
InnocollSE
Pharmaceuticals

Midlands Innovation and Research Centre
Dublin Road,
Athione, Co. Westmeath, Ireland
Tel: + 353(0)90 6486934
Fax: + 353 (0)90 6436835

510(k) Summary

Date Prepared: September 13 th 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 (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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% 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



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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