to use

Precaution - Do not re sterilize.
Discard all opened and unused

Manufactured by: devices. Device is sterile if the
package is unopened and
undamaged. Do not use if theSy n taco l I package is damaged or seal is
broken

Syntacoll GmbH,
Industriegebiet Saal, Lot -
Donaustrage 24,
93342 SaaVDonau,
Germany. Exp -

Caution: Federal law (U.S.A.) restricts this device to sale by or on the order of a physician

Collagen Powder 510k
Carton Product Label 15-4

at-
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Indications for Use

LOV Collagen Powder may be used for the management of wounds including:

* Diabetic ulcers
* Venous ulcers
* Pressure ulcers
* Ulcers caused by mixed vascular etiologies
* Full-thickness & partial thickness wounds
* Abrasions
* Traumatic wounds
* Is' and 2 n' degree burns
* Dehisced surgical wounds
* Exuding wounds

Product Description

Collagen Powder is an advanced wound care device comprising of Type I renatured
bovine collagen. The collagen aids wound management. In the presence of wound
exudate Collagen Powder transforms into a soft, gel-like particles conforming to the
shape of the wound bed and thus maintains intimate contact with wound surface. The
biodegradable collagen provides a scaffold for cellular invasion and capillary growth.

Precautions

Collagen Powder should not be used when visible signs of infection are present in the
wound area.

Discontinue the use of Collagen Powder and notify your doctor if excessive redness,
pain, swelling or blistering occurs.

Contraindications

Collagen Powder is not indicated for use on for third-degree burns. Collagen Powder
should not be used on patients with known sensitivity or allergy to animal proteins.

Product Sizes

0.5 g

1.0 g

Directions for Use

Prepare wound bed per your standard wound care protocol and debride when
necessary.

Collagen Powder 510k
Bovine Collagen Specification 15-5

Records processed under FOIA Request 2013-1121; Released 10/29/14

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



* Remove Collagen Powder vial from the pouch.
* Unscrew the cap and apply the Collagen Powder directly onto the wound bed.
* In order to maintain the correct position of Collagen Powder a secondary

dressing is required to cover the Collagen Powder.
* After application, discard all packaging and any unused Collagen Powder.
* After initial application, reapply Collagen Powder to the wound as per physician

recommendation.

S orage

Collagen Powder should be stored away from direct sunlight. Store below 250 C/770 F.

The contents of each pack are considered sterile unless opened or damaged.

Do not use if individual pack damaged/opened.

Prior to use, check the use by date printed on the packaging.

Single use only.

Do not resterilize.

Keep out of sight and reach of children.

kw

Distributed by

Innocoll
Pharmaceuticals

Innocoll Pharmaceuticals,
Midlands Innovation & Research Centre,
Dublin Road, Athlone, Co. Westmeath, Ireland.

Manufactured on behalf of Innocoll Pharmaceuticals by Syntacoll GmbH Saal,
Donaustrape 24, 93342 Saal/Donau Germany.

Collagen Powder 510k
Bovine Collagen Specification 15 -6
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b4 Test Summary, Risk Management Plan
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Food and Drug Administration
Office of Device Evaluation &
Office of in Vitro Diagnostics

COVER SHEET MEMORANDUM

From: Reviewer Name 6
Subject: 510(k) Number \O ('A% \
To: The Record

Please list CTS decision code
x Refused to accept (Note: this is considered the first review cycle, See Screening Checklist

http://eroom.fda.gov/eRoomReq/Files/CDRH3/CDRHPremarketNotification5lOkProgram/0 5631 /Screening%20Checklist%207%
202%2007.doc )

x Hold (Additional Information or Telephone Hold).
Final Decision (SE, SE with Limitations, NSE (select code below), Withdrawn, etc.).

Not Substantially Equivalent (NSE) Codes

x NO NSE for lack of predicate
x NI NSE for new intended use
x NQ NSE for new technology that raises new questions of safety and effectiveness
x NP NSE for lack of performance data
x NM NSE requires PMA
x NS NSE no response
x NH NSE for another reason

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

Indications for Use Page Attach IFU

510(k) Summary /5 ZO4#8taternmt Attach Summary

Truthful and Accurate Statement. Must be present for a Final Decision

Is the device Class Ill?

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

Does firm reference standards?
(If yes, please attach form from http://www.fda.qov/opacom/morechoices/fdaforms/FDA-
3654.pdf)

Is this a combination product?
(Please specify category kAL see
http://eroom.fda.gov/eRoomReci iles/CDRH3/CDRHPremarketNotification5lOkProgram/0 413blCO
MBINATION%20PRODUCT%20ALGORITHM%20(REVISED%203-12-03).DOC

Is this a reprocessed single use device? A14
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for
Reprocessed Single-Use Medical Devices, http://www.fda.qov/cdrh/ode/quidance/1216.html)

Is this device intended for pediatric use only?

Is this a prescription device? (If both prescription & OTC, check both boxes.)
Did the application include a completed FORM FDA 3674, Certification with Requirements of
ClinicalTrials.gov Data Bank?
Is clinical data necessary to support the review of this 510(k)?
For United States-based clinical studies only: Did the application include a completed FORM
FDA 3674, Certification with Requirements of ClinicalTrials.gov Data Bank? (If study was
conducted in the United States, and FORM FDA 3674 was not included or incomplete, then
applicant must be contacted to obtain completed form.)

Does this device include an Animal Tissue Source?

All Pediatric Patients age<=21 Y

Rev. 5/12/11
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Neonate/Newborn (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://www.fda.gov/cdrh/comp/quidance/169.html)

Re ulation Nu b Class* Product Code

(*If unclassified, see 510(k) Staff)
Additional Product Codes:

Review: 41{m
(B ch Chi (Branch Code) (Date)

Final Review:
(Division Dir c or (Date)
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DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation
9200 Corporate Boulevard

Rockville, MD 20850

Premarket Notification [510(k)] Review
Traditional
K103648/SI

Date: 9/13/11
To: The Record Office: ODE
From: PL Hudson, Ph.D. Division: DSORD
510(k) Holder: Innocoll Pharmaceuticals, Ltd.
Device Name: Collagen Powder
Contact: Mr. Aaron Wyse
Phone: +353 (0) 90 66 66091
Fax: +353 (0) 90 66 34895
Email: awyse(ginnocoll-pharma.com

I. Purpose and Submission Summary

The 510(k) holder would like to introduce Collagen Powder into interstate commerce.
Additional information is necessary. The document had been placed on hold 2/25/11 and the
sponsor was sent an email requesting the additional information necessary. The deficiencies
and the sponsor's responses to those deficiencies are provided at the end of the review.

II. Administrative Requirements

Indications for Use page (Indicate if. Prescription or OTC) X

Truthful and Accuracy Statement X

510(k) Summary X
Standards Form (Deficiency - reviewed at end of memo)* X

*The sponsor has cited conformance to a number of standards, however, they did not provide the
required standards forms.

1

Records processed under FOIA Request 2013-1121; Released 10/29/14

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



Standards Met: Collagen Powder has been assessed and meets the
requirements of the following standards:

ISO 22442-1: 2007
MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 1: APPLICATION

11OF RISK MANAGEMENT
IrISO 22442-2: 2007
MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 2: CONTROLS
ON SOURCING, COLLECTION AND HANDLING

ISO 22442-3: 2007
MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 3: VALIDATION
OF THE ELIMINATION AND/OR INACTIVATION OF VIRUSES AND TRANSMISSIBLE SPONGIFORM
ENCEPHALOPATHY (TSE) AGENTS

ISO 10993-1:2009
BIOLOGICAL EVALUATION OF MEDICAL DEVICES - EVALUATION AND TESTING WITHIN A RISK
MANAGEMENT PROCESS

I ISO 11137 -1: 2006
STERILIZATION OF HEALTH CARE PRODUCTS - RADIATION - PART 1: REQUIREMENTS FOR
DEVELOPMENT. VALIDATION AND ROUTINE CONTROL OF A STERILIZATION PROCESS FOR
MEDICAL DEVICES.

III.Device Description

Is the device life-supporting or life sustaining? X

Is the device an implant (implanted longer than 30 days)? X
Does the device design use software? X

Is the device sterile? X

Is the device reusable (not reprocessed single use)?

Are "cleaning" instructions included for the end user?

The material is described as an off-white, collagen matrix that is produced from a highly purified
collagen source. The Collagen Powder is stated as being produced from a native and re-natured,
purified fibrillar Type I collagen. The collagen is obtained from cattle in New Zealand; New
Zealand is considered to be free of BSE. The sponsor asserts that the Collagen Powder is
manufactured with the same collagen used for the following, cleared collagen-based, medical
devices: CollaGUARD (K061746), Collagen Sponge (K092805) and Collexa (Kl00574).

The Collagen Powder is manufactured by milling the freeze-dried, rendered collagen, and is then
placed into vial containers (0.5 g and 1.0 g amounts) and gamma-irradiated for terminal
sterilization. No information was provided regarding the particulate size of the material - or a
comparison to the Collatek predicate particulate size (or other particulate, collagen powder, e.g.,
Medifil, Comfeel, etc.., Deficiency - reviewed at end of memo).

2
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Test Specification

Manufacturing process

3

(b)(4) 

(b)(4) 

(b)(4) 
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Device Name: Collagen Powder

Indications For Use: Collagen Powder may be used for the management of
wounds such as:

Q Diabetic ulcers
o Venous ulcers
0 Pressure ulcers
o Ulcers caused by mixed vascular etiologies
0 Full- & partial thickness wounds
o Abrasions

Traumatic wounds
Sst and 2nd degree burns

a Dehisced surgical wounds
o Exuding wounds

K092805 - Collagen Sponge

Device Name: Collagen Sponge

Indications For Use:

Indications:
Collagen Sponge may be used for the management of wounds such as:

* Pressure ulcers
* Venous stasis ulcers
* Diabetic ulcers
* First and second degree burns
* Partial and full thickness wounds
* Superficial injuries

K012990 - Collatek Powder
Indications for Use:

Collatek Powder may be used in the management of:

* Partial and full thickness wounds
* Pressure (stage I-lV) and venous ue=s
* Ulcers caused by mixed vascular etiologies
* Venous stasis and diabetic ulcers
* 1st and 2.14 degree burns
* Cuts. abrasions and surgical wounds

The proposed indications for use are identified in the 2 predicate collagen-based wound
dressings and have been identified in other collagen-based and non-collagen based wound
dressings, and therefore are substantially equivalent.
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V. Predicate Device Comparison
The sponsor has chosen 2 collagen-based wound dressing predicates for comparison: K012990,
Collatek Powder, and K092805, Collagen Sponge (the sponsor's own predicate device. As noted
above, the products are indicated for the same intended uses. Technologically, the devices
consist of Type I collagen that is derived from either bovine Achilles' tendons (subject device
and sponsor's predicate dressing, Collagen Sponge) or bovine hide which is another rich source
of Type I collagen. The Collagen Sponge is provided in 70 and 280 mg sponge forms whereas
the subject device and the Collatek Powder are both provided as milled, particulate collagen
powders of 0.5 g (subject device only) and 1.0 g quantities.

VI. Labeling
The product label requires some revisions (Deficiency - reviewed at end of memo):

* The package label has a space for an expiration date - no information was
provided to document an expiration date; the expiration date must be established
on real time data or accelerated conditions data which has been validated by real
time data.

* Within the Product Description of the product label, the device is referred to as
"an advanced wound care device" - the term advanced is not defined and must be
removed.

VII. Sterilization/Shelf Life/Reuse
The following sterilization information was provided:
Method: Gamma irradiation
Dose: 25 kGy
Validation: ISO 11137-1: Sterilization of health care products -

radiation - Part 1: Requirements for development,
validation and routine control of a sterilization process for
medical devices.

SAL: 10-6
Endotoxin: <0.25 EU/mL

VIII. Biocompatibility
The sponsor asserts that the collagen contained within the subject device is "made from the same
bovine collagen as that used in Collagen Sponge (K092805 - also known as Collacare® (and
previously Collatamp®) in EU markets) and CollaGUARD® (K061746). The only difference
between the devices being the presentation i.e., powder, sponge and membrane, respectively."
The sponsor has provided the biocompatibility evaluations conducted on the CollagGUARD
device (K061746).

Test Results
Cytotoxicity Pass
Irritation Pass
Sensitization Pass.

14
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The sponsor provided a rabbit pyrogenicity evaluation of the Collexa product (K100574). They
found no temperature increase and therefore assert that the material is non-pyrogenic. The
sponsor states that the collagen used to make either product is the same and therefore the results
for the Collexa material can substitute for the subject device. The sponsor does have an
endotoxin specification as well.

For devices being in contact with breached skin for periods of time >30 days, ISO 10993-1
recommends that medical devices be evaluated in: cytotoxicity, irritation, sensitization, sub-
chronic toxicity (potentially implantation) and genotoxicity assessments. Previously, the sponsor
had indicated, when this biocompatibility concern was raised, that the device was not intended
for use beyond 30 days, i.e., it would be removed. In this case, the product consists of collagen
particulates and can not be removed from the wound and therefore should be considered to be
permanently implanted in the patient. The product requires evaluation as a long term implant
(Deficiency - reviewed at end of memo). There is significant review experience with collagen-
based wound dressings and therefore, the genotoxicity evaluation - based on traditional
acid/base collagen extraction manufacturing processes - is not necessary. A sub-chronic toxicity
evaluation or implantation assessment should be provided.

IX. Software - N/A

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 - N/A

XI. Performance Testing - Bench - none provided

XII. Performance Testing - Animal - none provided

XIII. Performance Testing - Clinical - none provided

15
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XIV. Substantial Equivalence Discussion
Yes No

1. Same Indication Statement? X 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? X If YES = Go To 5

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

5. Descriptive Characteristics Precise Enough? X If NO = Go To 8

If YES = Stop SE

6. New Types Of Safety Or Effectiveness If YES = Stop NSE
Questions?

7. Accepted Scientific Methods Exist? If NO = Stop NSE

8. Performance Data Available? t If NO = Request Data

9. Data Demonstrate Equivalence? Final Decision:

Note: See
http://eroom.fda.pov/eRoomReg/Files/CDRH3/CDRHPremarketNotification510kProgrami/0 414
8/FLOWCHART%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: Additional information was
requested, and was provided regarding biocompatibility, standards forms, a detailed 510(k)
Summary, labeling revisions (expiration date issue, terminology definition) and collagen
particulate size identification with comparison to predicate materials.

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:
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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
Additional information was requested from Mr. Wyse in the following email:

Hi Aaron,

In review of your application for the Collagen Powder product, FDA has identified the following
issues which require additional information:

1. Standards forms required
2. Particulate size
3. Labeling
4. Implantation assessment
5. Revised 510(k) Summary

Deficiencies
1. Standards forms
You identified conformance to the following standards:

Standards Met: Collagen Powder has been assessed and meets the
requirements of the following standards:

ISO 22442-1: 2007
jMEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 1: APPLICATION
OF RISK MANAGEMENT

ISO 22442-2- 2007
MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 2: CONTROLS
ON SOURCING. COLLECTION AND HANDLING

ISO 22442-3: 2007
MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 3: VALIDATION
OF THE ELIMINATION ANDIOR INACTIVATION OF VIRUSES AND TRANSMISSIBLE SPONGIFORM
ENCEPHALOPATHY (TSE) AGENTS

4ISO 10993-1:2009
BIOLOGICAL EVALUATION OF MEDICAL DEVICES - EVALUATION AND TESTING WITHIN A RISK
MANAGEMENT PROCESS

ISO 11137 -1: 2006
STERILIZATION OF HEALTH CARE PRODUCTS - RADIATION - PART 1: REQUIREMENTS FOR
DEVELOPMENT, VALIDATION AND ROUTINE CONTROL OF A STERILIZATION PROCESS FOR
MEDICAL DEVICES.

Effective January 2, 2008, all firms that choose to use a standard in the review of any new
510k (Traditional, Abbreviated or Special), need to fill out the new standards form (Form
3654) and submit it with their 510(k). the new standards form can be found at
http://www.fda.gov/opacom/morechoices/fdaforms/FDA-3654.pdf Please provide a copy of
this for as it pertains to this submission (e.g. any material, sterilization or mechanical
testing standards).
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Innocoll
Pharmaceuticals

Midlands Innovation and Research Centre
Dublin Road,
Athlone, Co. Westmeath, Ireland
Tel: + 353 (0)90 6486834
Fax: + 353 (0)90 6486835
ww-w.inncoll-pheria.cbonm

510(k) Summary

Date Prepared: September 13th 2011
Submitter: Innocoll Pharmaceuticals,

Midland Innovation and Research Centre,
Dublin Road,
Athlone,
Co. Westmeath
Ireland.

Submission Correspondent: Aaron Wyse
Director of Regulatory Affairs
Tel: +353 (0) 87 0520845
Fax: +353 (0) 9066 34895

Proprietary Name: Collagen Powder

Common Name: Topical Wound Dressing

Device Classification:
Product Code: KON
Classification Name: Dressing Wound Collagen
Regulatory Class: Unclassified

Statement of Substantial Equivalence:
Collagen Powder is substantially equivalent in materials of construction and
intended use to Collagen Sponge (K092805) and Collatek Powder (KO1 2990).
Collagen Powder has been evaluated for its biocompatibility which meets
requirements and is therefore substantially equivalent to the predicates
delineated in this submission. Collagen Powder is manufactured from the same
ingredients used for the manufacture of Collagen Sponge (K092805).

Collagen Powder 510k
510k Summary 5-1
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Intended Use:
Collagen Powder may be used for the management of wounds such as:

o Diabetic ulcers
" Venous ulcers
o Pressure ulcers
o Ulcers caused by mixed vascular etiologies
o Full-thickness & partial thickness wounds
o Abrasions
o Traumatic wounds
" 1st and 2nd degree burns
o Dehisced surgical wounds
o Exuding wounds

Description:
Collagen Powder is a collagen matrix in powder form intended for application as
a wound management device. The product is supplied sterile for single use only.

Biocompatibility and Testing:
Evaluation of the biocompatibility of Collagen Powder was completed in line with
the requirements of ISO 10993 -1: 2009. There are no new biocompatibility
issues arising with the use of Collagen Powder; the materials of construction for
Collagen Powder match Collagen Sponge (K092805).

Biochemical characterization of the collagen used to manufacture Collagen
Powder was undertaken which characterized the collagen as being
predominantly Type I collagen which is not denatured during the collagen
rendering process.

Viral inactivation validation assessment was conducted on the collagen which
demonstrates that the collagen material post processing can be assumed not to
contain any pathogenic organisms.

Particle size analysis was conducted on the finished product which verified a
particle size range for Collagen Powder.

Conclusion:
Collagen Powder is substantially equivalent to the predicate devices delineated in
this submission and meets the requirements for premarket notification as defined
in CFR21, Part 807.

Collagen Powder 510k
510k Summary 5-2
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Fife, Elizabeth *

From: Microsoft Exchange
To: 'awyse@innocoll-pharma.com'
Sent: Wednesday, September 07, 2011 3:47 PM

Jbject: Relayed: K103648 Additional Information Received

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

'awvse(innocoll-pharma.com'

Subject: K103648 Additional Information Received

Sent by Microsoft Exchange Server 2007
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Food and Drug Administration
Office of Device Evaluation &
Office of In Vitro Diagnostics

nl COVER SHEET MEMORANDUM

From: Reviewer Name 4
Subject: 510(k) Number 6 "ff
To: The Record

Please list CTS decision code
E Refused to accept (Note: this is considered the first review cycle, See Screening Checklist

h tp://erom.fda.qov/eRoomRea/Files/CDRH3/CDRHPremarkeNotification510kProgram/0 5631/Screening%2OChecklist%207%
202%2007.doc)

old (Additional Information or Telephone Hold).
O Final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.).

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

510(k) ummary /510(k) Statement Attach Summary
Truthful a Accurate Statement. Must be present for a Final Decision

Is the device ass Ill?

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

Does firm reference andards?
(If yes, please atta form from http://www.fda.gov/oDacom/morechoices/fdaforms/FDA-
3654.pdf)------------------------------.

Is this a combination product?
(Please specify category ,see
http://eroom.fda.qov/eRoomRe /File CDRH3/CDRHPremarketNotjfcatjonslokPro ram/O 413bfCO
MBINATION%20PRODUCT%20ALGO THM%20 REVISED%203-12-03).DOC

Is this a reprocessed single use device?
(Guidance for Industry and FDA Staff - M FMA -.Validation Data in 51 0(k)s for
Reprocessed Single-Use Medical Devices, h ://www.fda. ov/cdrh/odel uidance/1216.htm)

Is this device intended for pediatric use only?
Is this a prescription device? (If both prescription & OTC. heck both boxes.)
Did the application include a completed FORM FDA 3674, ification with Requirements of
ClinicalTrials.gov Data Bank?
Is clinical data necessary to support the review of this 510(k)?
Did the application include a completed FORM FDA 3674, Certificatio ith Requirements of
ClinicalTrials.gov Data Bank?
(If not, then applicant must be contacted to obtain completed form.)
Does this device include an Animal Tissue Source?
All Pediatric Patients age<=21

Neonate/Newborn (Birth to 28 days)

Infant (29 days -< 2 years old)

Child (2 years -< 12 years old)

Adolescent (12 years -< 18 years old)

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

Rev. 7/2/07
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ld) al Adolescent B (18 -<= 21; No special considerations compared to adults => 21 years

Nanotechnology

Is this device subject to the Tracking Re n? (Medical Device Tracking Contact OC.
Guidance, htt//www.fda. gov/cdrh/conp/qui 169.html)

Regulation Number Class* Product Code

(*If unclassified, see 510(k) Staff)
Additio roduct Codes:

Review

Final Review:

(Dvso ietr Dt
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510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKENG PROCESS

New Device is Coipared to
M arketed D evice I

Descriptive Information Does I lave Same NO Do the Differences Alter the Intended Not Substa1iallv
about New or Marketed idication S ement Therapeutic/Diagnostic/ec. Effect YES Equivalent Determination

Device Requested as Needed (in Deciding, May Consider Impact on
YES Safety and Effectiveness)? tt

New Device s nine Intended NO N
Use and May b 'S bstantially Equivalent" 

New Device Ha 0
New Intended Use

4
Does New De lave Same
Technological C racteristics, NO Could the New
e.g. Design, erials, etc.? Characteristics Do the New Characteristics

Affect Safety or 0- Raise New Types of Safety
Effectiveness? or Effectiveness Questions?

e cnptive NO
Characteri s Precise Enough NO

to Ensure Equivalence? 4

NO
e Performance Data Do Accepted Scientific

Available to Asses Equivalence? YES Methods Exist for
Assessing Effects of NO

the New Characteristics?
YES

YES

Pe ormance Are Performance Data Available NO
D a Required To.Assess Effects of New

Characteristics? ***

YES

Performance.Data Denonstrate Performance Data Demonstrate
Equivalence? . _ ____ Equivalence? -

YES YES NO

I NO nII

"Substantially Equivalent"
To Determination To

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

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

** Data maybe in the 510(k), other 51 0(k)s, the Center's classification files,.or the literature.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation
9200 Corporate Boulevard

Rockville, MD 20850

Premarket Notification [510(k)] Review
Traditional

K103648

Date: 2/25/11
To: The Record Office: ODE
From: PL Hudson, Ph.D. Division: DSORD
510(k) Holder: Innocoll Pharmaceuticals, Ltd.
Device Name: Collagen Powder
Contact: Mr. Aaron Wyse
Phone: +353 (0) 90 66 66091
Fax: +353 (0) 90 66 34895
Email: awyse@lnnocoll-pharma.com

I. Purpose and Submission Summary

The 510(k) holder would like to introduce Collagen Powder into interstate commerce.
Additional information is necessary. The document has been placed on hold and the
sponsor was sent an email requesting the additional information on 2/25/11.

II. Administrative Requirements

Indications for Use page (Indicate if: Prescription or OTC) X
Truthful and Accuracy Statement X
510(k) Summary x
Standards Form (Deficienev)* X

*The sponsor has cited conformance to a number of standards, however, they did not provide the
required standards forms.
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Device Name: Collagen Powder

Indications For Use: Collagen Powder may be used for the management of
wounds such as:

o Diabetic ulcers
o Venous ulcers
o Pressure ulcers

Ulcers caused by mixed vascular etiologies
o Full- & partial thickness wounds
o Abrasions
a Traumatic wounds
o 1st and 2nd degree burns
o Dehisced surgical wounds
o Exuding wounds

K092805 - Collagen Sponge

Device Name: Collagen Sponge

Indications For Use:

Indications:
Collagen Sponge may be used for the management of wounds such as:

b Pressure ulcers
* Venous stasis ulcers
& Diabetic ulcers
* First and second degree burns
* Partial and full thickness wounds
* Superficial injuries

KO12990 - Collatek Powder
Indications for Use:

Collatek Powder may be used in the management of:

* Partial and fMll thickness wounds
* Pressure (stage IV) and venous ulcers
* Ulcers caused by mixed vascular etiologies
* Venous stasis and diabetic ulcers
* Ist and 2" degree burns
* Cuts. ubrasions and surgical wounds

The proposed indications for use are identified in the 2 predicate collagen-based wound
dressings and have been identified in other collagen-based and non-collagen based wound
dressings, and therefore are substantially equivalent.

13

Records processed under FOIA Request 2013-1121; Released 10/29/14

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



V. Predicate Device Comparison
The sponsor has chosen 2 collagen-based wound dressing predicates for comparison: K012990,
Collatek Powder, and K092805, Collagen Sponge (the sponsor's own predicate device. As noted
above, the products are indicated for the same intended uses. Technologically, the devices
consist of Type I collagen that is derived from either bovine Achilles' tendons (subject device
and sponsor's predicate dressing, Collagen Sponge) or bovine hide which is another rich source
of Type I collagen. The Collagen Sponge is provided in 70 and 280 mg sponge forms whereas
the subject device and the Collatek Powder are both provided as milled, particulate collagen
powders of 0.5 g (subject device only) and 1.0 g quantities.

VI. Labeling
The product label requires some revisions (Deficiency):

* The package label has a space for an expiration date - no information was
provided to document an expiration date; the expiration date must be established
on real time data or accelerated conditions data which has been validated by real
time data.

* Within the Product Description of the product label, the device is referred to as
"an advanced wound care device" - the term advanced is not defined and must be
removed.

VII. Sterilization/Shelf Life/Reuse
The following sterilization information was provided:
Method: Gamma irradiation
Dose: 25 kGy
Validation: ISO 11137-1: Sterilization of health care products -

radiation - Part 1: Requirements for development,
validation and routine control of a sterilization process for
medical devices.

SAL: 10-6
Endotoxin: <0.25 EU/mL

VIII. Biocompatibility
The sponsor asserts that the collagen contained within the subject device is "made from the same
bovine collagen as that used in Collagen Sponge (K092805 - also known as Collacare® (and
previously Collatamp®) in EU markets) and CollaGUARD® (K061746). The only difference
between the devices being the presentation i.e., powder, sponge and membrane, respectively."
The sponsor has provided the biocompatibility evaluations conducted on the CollagGUARD
device (K061746).

Test Results
Cytotoxicity Pass
Irritation Pass
Sensitization Pass

14
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The sponsor provided a rabbit pyrogenicity evaluation of the Collexa product (K100574). They
found no temperature increase and therefore assert that the material is non-pyrogenic. The
sponsor states that the collagen used to make either product is the same and therefore the results
for the Collexa material can substitute for the subject device. The sponsor does have an
endotoxin specification as well.

For devices being in contact with breached skin for periods of time >30 days, ISO 10993-1
recommends that medical devices be evaluated in: cytotoxicity, irritation, sensitization, sub-
chronic toxicity (potentially implantation) and genotoxicity assessments. Previously, the sponsor
had indicated, when this biocompatibility concern was raised, that the device was not intended
for use beyond 30 days, i.e., it would be removed. In this case, the product consists of collagen
particulates and can not be removed from the wound and therefore should be considered to be
permanently implanted in the patient. The product requires evaluation as a long term implant
(Deficiency). There is significant review experience with collagen-based wound dressings and
therefore, the genotoxicity evaluation - based on traditional acid/base collagen extraction
manufacturing processes - is not necessary. A sub-chronic toxicity evaluation or implantation
assessment should be provided.

IX. Software - N/A

Version:

Level of Concern:

Software description:

Device Hazard Analysis:

Software Requirements Specifications:

Architecture Design Chart:

Design Specifications:
- ____________ --- - .----.-- - - ------ ~---

Traceability Analysis/Matrix:

Development:

Verification & Validation Testing: I

Revision level history:

Unresolved anomalies:

X. Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety - N/A

XI. Performance Testing - Bench - none provided

XII. Performance Testing - Animal - none provided

XIII. Performance Testing - Clinical - none provided
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XIV. Substantial Equivalence Discussion
Yes No

1. Same Indication Statement? X 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? X If YES = Go To 5

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

5. Descriptive Characteristics Precise Enough? ? ? If NO = Go To 8

If YES = Stop SE

6. New Types Of Safety Or Effectiveness If YES= Stop NSE
Questions?

- -------------- -- ----------_ ___ - ---- --- - - - -- - - - ---------- ----

7. Accepted Scientific Methods Exist? If NO = Stop NSE
.----- ----- ------------------------

8. Performance Data Available? If NO = Request Data

9. Data Demonstrate Equivalence? I Final Decision:

Note: See
http://eroom.fda.gov/eRoomReq/Files/CDRH3/CDRHPremarketNotification5lOkProgram/0 414
8/FLOWCHART%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: The sponsor's product will
be used as a permanent device - no biocompatibility evaluation of the product as
recommended by ISO 10993-1, i.e., implantation or subchronic toxicity, was provided.
Other administrative information, e.g., standards forms, detailed 510(k) Summary, labeling
revisions (expiration date issue, terminology definition) and collagen particulate size
identification and comparison to predicate materials is needed.

6. Explain new types of safety or effectiveness question(s) raised or why the question(s) are
not new:
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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
Additional information was requested from Mr. Wyse in the following email:

Hi Aaron,

In review of your application for the Collagen Powder product, FDA has identified the following issues
which require additional information:

1. Standards forms required
2. Particulate size
3. Labeling
4. Implantation assessment
5. Revised 510(k) Summary

1. Standards forms
You identified conformance to the following standards:

Standards Met: Collagen Powder has been assessed and meets the
requirements of the following standards:

ISO 22442-1: 2007
tjMEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 1: APPLICATION
OF RISK MANAGEMENT
ISO 22442-2: 2007
MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 2: CONTROLS
ON SOURCING, COLLECTION AND HANDLING

ISO 22442-3: 2007
MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES -PART 3: VALIDATION
OF THE ELIMINATION ANDIOR INACTIVATION OF VIRUSES AND TRANSMISSIBLE SPONGIFORM
ENCEPHALOPATHY (TSE) AGENTS
ISO 10993-1:2009
BIOLOGICAL EVALUATION OF MEDICAL DEVICES - EVALUATION AND TESTING WITHIN A RISK
MANAGEMENT PROCESS
ISO 11137 -1: 2006
STERILIZATION OF HEALTH CARE PRODUCTS - RADIATION - PART 1: REQUIREMENTS FOR
DEVELOPMENT, VALIDATION AND ROUTINE CONTROL OF A STERILIZATION PROCESS FOR
MEDICAL DEVICES.

Effective January 2, 2008, all firms that choose to use a standard in the review of any new
510k (Traditional, Abbreviated or Special), need to fill out the new standards form (Form
3654) and submit it with their 510(k). the new standards form can be found at
http://www.fda.gov/opacom/morechoices/fdaforms/FDA-3654.pdf. Please provide a copy of
this for as it pertains to this submission (e.g. any material, sterilization or mechanical
testing standards).
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2. Particulate size
You have specified that the collagen is milled and then, after processing, is packaged into 0.5 g and 1.0 g
vial containers. Please provide the particulate size that is generated by the milling process and compare
it to other collagen particulate wound dressing products for demonstration of substantial equivalence.

3. Labeling
The product label requires some revisions:

* The package label has a space for an expiration date - no information was
provided to document an expiration date; the expiration date must be established on real
time data or accelerated conditions data which has been validated by real time data.
Expiration dating information should be provided or a statement that any expiration date
placed on the product label will be based upon real time data or accelerated test data
validated by real time data.

* Within the Product Description of the product label, the device is referred to as
"an advanced wound care device" - the term advanced is not defined and must be
removed.

4. Implantation assessment
The product - or material that constitutes the product - has been evaluated in cytotoxicity, irritation and
sensitization biocompatibility studies. This product will be placed within wounds and will be absorbed.
Removal of the particulates per dressing changes can not be 100% complete. FDA therefore believes
the product should be evaluated as a material that will have permanent contact with tissue. Two
assessments that are recommended for surface devices being placed on breached/compromised
surfaces in addition to the standard 3 assessments already conducted, are genotoxicity and subchronic
toxicity. Genotoxicity of this product is not considered necessary after review of the manufacturing
process, i.e., reagents, etc., however FDA believes a subchronic or short term implantation evaluation is
necessary. Please provide this information. If there is additional pre-clinical data which has been
obtained for other products manufactured from the same collagen - and which include a particulate
formulation - that information may adequately address this concern.

5. Revised 510(k) Summary
As already discussed, the 510(k) Summary should provide a brief description of all the information that
was essential in demonstrating that the product was substantially equivalent to predicate wound
dressings. Please revise the Summary accordingly.

The document is now placed on hold pending responses to these issues. If you have any questions,
please contact me either via email or via phone (see below). Thanks.

Peter

Peter L. Hudson, Ph.D.
Plastic and Reconstructive Surgery Branch
Division of Surgical, Orthopedic and Restorative Devices
Office of Device Evaluation
Center for Devices and Radiological Health
U.S. Food and Drug Administration
301-796-6440

XVI. Contact History
I sent an email to Mr. Wyse on 2/24/11. Additional information was requested via email
on 2/25/11.
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XVII. Recommendation - Additional information is necessary.
Regulation Number: No CFR listing/unclassified
Regulation Name: Wound dressing, collagen
Regulatory Class: Unclassified
Product Code: KGN

liewerDat'

Branch Chief Dat

19

Records processed under FOIA Request 2013-1121; Released 10/29/14

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



Hudson, Peter

From: Hudson, Peter
lent: Friday, February 25, 2011 10:22 AM

1o: 'awyse@innocol-pharma.com'
Cc: Krause, David
Subject: K103648 - on hold

Attachments: Picture (Enhanced Metafile)

Hi Aaron,

In review of your application for the Collagen Powder product, FDA has identified the following issues which require
additional information:

1. Standards forms required
2. Particulate size
3. Labeling
4. Implantation assessment
5. Revised 510(k) Summary

1. Standards forms
You identified conformance to the following standards:

Standards Met: Collagen Powder has been assessed and meets the
requirements of the following standards:

ISO 22442-1: 2007
MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 1: APPLICATION
OF RISK MANAGEMENT
ISO 22442-2: 2007
MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 2: CONTROLS
ON SOURCING, COLLECTION AND HANDLING
ISO 22442-3: 2007
MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 3: VALIDATION
OF THE ELIMINATION ANDOR INACTIVATION OF VIRUSES AND TRANSMISSIBLE SPONGIFORM
ENCEPHALOPATHY (TSE) AGENTS
ISO 10993-1:2009
BIOLOGICAL EVALUATION OF MEDICAL DEVICES - EVALUATION AND TESTING WITHIN A RISK
MANAGEMENT PROCESS
ISO 11137 -1: 2006
STERILIZATION OF HEALTH CARE PRODUCTS - RADIATION - PART 1: REQUIREMENTS FOR
DEVELOPMENT. VALIDATION AND ROUTINE CONTROL OF A STERILIZATION PROCESS FOR
MEDICAL DEVICES.

Effective January 2, 2008, all firms that choose to use a standard in the review of any new
510k (Traditional, Abbreviated or Special), need to fill out the new standards form (Form
3654) and submit it with their 510(k). the new standards form can be found at
http://www.fda.ov/opacom/morechoices/fdaforms/FDA-3654.pdf. Please provide a copy of
this for as it pertains to this submission (e.g. any material, sterilization or mechanical
testing standards).

2. Particulate size
You have specified that the collagen is milled and then, after processing, is packaged into 0.5 g and 1.0 g vial containers.
Please provide the particulate size that is generated by the milling process and compare it to other collagen particulate
wound dressing products for demonstration of substantial equivalence.

j. Labeling
The product label requires some revisions:
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510(l) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAIUNG PROCESS

New Device is Compared to
Marketed Device

Descriptive information Doe New Device Have Same NO D6 Ite Diferences Alter the Intended Not Substanialtiv
about New or Marketed t dication Staement0 Therapeutic/Diagnostic/etc. Effect YES Eouivalent De ermination

Device ReqUested as Needed (in Deciding, May Consider lnipact on
' S Safety and Effectiveness)?,*

New Device Has ante Intended NO
Use and May be "S itially Equivalent" I

New Device Has 0(3 New mtended Use

Does New Dev e Have Same
Technological Tiaracteristics, NO Could the New
e.g. Design, Nater Is, etc.? Ciaracterissics Do lie New Characteristics

Affect Safety or - Raise New Types of Safety Y S .
Effectiveness? or Effectiveness QIesdions?

NO Are the scriptive NO
Characteristi Precise Enoug No

NO to Ensure quivalence? D h
Are Performance Data Do Accepted Scientific

Available to Asses Equivalence? YES Wathods Exist for
Assessing Effects of NO

the New Characteristics?
YES

8D YES

Performance Are Performance Data Available NO
Data Required To Assess Effects of New

Characteristics? ***

YES

Performance Data Demonstrate Performance Data Demonstrate
Equivalence? 4 Equivalence?

YES .. NO

INO

"Substantially Equivalent' A
1To Determination To

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

** This decision is normally based on descriptive information alone, but limited testing information is sometimes required.

** Data maybe in the 510(k), other 510(k)s, the Center's classification files, or (lie literature.
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Midlands Innovation & Research Centre

Dublin Road, Athlono

Co. Westmeath. Ireland

Tel: * 353 (0)00 648683-1

Fax: * 353 (0)90 6486835

510(k) Number: K103648

Product Name: Collagen Powder

Date: 1st September 2011

Dear Sir/Madam,

Please find enclosed the 510(k) premarket notification additional information as requested for

Collagen Powder. Enclosed please find the additional information requested in duplicate hard

copy and in electronic copy on the CD taped to the inner leaf of one of the files.

Kind Regards

■)/'■

Aaron Wyse ^
Directoriof Regulatory Affairs

Innocoll Pharmaceuticals Ltd.

...l^i..*.:.. Date: ■/ i.>.i>/;v. ;>... .--'I
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Indications for Use 

Collagen Powder may be used for the management of wounds including: 

• Diabetic ulcers 

• Venous ulcers 

• Pressure ulcers 

• Ulcers caused by mixed vascular etiologies 

• Full-thickness & partial thickness wounds 

• Abrasions 

• Traumatic wounds 

• 1st and 2nd degree burns 

• Dehisced surgical wounds 

• Exuding wounds 
 

Product Description 

Collagen Powder is a wound care device comprising of Type I renatured bovine 

collagen. The collagen aids wound management. In the presence of wound exudate 

Collagen Powder transforms into a soft, gel-like particles conforming to the shape of the 

wound bed and thus maintains intimate contact with wound surface. The biodegradable 

collagen provides a scaffold for cellular invasion and capillary growth. 

Precautions 

Collagen Powder should not be used when visible signs of infection are present in the 

wound area. 

Discontinue the use of Collagen Powder and notify your doctor if excessive redness, 

pain, swelling or blistering occurs. 

Contraindications 

Collagen Powder is not indicated for use on for third-degree burns. Collagen Powder 

should not be used on patients with known sensitivity or allergy to animal proteins. 

Product Sizes 

0.5 g      

1.0 g 

Directions for Use 

Prepare wound bed per your standard wound care protocol and debride when 

necessary. 
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• Remove Collagen Powder vial from the pouch. 

• Unscrew the cap and apply the Collagen Powder directly onto the wound bed. 

• In order to maintain the correct position of Collagen Powder a secondary 
dressing is required to cover the Collagen Powder. 

• After application, discard all packaging and any unused Collagen Powder. 

• After initial application, reapply Collagen Powder to the wound as per physician 
recommendation. 

 

Storage 

Collagen Powder should be stored away from direct sunlight. Store below 25°C/77°F. 

The contents of each pack are considered sterile unless opened or damaged. 

Do not use if individual pack damaged/opened. 

Prior to use, check the use by date printed on the packaging. 

Single use only. 

Do not resterilize. 

Keep out of sight and reach of children. 

 

Distributed by 

 
Innocoll Pharmaceuticals, 
Midlands Innovation & Research Centre, 
Dublin Road, Athlone, Co. Westmeath, Ireland. 
 
Manufactured on behalf of Innocoll Pharmaceuticals by Syntacoll GmbH Saal, 
Donaustraβe 24, 93342 Saal/Donau Germany. 
 
Caution: Federal law (U.S.A.) restricts this device to sale by or on the order of a physician 
Date of Issue: 01 September 2011 
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510(k) Summary 
 
 
Date Prepared:   September 1st 2011 
Submitter:    Innocoll Pharmaceuticals, 

Midland Innovation and Research Centre, 
Dublin Road, 
Athlone, 
Co. Westmeath 
Ireland. 

 
 
Submission Correspondent: Aaron Wyse 

Director of Regulatory Affairs 
Tel: +353 (0) 9066 90661 
Fax: +353 (0) 9066 34895 

 
 
Proprietary Name:   Collagen Powder 
 
 
Common Name:   Topical Wound Dressing 
 
 
Device Classification: 
 Product Code:  KGN 
 Classification Name: Dressing Wound Collagen 
 Regulatory Class:  Unclassified 
 
 
Statement of Substantial Equivalence: 
Collagen Powder is substantially equivalent in materials of construction and 
intended use to Collagen Sponge (K092805) and Collatek Powder (K012990). 
Collagen Powder has been evaluated for its biocompatibility which meets 
requirements and is therefore substantially equivalent to the predicates 
delineated in this submission. Collagen Powder is manufactured from the same 
ingredients used for the manufacture of Collagn Sponge (K092805). 

Midlands Innovation and Research Centre 
Dublin Road,  
Athlone, Co. Westmeath, Ireland 
Tel:   + 353 (0)90 6486834 
Fax:  + 353 (0)90 6486835 
www.innocoll-pharma.com 
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Intended Use: 
Collagen Powder may be used for the management of wounds such as: 

o Diabetic ulcers 
o Venous ulcers 
o Pressure ulcers 
o Ulcers caused by mixed vascular etiologies 
o Full-thickness & partial thickness wounds 
o Abrasions 
o Traumatic wounds 
o 1st and 2nd degree burns 
o Dehisced surgical wounds 
o Exuding wounds 

 
 
Description: 
Collagen Powder is a collagen matrix in powder form intended for application as 
a wound management device. The product is supplied sterile for single use only. 
 
 
Biocompatibility: 
Evaluation of the biocompatibility of Collagen Powder was completed in line with 
the requirements of ISO 10993 -1: 2009. There are no new biocompatibility 
issues arising with the use of Collagen Powder; the materials of construction for 
Collagen Powder match Collagen Sponge (K092805). 
 
 
Conclusion: 
Collagen Powder is substantially equivalent to the predicate devices delineated in 
this submission and meets the requirements for premarket notification as defined 
in CFR21, Part 807. 
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