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510(k) Summary

Date Prepared: September 13" 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 CIasSification:

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 Collagen Sponge (K092805).

Collagen Powder 510k
510k Summary 5-1

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

Collagen Powder may be used for the management of wounds such as:
o 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

O 0000000 0

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
predeminantly Type | 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

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

1OY03 New Flampshire Avenue
Document Conet Ruein ~WOGK-GHNY
Silver Spring, MDD 20043.0002

Innocotl Pharmaceuticals. Ltd.

% Mr. Aaron Wyvse

Directory of Regulatory Affairs

Midlands nnovation & Research Centre, Dublin Road
Athione, Co. Weslimeath

Ireland

Re: K103648 _
Trade/Device Name: Collagen Powder cee th 0
Regulatory Class: Unclassified '
Product Code: KGN
Dated: September 1, 2011
Received: September 6, 2011

Dear Mr. Wyse:

We have reviewed vour Section 310(k) premarket notification of tntent to market the device
refcrenced above and have determined the device is substantialty cquivalent (for the indications
for use stated in the enclosure) w legally markeied predicate devices marketed in interstate
commerce prior o May 28, 1976, the enaciment daie 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.

[T your device is classified (see above) into either class 11 (Special Controls) or class 11 (PMA), it
may be subject to additional controls, Existing major regulations affecting your device can be
found in the Code of Iederal Regulations, Title 21, Parts 800 (0 898, In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDAs issuance of a substantial equivalence determination does not mean
that FIDA 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 10: registration and listing (21

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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CFR Part §07); iabeling (21 CFR Part 801); medical device reperting (reporting of medical
device-related agverse events) (21 CFR §03): good manulacturing practice requirements as sel
forth in the quality svsiems (QS) regulation (21 CFR Part §20): and if applicable, the electronic
procluct radiation control provisions (Sections 331-342 ol the Act); 21 CFR 1000-1030.

[I'you desire specific advice for your deviee on our labeling regulation (21 CFR Part $01), please
£0 1o hupAvw [da.gov/AboutFDA/CentersQlices/CDRE/C DR O fices/ucm | 13809 him for
the Center for Devices and Radiolegical Fealth's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference o premarket notilication” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CEFR Part 803), please ¢o 10 ‘

hup:/ww. fda.gov/Medical Devices/Saletv/ReportaProblem/de (zulthim for the CDRI’s Office
of Surveillance and Biometrics/Division of Posunarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manulacturers, Iniernational and Consumer Assistance at its toll- !ICL number
(800) 638-2041 or (301) 796-7100 or at its Internel address

htp:/wwawv tda.pov/Medical Devices/Resourcestor Y ow/Industrv/de fault. him.

Al Al

Mark N. Melkerson

Director

Division of Surgical, Orthopedic
and Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

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

Diabetic ulcers

Venous ulcers

Pressure ulcers

Ulcers caused by mixed vascular etiologies

Full- & partial thickness wounds

Abrasions

Traumatic wounds

1st and 2nd degree burns

Dehisced surgical wounds

Exuding wounds

o]

00000 000

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 Evaluatign (ODE)

(Division Sién-&f)
Division of Surgical, Orthopedic,
and Restorative Devices

/L /Mﬁ

Indications for Use : 4 -1

510(k) Number

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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é DEPARTMENT OF HEALTH & HUMAN SERVICES Pubiic Healih Service

Food wid Lrug Adminisiration
10403 New Hampshire Avenuoe
Pracunent Control Roomm =WORG-GHIY
Silver Spring, MD 20993-0002

Innocoll Pharmaceuticals, 1id,

% Mr. Aaron Wyse

Directory of Regulatory Aftairs

Midlands lonovation & Research Centre, Dublin Road
Athiene, Co. Westmeath

Ireland

Re: K103648
Trade/Device Name: Collagen Powder SPSRR Y Gt
Regulatory Class: Unclassitied
Product Code: KGN
Dated: September 1, 2011
Received: September 6, 2011

Dear Mr. Wyse:

We have reviewed yvour Section 510(k) premarket notification of intent to market the device
reterenced above and have determined the device is substantially equivalent (for the indications
for use stated 1n the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1970, the enactment date of the Medical Device Amendments, or 1o
devices that have been reclassilied in accordance with the provisions of the Federal Food, Drug,
and Cosmctic 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 1o contract liability
warranties. We remind you, however, that device labeling mustbe truthful and not misteading.

U your device is classified (see above) into either class I (Special Controls) or class 111 (PMA), it
may be subject to additional controls. Existing major regulations affecting vour 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 Reuister.

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

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



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

Page 2 - Mr. Awron Wyse

CEFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related ch]\’LISL events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality svstems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
preduct radiation control provisions (Sections 331-342 of the Act); 21 CFR 1000-1030.

Il vou desire specific advice for your device on our labeling regulation (2t CFR Part 801), please
o 1o hitp//wway [da.sov/AboutFDA/CentersOtlices/CORF/CDR HOHices/uens 115809 . hun for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the rewulation entitled, "Misbranding by relerence to premarket notification” (21CFR Part
8U7.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to '
hup:/vwww Ida vov/Medical Devices/Safety/ReporiaProblem/de faulhien for the CDRH's Office
of Surveiltance and Biomeirics/Division of Postmarket Surveillance.

You may obtain other general information on vour responsibilities under the Act from the
Division ol Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301} 796-7100 or at its Internet address

Lip:/www fda.sov/MedicalDevices/ResourcestorY ouw/Industeyv/de fauli him.

Sincerely yours,

Mark N. Melkerson
Director
Division of Surgical, Orthopedic
and Restoralive Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

l=nclosure

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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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 e o ¢ o o000

Prescription Use X
(Part 21 CFR 801 Subpart D)

Diabetic ulcers

Venous ulcers

Pressure ulcers

Ulcers caused by mixed vascular etiologies
Full- & partial thickness wounds

Abrasions

Traumatic wounds

1st and 2nd degree burns

Dehisced surgical wounds

Exuding wounds

AND/OR Over-The-Counter Use
(21 CFR 801 Subpart C)

- (PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER

PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluatign (ODE)

Collagen Powder 510k
Indications for Use

1, ;
/? L—""
(Division Sign-OfT)
Division of Surgical, Orthopedic,
and Restorative Deviceg

S10(k) Number

4 -1 %

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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§ _/: DEPARTMENT OF HEALTH & HUMAN SERVICES : Public Health Service
o"ov,& U.S. Food and Drug Administration
Uvyg . 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: K103648
MIDLANDS RESEARCH AND

INNOVATION CENTRE, DUBLIN RD. Product: COLLAGEN POWDER
ATHLONE, CO. WESTMEATH

IRELAND EI

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
http://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/Guidance Documents/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
510(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,

510(k) Staff

).

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4 —/: DEPARTMENT OF HEALTH & HUMAN SERVICES . Public Health Service
2‘% 11.8. Food and Drug Administration
Hirggg Center for Devices and Radiological Health

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

March 10, 2011

510k 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 (Al} is not received by the "Extended Until" date shown above, your premarket
notification will be considered withdrawn (21 CFR 807.87(1)). If the submitter does submit a written request for an
extension, FDA will permit the 510(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

Vi

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

Pharmaceuticals

Midiands Innovetion & Research Centre

Dub!m Road, Athione . . e
Co. Wastmeath, Irefand FDA CDRRH DMC
Tel: +1353 (0)90 6486834

Fax: ¥ 353 (0)90 6486835

www.ipnocol-pharma.com 1o M AR 1 0 20"
510(k) Number: K103648 Recened
Product Name Collagen Powder Y“L\;Z

Date: March 2" 2011
Dear Sir/Madam,

t
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

max1mum 180 days to be applied to our file as we work through providing the additional
information.

Kind Regards

Date: Xw{ Macoh 2001
Aaron Wyse
Director of Regulatory Affairs
Innocoll Pharmaceutlcals Ltd.

5
3

' W

Qu%sti,ons? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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: DEPARTMENT OF HEALTI & HUMAN SERVICES Public Heulth Service

11.5. Food and Drug Administration

"-fvmn Center for Duevices and Radiological Health
g

Document Contiol Cemier WO66-G60Y
10903 New !ampshire Averue
Silver Spring. M1y 209~ 2

February 25, 2011

310k Number: K103648
Product; COLLAGEN POWDER

We are holding your above-referenced Premarket Notification.(510(k)) for 30 days pending receipio f the
additional information that was requested by the Office of Device viluation. Please remember thetall
correspondence concerning your submission MUST cite your 510(k) number and be sent in dupl... ¢ to the
Document Mail Center at the above letterhead address. Correspondence sent to any address ather 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 Conwnunicaiion with
Industry about Premarket Files Under Review. Please refer to this gridance for informaticn on current fax and
c-mail practices at
htip://www.tda.gov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/uem 389402 . htm.

The deficiencies identified represent the issucs that we belicve need to be resolved before our review of your
510¢k) submission can be successfully completed. In developing the deficiencies, we carctully cunsidered the
statutory criteria as defined in Section 313(i) of the Federal Food, Diug, and Cosmetic Act for deermining
substantial cquivalence of your device. We also considered the burden that may be incurred in ye s attempt to
respond 1o ihe deficiencics. We belicve that we have considered the least burdensome approacin s esolving these
issucs. 11, however, you believe that information is being requesied that is not relevant 1o the reg:i tory deeision
or that there is a less burdensome way 1o resolve the issues, you sheuld follow the procedures ovlmed inthe "A
Suggesied Approach o Resolving Least Burdensome Issues” document. It is availabie on our Cenier weh page at:
http://wwy. [da.gov/MedicaiDevices/DeviceRegulationandGuidance/Overview/Medical Devie Provisi wsofi- DAModer
nizationAct/ucm136685.htm. ‘

If after 30 days the additional information (AI), or a request for an extension of time, is not received, we will
discontinue review of vour submission and proceed to delete your file from our review system (217 CFR
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA St FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effcct on FDA Review Clock w1 Drmance

Assessment™. 11 the submitter does submit a written request for an extension, FDA will peneiv 2 710(k) to
remain on hold for up 1o a maximum ol 180 days from the date of the Al request. The purpo. o ¢ s document is
to assist ngency stafl and the deviee industry in understanding how various FDA and industry wor’s s that may be

taken on 310(I)s should aflect the review elock for purpeses of meeting the Medical Deviee Ther 1 ee and
Moderization Act. You may review this document at

hin:/Awvww fda.soviMedical Deviees/Device Resujationand Guidance/COuidance Documents/uct 88758 . Pursuant
10 21 CFR 20.29, a copy of your S10(k) submission will remain in the Office of Device LEvaluation. 1f you then
wish 1o resubmit this 310(k) notification, a new number wilt be assi zned and your submission wiil be considered a
new premarkes notification submission.

1

~ . Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Plcase remember that the Sale Medical Devices Act of 1990 states that you may not piace b s dovice inle
commercial distribution until you receive a decision letter from FDA allowing you te do s

I you have procedural questians, picase contact the Division of Smeall Manufacturers Interuitio - 1d Consumer
Assistance (DSMICA) ut (301)796-7100 or at their toll-{ree number (800)638-204 1, or contacs oo 10k wiafT at
(301)796-3640.

Sincerely yours.

Marjorie Shrhvan

Consumer Safvty Officer

Premarket Wotifiration Scetion

‘Office of Device Evaluation

Center for Devices and Radiological foeal:

o

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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: DEPARTMENT OF HEALTH & HUNMAN SERVICES Public Health Service

U.S. Food ang Drug Administration

't"
&"h Center for Devices and Radiologice] Health

Document Control Cener WOG66-G609
10903 New Hampshir: Avenue
Silver Spring, MI> 2093-0002

February 25, 2011

310k 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. Pleasc remember that all
correspondence concerning your submission MUST cite your 510(k) number and be sent in duylicaie to the
Document Mail Center at the above letterhcad address. Correspondence sent to any addiess other than the one
above will not be considered as part of your official premarket notification submission. Also, picasc note the new
Blue Book Memorandum regarding Fax and LE-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidunce for information on current fax and
g-mail practices at

http:/Awww . fda.gov/Medical Devices/DeviceRegulationandGuidance/Guidance Documents/uem089-192 . hitm.

The deficiencies identificd represent the issucs that we believe need to be resolved before our review of vour
510(k) submission can be successfully completed. In developing the deficiencies, we carclully considered the
statutory criteria as defined in Section 513(1) of the Federal FFood, Drug, and Cosmetic Act for deicrmining
substantial cquivalence of your device. We also considered the burden tha: may be incurred in vour atiempt to
respond 1o the deficiencics. We believe that we have considered the least hurdensome approach 10 resolving these
issues. I, however, you believe that information is being requested that is not relevant to the regulaiory decision
or that there is a less burdensome way to resolve the issues, vou should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome issues” document. §t is available on ovr Cenier web page at:
htip:fwww [da.gov/MedicalDevices/Device RegulationandGuidance/Cverview/edicalDevieeProa  ‘onsofl"DA Moder
pizationAct/uem 136685 htm.

[f after 30 days the additional information (Al), or a request for an extension of time, is not reccived, we will
discontinuc review of your submission and proceed 10 delete your file frorm our review sysiein (21 CFR
807.87(1)). Plcase note our guidance document eniitled, "Guidance for Industry and FDA Staff, FIDA and Industry
Actions on Premarket Notification (510(k)} Submissions: Effecton FDA Review Clock and Perlrrmance
Asscssment”. 1 the submitter does submit a written request for an extension, FIDA wiil pernitihe Thodh) to
remain on hold for up 10 @ maximum ol 180 days from the date of the Al mauest. The purp,we 55 document is
to assist agency staff and the device industry in understanding hew veriavs FDA and indusicy aetions that may be
taken on 310(k)s should affect the review clock for purposes of meotin the Medical Deviee L. or ez and
Modermization Act. You may revicw this document at

hitp://www Tdia.eov/Medical Devices/Device RepulationandGuidance/Guidanee Documenisfucmt? ™ 2= Tome Pursuant
to 21 CFR 20.29, a cepv of your 510(k) submission will remain in the Office of Device Evalui.on. If you then
wish 1o resubmit this 510(k) notification, & new number will be assigned and vour submission »ill be considered a
new premarket notification submission,

7

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Plcasc remember that the Safe Medical Devices Act of 1990 states that yon may not place @i devt ko
commercial distribution until you reeeive u decision letter from FDA allowing vou 1o do sc.

[l you have procedural questions, please contact the Division of Smull Manutacturers Internatienr o wd Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (SCOYIE8-204 1, or coniae he 310k staff at
(301)796-5640.

Sincerely yours,

Marjorie Shuhrar

Consumer Suiciy Ofveer

Premarket Notitieation Section

Qffice of Device Lvaluation

Center for Deviees and Radiologica! Hea'th

™K

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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£ _/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
-o% U.S. Food and Drug Administration
Htrerq Center for Devices and Radiological Health

Document Mail Center ; WO66-(:609
10903 New Hampshire Avenue
Silver Spring, MD 209930002

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

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

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

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

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

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

b

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Service Act,
Added By Title VIII of The Food and Drug Administration Amendments Act of 2007”
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketY ourDevice/PremarketSubmissio
ns/PremarketNotification510k/ucm134034.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 Suppiements,
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., 510(k), IDE, PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketY ourDevice/PremarketSubmissio
ns/ucm134508.html. In addition, the 510(k) Program Video is now available for viewing on line at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/PremarketNotification510k/ucm070201.htm .

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

castly, 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/DeviceRepulationandGuidance/default.htm. If you have
procedural questions, please contact the 510(k) Staff at (301)796-5640.

Sincerely,

510(k) Staff

a

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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PN (67045
Innocoll e
Phairmaceuticals

Midtands Innovation & Research Centre

DublinlRoad, Athione .

Co. Westmeath, reland ' i -
Tel: + 353 (0)90 6486834 ! PEINEN
Fax: + 353 (0)90 6485835
www.innocofl-pharma.com

Product ll\lah‘!e: Collexa ’ r‘:_’*‘?eéinea
Date: 9"|December 2010 2 T e

Dear SirﬁMadam,

Please find enciosed the 510(k) premarket notification application for Collagen Powder.
Duplicate hard copies of the applicaticn 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 exceptlon of sections 17 and 18. Sections 17 and 18 have not been included in the
electronlc copy as these sections comprise FDA electronic forms which cannot be saved
electronlcally but merely printed in hard copy. The electronic copy is available on the inner leaf
of one ofithe hard copy files,

Kind Regards

|

, Date: G J)ec‘ 2010
aron Wyse
Director of Regulatory Affairs
Innocoll Pharmaceuticals Ltd.

&

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

s — e ——— £
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Form Approved: OMB No.0910-311 Expiration Date: January 31, 2010. See Instructions for OMB 5Staten

DEPARTMENT OF HEALTH AND HUMAN SERVICES .
FOOD AND DRUG ADMINISTRATION PAYMENT IDENTIFICATION NUMBER:

MEbICAL DEVICE USER FEE COVER SHEET Write the Payment Identification number on your check.
A cofmpleted 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;
nitp:thvww. fda.gov/oc/mdufma/coversheet.html

1. COMPANY MAME 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@innocoll-pharma.com
Midlands Innovation and Research Centre

Athlone i 2.2 TELEPHONE NUMBER (include Area code}
Ie' i 353906486280
1.1 éMPLO\f:R IDENTIFICATION NUMBER (EIN) 2.3 FACSIMILE (FAX) NUMBER {(Include Area code)
";‘

3 T"PE OF PREMARKET APPLICATICN (Select one of the following in each column; if you are unsure, please refer to the application
desctiptions at the following web site: http:/Awww.fda.govioc/mdufma

Select an application type: 3.1 Select a center

B P;remarket notification(510(k)); except for third party [X] CDRH
[ 513(9) Request for Information [1CBER
{1 Biologics License Application (BLA) 3.2 Select one of the types below
[1 Premarket Approval Application (PMA) {X] Griginal Application
[1 Modular PMA Supplement Types:
(1] Plroduct Development Protocol (PDP) [ ] Efficacy (BLA) 9\5‘
{1 Pll'emarket Report (PMR) []Panel Track (PMA, PMR, PDP} {\
[]Apnual Fee for Periodic Reporting (APR) [1Real-Time {PMA, PMR, PDP)
- [130-Day Notice []180-day (PMA, PMR, PDP)

4 A:RE YOU A SMALL BUSINESS? {See the instructions for more information on determining this status)

[1YES, 1 meet the small business criteria and have submitted the required [X] NO, I am not a small business
qualifying documents to FDA

If Yes, please enter your Small Business Decision Number:
1

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

[X] \{ES (AII of our establishments have registered and paid the fee, or this is our first device, and we will register and pay the fee within
"J d§ys of FDA's approval/clearance of this device.) .

3 [1 NC (If "NO," FDA will not accept your submission uniil you have paid all fees due to FDA. This submission will not be processed; see
v | http: fhaww fda. gov/cdrh/imdufma for additional information)

8. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE
APPLICABLE EXCEPTION.

[1 ThIS application is the first PMA submitted by a qualified small business, [] The sole purpose of the application is to support
mcludmg any affiliates conditions of use for a pediatric population

[ 1 This biclogics application is submitted under section 351 of the Public {1 The application is submitted by a state or federal

Health Service Act for a product licensed for further manufacturing use only gg:‘e;;Tcei:ltl;ntlty for a device that is not to be distributed

i
7. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A

PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? {If so, the application is
sub;ect to the fee that applies for an original premarket approval application (PMA).

[JYES [X] NO
8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION

29-Nov-2010
-
Fom FDA 1601 (0112007)

"Close Window" Print Cover shest
. o /ﬂ J
. 2
/ - ‘}/ ﬁz

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81,18
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List of Contents Section-page
1., List of Contents , 1-1
2, CDORH Premarket Review Submission Cover Sheet 2-1
3. 510(k) Notification (Cover Letter) 3-1
4. Statement of Indications for Use 4-1
5. 510(k) Summary 5-1
6. Premarket Notification Truthful and Accurate Statement 6-1
7. Classification and Trade Name 7-1
8. - Device Description 8-1
9. Substantial Equivalence File
Substantial Equivalence Table 9-1
Substantial Equivalence Discussion 9-3
510(k) Summary for Predicate (Collagen Sponge) 9-8
510(k) Summary for Predicate (Collatek® Powder) g-11
10. Complaints Assessment . 10-1
11. Description of Manufacturing and Sterilization
' Manufacturing Process 11-1
Sterilization Method 11-4

12. Biocompatibility of Materials of Compaosition

Biocompatibility Summary 12-1
Collagen Powder Biocompatibility Statement 12-2
Page 1-1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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List of Contents Section-page
Collagen Powder Biocompatlibility Statement Collatamp (addendum) 12-8
Colfagen Biocompalibility Reports (L8929 MEM Elution) 12-17
Collagen Biocompatibility Reports (Intracutaneous Injection) 12-26
Collagen Biocompalibility Reports (Kligman) 12-40

13. Information on the Quality of Syntacoll's Collagen
EDQM Certificate 13-1
Statement: “Absence of Specified Animal Diseases from New Zealand 13-3
Statement: "Bovine Achilles Tendon” 13-4
Statement: “Potentially Contaminating Tissues” 13-5

Collagen Type Reports:

Collagen Type Summary Report 13-6
University of Galway, Irefand 13-7
University of Bristol, UK 13-13

14. Virus Inactivation Data for Syntacoll's Collagen

Study of Virus Reduction during Collagen Production 14-1

15. Labeling for Collagen Powder

Product Label 15-1
Carton Label 15-3
Directions for Use Leaflet 15-5

16. Product Specifications

Bovine Tendons 16-1
Bovine Collagen 16-2
Primary Packaging 16-3
Secondary Packaging 16-4
Finished Product 16-15
Rationale for Test Specifications 16-16
17. Performance Standards 17-1
3654 Forms for Collagen Powder 17-2
Page 1-2

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



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

List of Contents Section-page
18. Form 3674 Requirements for Clinical Trials 18-1
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Risk Management Plan 19-2

Risk Management Report 19-15

Risk Management Checklist 19-37

Risk Management Analysis 19-44
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION : OM_B N_O. 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)
1 -18-2010 N/A N/A

SECTION A TYPE OF SUBMISSION

PMA PMA & HDE Supplement PDP 510(k) Meeting
[ original Submission | [_] Regular (180 day) (] original PDP X ?(f |g1;_maél_$ubr:1|ssmn .| [ Pre-510(K) Meeting
D Premarket Report |:| Special L__] Notice of Completion D Sra lt:.or[1a |:] Pre-IDE Meeting
D Modular Submission D Panel Track (PMA Only) E] Amendment to PDP D Aigf;iated (Complete D Pre-PMA Meeting
% Amendment E 30-day Sugplement section |, Page 5) % ;re-l:lg:hlreegng
Report 30-day Notice (] Additional Information ay eetlng.
|:] Report Amendment |:| 135-day Supplement |:] Third Party [:] Agreement Meeting
|:] Licensing Agreement |:] Real-time Review [:| Determination Meeting
D Amendment to PMA I:l Other {specify):
&HDE Supplement
D Other
IDE Humanitarian Device Class Il Exemption Petition Evaluation of Automatic Other Submission
Exemption (HDE) Class lll Designation
" Original Submission | [] Original Submission [] original Submission 0 OriginaI(DS?i :rr:::l)on [ 513(9)
Amend t Additional Information Other
D menamen D Amendment D " |:| Additional Information D (describe submission):
] supplement [J supplement :
|:| Report
D Report Amendment
Have you used or cited Standards in your submission? X Yes |:| No (If Yes, please complete Seclion I, Page 5)

SECTION B SUBMITTER, APPLICANT OR SPONSOR
Company / Institution Name Establishment Registration Number {if knowr)
Innocoll Pharmaceuticals Lid. N/A
ion Name (if applicable) Phaone Number {including area code)
N/A +353 (0)%0 66 66091
Street Address FAX Number {including area code)
Midlands Research and Innovation Centre, Dublin Road. +353 (90 66 34895
City State / Province ZIP/Postal Code Country
Athlone Co. Westmeath N/A [reland
Contact Name
' on Wyse
Contact Title Contact E-mail Address
Director of Regulatory Affairs awyse{@Innocoll-pharma.com

SECTIONC APPLICATION CORRESPONDENT (e.g., consultant, if different from above}
Company / Institution Name

Division Name (if applicabia) 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

70

FORM FDA 3514 (6/05) Page 2-1 PAGE 1 of 5 PAGES

PSC Media Ans {3013 443-2454  EF

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION D1

" “Withdrawal

___ Additional or Expanded Indications

D Request for Extensicon

D Post-approval Study Protocol

D Request for Applicant Hold

DRequest for Removal of Applicant Hold

|:] Request to Remove or Add Manufacturing Site

I:] Change in design, component, or

specification:

[:] Software / Hardware
D Color Additive

] material

D Specifications

|:| Cther (specify below)

REASON FOR APPLICATION - PMA, PDP, OR HDE

[:l Location change:
Manufacturer

[:] Sterilizer

D Packager

D Process change:

|:| Labeling change:

|:| Report Submission:

Manufacturing L—_| Indications [:] Annual or Periodic
E] Sterilization D tnstructions D Post-approval Study
E] Packaging |:| Performance [___] Adverse Reaction
(] other (specify below) [ shelf Lite (] evice Defect
D Trade Name D Amendment
D Other (specify below)

D Change in Ownership
|:] Change in Correspendent
|:| Change of Applicant Address

|_] Response to FDA comespondence:

D Other Reason (specify):

SECTION D2

REASON FOR APPLICATION - IDE

D Repose to FDA Letter Concerning:
D Conditional Approval
[:] Eeemed Approved
[ peficient Finat Report
[:] Deficient Progress Report
|:| Beficient investigator Report
E] Disapproval

|:] Request Extension of
Time to Respond to FDA

[:] Request Meeting
[] Request Hearing

D Change in:
‘:] Correspondent / Applicant
[ Design / Device
|:] Informed Consent
D Manufacturer
D Manufacturing Process

l New Device
- New Indication
(] Addition of Institution
D Expansion / Extension of Study
[ IRB Certification
D Termination of Study
[ withdrawal of Application [ Protocol - Feasibility
|:| Unanticipated Adverse Effect D Protocol - Other
|:] Netification of Emergency Use |:| Sponsor
i ~ompassionate Use Request
L Treatment IDE
[:] Continued Access

|:| Report submission:
D Current Investigator
D Annual Progress Report
E___J Site Waiver Report

D Final

E] Other Reason (specify):

SECTION D3

REASON FOR SUBMISSION - 510(k)

X New Device [:] Additional or Expanded indications D Change in Technalogy

D Other Reasan (specify):

T

FORM FDA 3514 (6/05) Page2-2 PAGE 2 of 5§ PAGES
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION E ADDITIONAL INFORMATION ON 510{K) SUBMISSIONS

Product codes of devices to which substantial equivalence is claimed Summary of, or statement concerning,
safety and effectiveness information
1| KGN 2 3 4 Y
X 510 (k) summary attached
5 6 7 8 D 510 {k) statement
Information on devices to which substantial equivalence is claimed (if known)
510(k) Number Trade or Proprietary or Model Name Manufacturer
1| KO92805 2| Collagen Sponge 2| Syntacoll GmbH
2| K012990 3} Collatek Powder 3| Collatek
3
4 4 4
5 5 5
6 8 6
SECTIONF PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS
Common or usual name or classification
Dressing, Wound, Cellagen
Trade or Proprietary or Mode) Name for This Device Model Number

1| Collagen Powder 1] N/A
2 2
3 3

4
5 5
FDA decument numbers of all prior related submissions (regardiess of outcome) NIA
1 2 3 4 5 6
7 8 9 10 11 12

Data Inciuded in Submission

D Laboeratory Testing |:| Animal Trials D Human Trials
SECTIONG PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS

Product Code C.F.R. Section (if appiicable) Device Class
KGN N/A U ciass DC!ass I

Classification Panel

General and Plastic Surgery [ crass 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, 1st and 2nd degree burns, dehisced
surgical wounds and exuding wounds. 7 2

FORM FDA 3514 (6/05) Page2-3 PAGE 3 of § PAGES
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Note: Submission of this information does not affect the need to submit a 2891
or 2891a Device Establishment Registration form.

“SCTION H

l:l Qriginal
D Add I:! Delete

FDA Establishment Registration Number
3005433617

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

FDA Document Number (if known)

X Manufacturer D Contract Sterilizer
DContract Manufacturer [:| Repackager / Relaheler

Company / Institution Name

Syntacoll GmbH

Establishment Registration Number

3005433617

Division Name (if applicable)

N/A

Phone Number (including area code)

+49 (0)9441 68600

Street Address

Industriegebiet Saal, Donaustrafie 24

FAX Number (including area code)

+49 (0)9441 636030

City

Saal / Donau

State / Province ZIP/Postal Code Country

Germany

act Name Contact Title

Dr. Alexandra Dietrich

FDA Establishment Registration Number

[ pelete | NA

I:| Original

[ Add

Managing Director

Contact E-mail Address

adietrich@syntacoll.de

X Contract Sterilizer
] repackager / Relabeler

DManufacturer
D Contract Manufacturer

Company / Institution Name

Establishment Registration Number

ision Name (if applicabie)

Phone Number (including area code}

FDA Establishment Registration Number

D Criginal
Cadd [ Delete

Street Address FAX Number (including area code}

City State / Province ZIP/Postal Code Country
B b4 ] Germany
~  tact Name Contact Title Contact E-mail Address

D Contract Sterilizer
D Repackager / Relabeler

D Manufacturer
|:| Contract Manufacturer

Company / Institution Name

Establishment Registration Number

Division Name (if applicable)

Phone Number (including area cods}

Street Address

FAX Number (including area code)

City

State / Province ZIP/Postal Code Country

Contact Name Contact Titte

FORM FDA 3514 (6/05)

Page2-4

Contact E-mail Address

PAGE 4 of 5 PAGES
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION | UTILIZATICN OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized Standard”
“=ment.

Standards No. Standards Standards Title Version Date
Organization
1 MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND
1S0 22442-1 Adopted European | - p1p hERIVATIVES - PART 1: APPLICATION OF RISK Fi 2007
- Standard - ' st
MANAGEMENT
Standards No. Standards Standards Title Version Date
Organization
2 Adonted European MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND
1SO 22442-2 A mﬁ‘é; i urope THEIR DERIVATIVES - PART 2: CONTROLS ON First 2007
SOURCING, COLLECTION AND HANDLING
Standards Ne. Standards Standards Title Version Date
Organization
MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND
~ Adopted Euronean THEIR DERIVATIVES - PART 3: VALIDATION OF THE
1SO 22442-3 Sta.n%a.r 4 P ELIMINATION AND/OR INACTIVATION OF VIRUSES First 2007
AND TRANSMISSIBLE SPONGIFORM
ENCEPHALOPATHY (TSE) AGENTS
Standards No. Standards Standards Title Version Date
QOrganization
4 BIOLOGICAL EVALUATION OF MEDICAL DEVICES
1SO 10993-1 18O EVALUATION AND TESTING Third 2003
Standards No. Standards Standards Title Version Date
Organization
5 STERILIZATION OF HEALTH CARE PRODUCTS -
RADIATION - PART 1|; REQUIREMENTS FOR .
150-11137-1 150 DEVELOPMENT, VALIDATION AND ROUTINE CONTROL | L&est Version 2006
(OF A STERILIZATION PROCESS FOR MEDICAL DEVICES
Standards No. Standards Standards Title Version Date
QOrganization
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 spensor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control

FORM FDA 3514 {6/05) Page2-5 PAGE 5§ of 5 PAGES
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Date:

Address:

Correspondent:

Contact Numbers:

Manufacturing Sites:

Sterilisation Site:

510(k) Notification
08th November 2010

Innocoll Pharmaceuticals,

IDA Business Park,

Castlerea Road, Gallowstown,
Roscommon Town,

Co. Roscommon,

Ireland.

Aaron Wyse

Tel: +353 (0) 8066 66091
Fax: +353 (0) 9066 34895

Syntacoll GmbH,
Industriegebiet Saal,
Donaustrafie 24,
93342 Saal/Donau,
Germany.

Isotron Deutschland GmbH,
Kesselbodenstrasse 7,
85391 Allershausen,
Germany,

Signed:
{ A oy A
Aaron Wyse /

Director of Regulatory Affairs

Collagen Powder 510K
510k Notification

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

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:

Diabetic ulcers

Venous ulcers

Pressure ulcers

Ulcers caused by mixed vascular etiologies

Full- & partial thickness wounds

Abrasions

Traumatic wounds

1st and 2nd degree burns

Dehisced surgical wounds

Exuding wounds

o0 00 00 OO0 0 00

Prescription Use ) S 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)

Collagen Powder 510k
Indications for Use 4-1

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

To
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Innocoll

“Pharmaceuticals

Midlands Innovation and Research Centre
Dublin Road,

Athlone, Co. Westmeath, lreland

Tel: + 353 (0)90 6486834

Fax; + 353 (0)50 6486835
www.innocoll-pharma.com

Date Prepared:
Submitter:

Submission Correspondent:

Proprietary Name:
Common Name:

Device Classification:
Product Code:
Classification Name:
Regulatory Class:

510(k) Summary

November 08th 2010

Innocoll Pharmaceuticals,

Midland Innovation and Research Centre,
Dublin Road,

Athlone,

Co. Westmeath

Ireland.

Aaron Wyse

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

Collagen Powder

Topical Wound Dressing

KGN
Dressing Wound Collagen
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

510k S.ummacr:y
Questions?

ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-786-51 18
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Intended Use:
Collagen Powder may be used for the management of wounds such as:

O

00000000

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

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.

Collagen Powder 510k ’Z@

510k S,ummaéy
Questions?

ontact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-786-%1 18
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Innocoll
Pharmaceuticals

Midiand Innovation and Research Centre
Dublin Road, Athione,

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, | 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.

P amiian 4__@

¥Signature) <

Aaron Wyse
(Typed Name)

0 " Av 2910
(Date)

*(Premarket Notification [510(k)] Number)

Collagen Powder 510k

Truthful and Accura n -
Questions”? ContactteF tﬁ%%??lil/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-786-81118
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Innocoll
Pharmaceuticals

Midland innovation and Research Centre
Dublin Road, Athlone,

Co. Wastmeath, lreland

Tel: + 353 ()90 6466834

Fax: + 353 (0)90 6486835
www.innocoll-pharma.com

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

So a Aby 2510
Date

Collagen Powder 510k

Device Classification 7-1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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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
Substantial Equivalence Discussion 9-3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Chemical Safety: N/A, refer to Subs’;antial 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.

Collagen Powder 510k
Substantial Equivalence Discussion 9-4
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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

IS0 22442-2: 2007
MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 2: CONTROLS
|ON SOURGING, COLLECTION AND HANDLING _

SO 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

(180 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 | bovine collagen. The collagen sponge has the same technological

Coliagen Powder 510k
Substantial Equivalence Discussion 8-5
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characteristics in terms of materials, being made using purified Type | bovine

collagen.
Figure 1: 510(k) Substantial Equivalence Decision-Making Process
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Are the descriptive characternistics 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: é ;;i, é g

Date: JO* prdos  Jdelo

Collagen Powder 510k
Substantial Equivalence Discussion 9-7
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il
s _/@ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
E‘:“'} Food and Dmg‘Adrrﬁnistmion

10403 New Hompshire Avenue
Dotument Contro! Room - - WQ86-(3609
Silver Spring, MIY 20993-0002

FEB 1 8 2010

Intocol]l Pharmeaceuticals

% Mr. Aaron Wyse

Director of Regulatory Affairs

Midlands Innovation & Research Centre
Dublin Road, Athlone, Co. Westmeath
Treland

Re: K092805
Trade/Device Name: Collagen Sponge
Regulatory Class: Unclassified

. Product Code: KGN

r— Dated: Janwary 27, 2010

Received: February 2, 2010

Dear Mr. Wyse:

We have reviewed your Section 510(k) premarket notification of intent to market the device
teferenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to Jegally 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 Lability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

I your device is classified (see above) into either class Il (Special Controls) or class [T (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,

I

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 CFR 803); good manufacturing practice requirements as set

- gg €us5l8

90
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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 previsions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our Jabeling regulation (21 CFR Part 801), please
go to hitp://www.fda.gov/AbautFDA/CentersOffices/CDRH/CDRHO Mueml]15809.htm for
the Center for Devices and Radiological Health's (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation {21
CFR Part 803), please go to

http:/fwww.fda. gov/MedicalDevices/Safety/Re roblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance,

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, Internationa] and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

hitp:// fda gov/MedicalDevices/ResourcesforY owIndustry/defau tm

Sincerely yours,

Mal A M.

Mark N. Melkerson

Director

Division of Surgical, Orthopedic
and Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

69 6000038

U
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L2920 O
Statement of Indications for Use

210(k) Number (if known):

Device Name: Coilagen Sponge
Indications For Use:

Indications:

Collagen Sponge may be used for the management of wounds such as:
s Pressure ulcers

Venous stasis ulcers

Diabetic ulcers

First and second degree burms

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 Subpar C)

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

Concurrence of CDRH, Office of Device Evaluatlcm (ODE) /’wM/

Dwnsmn Sign- v‘ﬁ d 1, Orthopedic:

of Su
Dth‘O“ Devie : (6/
l:md Resmratm & l 0 ﬂ 98
rber |

510(k) N0

Page 4 -1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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BioCore Medié¢al Technologies, Inc.
State-of-the-Art Biomaterials Technologists

Phone: 888-565-5243 11800 Tech Road; Swite #240
301-625-6818 Silver Spring, Marytand 20904
Fax: 301-625-6819 U.S.A.
510(k) Summary

“This summaury of 51 O(k) safety and effectivencss information is being submiitted 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 ‘I'cchnologics, Inc.

11800 Tech Rd. Suite 240
Silver Spring, MD 20904

Contact Person, Telephone and Fax Number:
Ajay Kumar, VP of Operations
Phonc: (301) 625-6818
Fax: (301) 625-6819
Dat¢ the Summary was Preparcd:
Seplember 19,2001
Device Names:
Proprietary Name:  Collatek® Powder
Common Name: hydrocolloid wound powder

Classificarion Name: wound and burn dressing

Predicate Device:

Tradc namc; hyCURE® Powder
Company: liymed Group Corparation
Tradc name: Comfccl® Powder
Company: Coloplast Group, Ltd.
T'radc name: Medifil® Particles
Company: W%‘e Medical Technologies, Inc
BioCore Medical Technologics, Ine. Traditional S10(k) E-1
Collatelk Powder
oy A
- {?9 RV NOR]

4%

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

Collalek® Powder is a sterilc, disposable, single use, wound-dressing device for the
management of dermal lesions and injuries. Tt is to be used to fill in {ull and partial thickness
wounds with modcrate to heavy exudate. Collatek® Powder is able to conform to any wound
sile.

Collatek® Powder is a hydrophilic, hydrocolloid wound-powder with a collagen base.
Collatek® Powder’s collagen is an insoluble fibrous type | bovinc collagen derived from
cowhide. Collatek® Powder will be available in u 1 gram size packet. additional sizes may be

introduced at a later time

Busis for Substantial Equivalence:

1. Indications for Use

Collatek® Powdecr will be used 10 manage full thickness and partial thickness wounds
with modcrate to heavy exudate. Collatek® Powder is intcnded for use on: préssurc ulcers
(stapes 1-1V), venous ulcers, ulcers causcd by mixed vascular etiologies. diabetic ulecrs, (irst and
sccond degree burns, donot sites and other bleeding or secreting dermal lesions and mjuries,

_ Collatek® Powder's indications for use are comparable to the commercially available
predicate devices (hyCURL® Powder, Comleel® Powder and Medifil® 11 Particles).

2. Instructinns for Use

Collatek® Powder’s manner of use is similar to other wound care products.  Virst, clcansc the
wound. Sccond, apply medication to wound as indicated. Third, apply Collatek® Powdcr 10 the
wound surface. Lastly, Cover with absorbent dressing and change dressing as needed in

accordance with labeling instructions.

Collatck® Powder's instructions for use are comparable to the commercially uvailable
predicate deviees (hyCURE® Powder, Comfeel® Powder and Mcedifil® 1T Particles).

3. Technological Characteristicy

RiaCore Madical Teciinologics, Inc. Traditional $10(k) -2

Collatck Powder
89 003322

M

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



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

33

Collatek® Powder is a hydrocolloid wound dressing preparcd from fibrous type ) bovine

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

a prolcctive covering that is conducive to wound healing.

Collatek® Powder is designed (o be a dry particulate broduct. this gives Collatck® Powder
the advantage of being able 1o 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 usc on moderute

to high cxudating wounds with simple and complex wound irregularities.

Collatek® Powder is analogous in desipn as the commercially available predicate devices
(hyCURE® Powder, Comfeel® Powder and Mcdifil® Particles).

4. Materials

The material used for Collaick® Powder consists of fibrous Type I bovine collagen. Collagen
is also the material use in manufacrure of hyCure and Medifil Particles. Thercfore, Collatek is

similar Lo predicate devices in terms of materials used.’

5 Safety

Biocompatibility testing has confirmed-that Collatek® Powder meets requircments as stated in

FDA’s Bluc Book Mcmorandum G95-1 and ISO 10993. Results arc given in Appendix K.

6. Sterility and Packaging

Collatck® Powder will be packaged as a singlc usc, disposable (0il packet. The package and
its contents will be sterilized using electron beam radiation. Collatek® Powder will be sterilized
to'a SAL index of 108, The sterility of Collatck® Powder will be ensured by validation in
accordance with ANSIVZAAMI/1SO 11137-1994,

Conclusion |

Collatek® Powder is equivalent in design, function, materials and intcnded usc and is
therelore substantially cquivalcn{ to the commercially available predicate devices: hyCURE®
Powder (Hymed Group Corporation), Comfecl® Powder (Coloplast Group, 1.td.) and Medifil® 11
Particles (BioCore Medical Technologies, Inc.). We therefore submit that Collatek® Powder is

substantially cquivalent to hyCURE® Powder, Comfeel® Powder and Medinl® 11 Particles.

RioCore Medical Technologics, Inc. Traditional S10(K) ' L-3
Collulck Powder

i} ny
89 003313

as

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

qr"mml

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

MAR 19

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 legaily 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 1II
(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.

- 0D I B T B
59 Guddié

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

Sincerely yopys,

'a) ma i

Mark N. Melkerson

Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

n\r\l!‘:_‘.-l

ﬂg OJJ,J_.

qn

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Number (if known): K0}12990

Device Name: Collatclk Powder

Indications for Usc:
Collatek Powder may be used in the management of:

Partial and full thickness wounds

Page | of 1

n

»  Pressure (stage [-1V) and venous ulcers

»  Ulcers caused by mixed vascular etiologies

= Venous stasis and diabetic ulcers

= Istand 2™ degree burns

= Cuts. abrasions and surgical wounds
Contraindications:

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

(PLEASE DO NOT WRITE BELOW TIIIS LINL — CONTINUE ON ANOTHER PAGE IF

NLEEDED)

Concurrence of CDRIL. Office of Device Evaluation (ODE)

Prescription Use X
(Per21 CFR 801.109}

BioCore Medicul Technologies., Ine,

Coltatek Powder

(Division Sign- -HF
Dmsmn of General, Rasturadve

and Neurological Ljevices

510(k) Number £ 0/ 2.7 29
OR Over-The-Counter-Use
{Optional Formuat 1-2-96) -

‘Traditional S10(K) 0-1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Figure 1: 0.5 g Product Label (1 unit)

Store at room temperature, to a

CO"dgen POWdel’ maximum of 25°C/77°F

Read instructions for use leaflet
Size: 0.5¢ Qty: 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 the
yn a CO package is damaged or seal is

broken
Syntacoll GmbH,
Industriegebiet Saal, Lot -
Donaustraide 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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Figure 1: 1.0 g Product Label (1 unit)

Store at room temperature, to a

C ollagen Powder maximum of 25°C/77°F

Read instructions for use leaflet
Size: 1.0 g Qty: 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 the
y n a CO package is damaged or seal is
broken

Syntacoll GmbH,

Industriegebiet Saal, Lot -
Donaustralte 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

FY

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Figure 1: 0.5 g Product Carton Label (10 units)

Store at room temperature, to a

CO"dgen POWdeV maximum of 25°C/77°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 the
Sy n ta C 0 I 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

My

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Figure 1: 1.0 g Product Carton Label (10 units)

Store at room temperature, to a

CO"ﬂgen POWder maximum of 25°Ci77°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 the
yn a CO package is damaged or seal is
broken
Syntacoll GmbH,

Industriegebiet Saal, Lot -
Donaustralle 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- 4

2l

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

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

Diabetic ulcers

Venous ulcers

Pressure uicers

Ulcers caused by mixed vascular etiologies
Full-thickness & partial thickness wounds
Abrasions

Traumatic wounds

1 and 2™ degree burns

Dehisced surgical wounds

Exuding wounds

Product Description

Collagen Powder is an advanced wound care device comprising of Type | 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
hiodegradable 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
05¢

1.09

Directions for Use

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

Collagen Powder 510k

Bovine Colla&en Spec 1c :o 93 g
Questions? Contact FD RH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

i)
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» | Remove Collagen Powder vial from the pouch.
» | Unscrew the cap and apply the Collagen Powder directly onto the wound bed.
e ; 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

1 recommendation.

S*ordge

CLIIagen 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.

Signgle use only.

Db not resterilize.

Keep out of sight and reach of children.

Distributed by

Innocoll

Pharmaceuticals

Innocoll Pharmaceuticals,
Midlands Innovation & Research Centre,
Dubiin Road, Athlone, Co. Westmeath, ireland.

Manufactured on behalf of Innocoll Pharmaceuticals by Syntacoll GmbH Saal,
Donaustrae 24, 83342 Saal/Donau Germany.

Collagen Powder 510k

Bovineg Colla 8en Specification
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301- 796 81 18
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.’.f: Food and Drug Administration
E ( Office of Device Evaluation &
% Office of In Vitro Diagnostics
B COVER SHEET MEMORANDUM
7L Chler, MDD,
ﬁ‘ From: Reviewer Name L 7

Subject: 510(k} Number \F/\\ O %QDL\% “%\

To: The Record

Please list CTS decision code
x Refused to accept {Note: this is considered the first review cycle, See Screening Checklist
htip-#/eroom. fda govieRoomReg/Files/CDRHA/CDRHPremarketNotification5105Programi@ 56317/Screening%28Checklist¥%207%
202%2007 doc)
x Hold {Additional Information or Telephone Hold).
@Fmal Decision {SE, SE with Limitations, NSE {select code below), Withdrawn, etc.}.

Nat 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 reguires PMA

X NS NSE no response

¥ 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
‘A 510{k) Summary /54Qtk-Statermemt Attach Summary

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

Is the device Class l11?

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

Does firm reference standards?
(If yes, please attach form from http://www.fda.gov/iopacomimorechoices/fdaforms/F DA- )(:
3654 pdf)

is this a combination product?
{Please specify category 4[ see
http:/fercom.fda.govieRoomReq/Files/CDRH3/CDRHEPremarketNotification510kProgram/0_413b/C0O
MBINATION%20PRODUCT%20ALGORITHM%20{REVISED%203-12-03).00C

Is this a reprocessed single use device? -ﬂ/4
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for
Reprocessed Single-Use Medical Devices, http:/iwww.fda.gov/cdrhiode/quidance/1216.html)

s this device intended for pediatric use only? X
Is this a prescription device? (If both prescription & OTC, check both boxes.) X

Did the application include a completed FORM FDA 3674, Certification with Requirements of
| ClinicalTrials.gov Data Bank? _ X7
Is clinical data necessary to suppert the review of this 10(k)? X7

For United States-based clinical studies only. Did the application inciude a completed FORM

FDA 3674, Certification with Requirements of ClinicalTrials.gov Data Bank? (if study was /l/ y
conducted in the United States, and FORM FDA 3674 was not included ar incomplete, then '
applicant must be contacted to obtain completed form.)

" Y Does this device include an Animal Tissue Source? >Q
All Pediatric Patients age<=21 Y

Rev. 5/12/11 L{
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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_-Neonate/Newborn (BirtI-w“t"c.J“éS days)
Infant (29 days -< 2 years old)

Child (2 years -< 12 years old)
Adclescent (12 years -< 18 years old)

Transitional Adolescent A (18 - <21 years old) Special considerations are being given 1o this
group, different from adults age = 21 (different device design or testing, different protocol
procadures, etc.)

Transitional Adolescant 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 QC.
Guidance, hitp:/fiwww fda.gov/cdrh/comp/guidance/169.htmi)

KX AX XA X Xx

Regulation Nuyhbgr, Class” Product Code
frsnar Loty fed ‘
PRYIZYLTN UM la e e L

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

Gl ra

(Date)

ORS1

{Branch Code}

]

/
{Division Dirdclor (Date)
agflyl7

Review:

Final Review:

5

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

%a C DEPARTMENT.OF HEALTH AND HUMAN SERVICES MEMORANDUM

%,

- Food and Drug Administration
Office of Device Evaluation
9200 Corporate Boulevard
Rockvilte, MD 20850
Premarket Notification [510(k)] Review
Traditional
K103648/51
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 ﬂ/(7,
Email: awyse@Innocoll-pharma.com ﬂ /

— =797

The 510(k) holder would like to introduce Collagen Powder into interstate commerce.
Additional information 1s 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.

I. Purpose and Submission Summary

II. Administrative Requirements

m

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

Truthful and Accuracy Statement X

510(k) Summary X ,
Standards Form (Deficiency — reviewed at end of memo)* X 1 ) 4 o

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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Standards Met: Collagen Powder has been assessed and meets the
requirements of the following standards:

— ey 4 T e

1SO 22442.1: 2007 _
IMEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 1: APPLICATION
{OF RISK MANAGEMENT
| LI—

1SO 22442-2° 2007
!'MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 2: CONTROLS
ON SOURCING, COLLECTION AND HANDLING

kst i H——

i
!

£

— _— P [

IS0 22442.3: 2007

J{MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 3: VALIDATION
ilOF THE ELIMINATION AND/OR INACTIVATION OF VIRUSES AND TRANSMISSIBLE SPONGIFCGRM !
ENCEPHALOPATHY (TSE) AGENTS |

| it TAISHISRLE b

1150 10993-1:2009

IBIOLOGICAL EVALUATION OF MEDICAL DEVICES - EVALUATION AND TESTING WITHIN A RISK
HMANAGEMENT PROCESS o ]
150 11137 -1: 2006 ;
STERILIZATION OF HEALTH CARE PRODUCTS - RADIATION - PART 4: REQUIREMENTS FOR i
DEVELOPMENT, VALIDATION AND ROUTINE CONTROL OF A STERILIZATION PROCESS FOR

MEDICAL DEVICES,

3
bt J— .
i -

-

II1.Device Description

B ves | No | VA

Is the device life-supporting or life sustaining? X

[s 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 (K100574).

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).

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

Manufacturing process

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

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

wounds such as:

Diabetic ulcers

Venous ulcers

Pressure ulcers

Ulcers caused by mixed vascular etiologies
Full- & partial thickness wounds
Abrasions

Traumatic wounds

1st and 2nd degree burns
Dehisced surgical wounds
Exuding wounds

50 o

(W

(]

5o

l:l i:l

O

K092805 — Collagen Sponge

Device Name: Coflagen Sponge

indications For Use:

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

»
*
[ 2
L]
L]

Pressure ulcers

Venous stasis Ulcers

Diabetic ulcers

First and second degree burns
Partial and {ult thickness wounds
Superficial injuries

K01299) — Collatek Powder

Indications for Usc:

Collatek Powder may be used in the management of:

Partial and full thickness wounds

Pressure (stage 1-1V) and venous ulcers
Ulccrs caused by mixed vascular etiologies
Venous stasis and diabetic ulcers

Ist and 2™ 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.

13

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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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 1 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.

VL. 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.

e 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..

VIIL 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

Endotoxin: <0.25 EU/mL

VIIIL. 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.c., 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: i
Architecture Design Chart:

Design Specifications: }

r_:l"raceability Analysis/Matrix:

i e [,

Development: !

Verification & Validation Testing:

Unresolved anomalies:

Revision level history: ‘
|
I

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

XI. Performance Testing — Bench — none provided

XIL Performance Testing — Animal — none provided

XII1L, Performance Testing — Clinical — none provided

15

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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X1V, Substantial Equivalence Discussion

Yes No
1. Same Indication Statement? : X IfYES=GoTo3
2. Do Differences Alter The Effect Or Raise New If YES = Stop NSE
Issues of Safety Or Effectiveness? 1 -
3. Same Technological Characteristics? X IfFYES=GoTo5
4. Could The New Characteristics Affect Safety IfFYES=Go To 6
Or Effectiveness? :
5. Descriptive Characteristics Precise Enough? i X IfNO=GoTo8§
' If YES = Stop SE
6. New Types Of Safety Or Effectiveness If YES = Stop NSE
Questions?
7. Accepted Scientific Methods Exist? [f NO = Stop NSE
8. Performance Data Available? ; If NO = Request Data
9 Data Demonstrate Equivalence? -- Final Decision:
Note: See

http://eroom.fda.gov/eRoomReq/FilessfCDRH3/CDRHPremarketNotification5 10kProgram/0_414
8/FLOWCHART%20DECISION%20TREE%20.DQC 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:

16 Vg

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

1SO 22442-1: 2007

MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 1: APPLICATION
OF RISK MANAGEMENT

IS0 224422 2007

IMEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 2: CONTROLS
lON SOURCING, COLLECTION AND HANDLING

HISO 22442-3: 2607
YMEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 3: VALIDATION

OF THE ELIMINATION AND/OR INACTIVATION OF VIRUSES AND TRANSMISSIBLE SPONGIFORM
ENCEPHALOPATHY (TSE) AGENTS

liso 10993-1:2009

BIOLOGICAL EVALUATION OF MEDICAL DEYICES - EVALUATION AND TESTING WITHIN A RISK
MANAGEMENT PROCESS i

IS0 11137 -1: 2006

|STERILIZATION OF HEALTH CARE PRODUCTS - RADIATION - PART 1: REQUIREMENTS FOR
|PEVELOPMENT, VALIDATION AND ROUTINE CONTROL OF A STERILIZATION PROCESS FOR
IMEDICAL 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

www innccoii-plarma.com

510(k) Summary

Date Prepared: September 13" 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: 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 (K012320).
Coliagen 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 (K032805).

Collagen Powder 510k
510k Summary 5-1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Intended Use:
Collagen Powder may be used for the management of wounds such as:
o 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

o000 00 0000

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

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

From: Microsoft Exchange
To: ‘awyse@innocoll-pharma.com'
Sent: Wednesday, September 07, 2011 3:47 PM
ibject: Relayed: K103648 Additional Information Received

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

'awyse@innocoll-pharma.com’

Subject: K103648 Additional. Information Received

Sent by Microsoft Exchange Server 2007

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



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

g - Food and Drug Adminislration
i ( Ofiice of Device Evaluation &

: Oifice of In Vitro Diagnoslics
2 COVER SHEET MEMORANDUM

© From;: Reviewer Name % /44’%’41

G‘ Subject:  510(k) Number ,1510‘89#5

To: The Record-

Please list CTS decision code jﬁ_

O Refused to accept (Note: this is considered the first review cycle, See Screemng Checklist

hitp.//ercom:fda.qgov/eRocmReq/Files/CDRH3/CDRHPremarkat iNotification510kProgram/C_563 1/Screening%20Checklist%207%
202%2007.doc )

old (Additional Information or Telephone Hold). :
0 Final Decision (SE, SE with Limitations, NSE, Withdrawn, efc.).

lease complete the following for a final clearance decision {i.e., SE, SE with Limitations, etc.): 0
Ind\ations for Use Page ' ' Aftach IFU
w*MS“iwam('J“(kxummary 1510(k) Statement | Attach Summary
| Truthful ang Accurate Stéte’m;_ant.- - Must be present for a Final Decision !
Is the device Slass lll? . , ' . | '
If yes, does ﬁ?rhglude Class .Ill Summary? Must be present for a Final Decision

Does firm reference dandards? -

- (If yes, please attack form from hitp:/Aiwww . fda.qoviopacom/morechoices/fdaforms/F DA-
v 3654.pdf) ) ' '

lsthis a comblnatlon product'? ~
; (Please specify category _.

hitp:/eroom.fda.qovieRoomReq/File CDRH3ICD§HPremarketNoi|f“cat|on51DkPro ram/Q 413b!CO
P MBINATION%20PRODUCT%20ALG0O THM%20{REVISED%20312 £3).00C

Is this a reprocessed single use device? ' . ' R

(Guidance for Industry and FDA Staff— MBUFMA - Validation Data in 510(k)s for ‘
Reprocessed Single-Use Medical Devices, h :waw.fda.qov.’ddrh/ode/quidrance/‘l 216.html)

Is this device intended for pediatric use onIy'7 '

Is this a prescription device? (If both prescription & OTC\«"@eck both boxes.)

Did the application inciude a completed FORM FDA 3674, Ceification with Requirements of o
ClinicalTrials.gov Data Bank? - - : .

Is clinical data necessary to support-the review of this 5‘10(k)7

Did the application include-a completed FORM FDA 3674, Certificatio
ClinicalTrials.gov Data Bank?

{If no_t, then applicant must be cohfacted to obtain completed form.) » _
Does this device include an Animal Tissue Source? a \ :

Al Pediatric Patients age<=21 S L AN
Neonate/Newborn (Birth to 28 days) ‘ ' I \
Infant (29 days -< 2 years old) . o \
Child (2 years -< 12 years old) | ' — N
Adolescent (12 years -< 18 years old) ‘ T - o \

Transitional Adolescent A (18 - <21 years old) Special consxderat[ons are bemg given to this \ :

group, different from adults age E 21 (different device design or testlng, different protocol B
(, procedures etc.) - . '

- NS - : i : - Y
T, T . . . " . - N .
f

Rev. 72107 - : o _ o : r}a\

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

with Requirements of




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

al Adolescent B (18 -=<=21; No speonal considerations compared ta adul =» 21 years :

old)

Nanotechnology

Is this device subject to the Traoklng Ret 7 (Medical De\nce Tracking " Contact OC.
Guidance, hitp:/flwww.fda, qov!cdrh/corm/qw 1_63 htmi) :
Class* Product Code

| ("Il unclassified, see 519(k) Staff) \
Yoo PRSD 2 75'/20[(

(Branch Code) (Datey t

U2&7701

Division Director) | (Datd)

Regulation Numbher

Final Review:

Yo

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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STHK) “SUBSTANTIAL EQUIVALENCE?”
DECISION-MAKING PROCESS

)

icg Have Same NO Do the Differences Alter the Intended Not Substantially

dememt?——®  Therapeutic/Diagnostic/etc: Effect YES  Equivalent Determination

{in Deciding, May Consider Impacton- |
Safety and Effcctiveness)?**

New Deviee is Compared 10
Marketed Device *

Descriptive Information Does
about Mew or Markeled
Device Requested as Needed

New Device Hos Aame [ntended NO

Use and May bef“SHbstantially Equivalent” ‘
‘*-— N
New Device Has- O

: @ New Iniended Use

Technological Chfracieristics, NO Could the New

e.g. Design, erials, etc.? P Characteristics ‘Do the New Characteristics
Affect Safety or ——» Raise New Types of Safety YES 0
Effectiveness? or Effectiveness Questions?

A

EPscriptive ) NO

', it ]
to Ensure Equivalence? ' @

. Do Accepted Scientific
YES Methods Exist for

Assessing Effectsof  NO
the New Characteristics?

Avaﬂable io Asses Equwalcnce?

YES
‘ YES
Pegtormance - ) Are Performance Data Available  NO.
Dafa Required ' ’ . To Assess Effects of New

Characteristics? **+

<7 | B e

r
Performance Data Demonstrate : Performance Data Demonstrate
Equivalence? -——-p() : : O < Equivalence? 40—
/ YES YES NO
. . “Substantially Equivalent”
To - Determination ’ To
* o 5 lO(k) Submissions compate new devices to marketed devices. FDA requests add:lwnal information if the relatlcmshlp between

marketed and * prcdlcate {pre- Amendmcnts or reclassified post-Amendments) devices is unclear,
A This decision is norma!Iy bascd on descrlptlve information algne, but limited testing mformatlon is sometimes required..

b Data maybe in the 510(k), other S10(k)s, the Cenrer s classification ﬁIes .or the literature.

i

Queétions"? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov'-or 301-796-8118 -
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SERVICE,
s"" b”"‘

WLALTY
,‘(d' d,,.o

C DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

%“"uu
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@Innocoll-pharma.com

1. 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 i |
510(k) Summary x0T
Standards Form (Deficiency)* x|

*The sponsor has cited conformance to a number of standards, however, they did nbt provide the
required standards forms.

1 L{Q-

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

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

wounds such as:
= 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~ 1stand 2nd degree burns
-~ 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:

e & & » @

Pressure uicers

Venous stasis ulcers

Diabstic ulcsrs

First and second degree burns
Fartial and full thickness wounds
Superficial injuries

K012990 — Collatek Powder

Indications for Usc;

Collatek Powder may be used in the management of:

Partial and full thickness wounds

Pressure (stage [-1V) und venous uicers
Ulecrs causcd by mixed vascular etiologies
Venous stasis and diabetic ulcers

Ist and 2™ degree burns

Cuts. ubrusions 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

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

* 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.

e 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.

VIIL. 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: | 1078

Endotoxin: <0.25 EU/mL

VIIL 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 blocompatlblhty evaluations conducted on the CollagGUARD
device (K061746).

Test Results

Cytotoxicity Pass

Irritation Pass

Sensitization Pass
14

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

Revision level history:

Unresclved anomalies:

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

XI. Performance Testing — Bench — none provided

XII. Performance Testing — Animal — none provided

XII1. Performance Testing — Clinical — none provided

19

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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XIV. Substantial Equivalence Discussion
Yes No
1. Same Indication Statement? | X IfYES=GoTo3
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=GoTo 5
4. Could The New Characteristics Affect Safety IfYES=GoTo6
Or Effectiveness? !
5. Descriptive Characteristics Precise Enough? ? ? {IfNO=GoTo8
If YES = Stop SE
6. New Types Of Safety Or Effectiveness If YES = Stop NSE
Questions? i ‘
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/eRoomReg/Files/CDRH3/CDRHPremarketNotification5 1 0kProgram/0_414

8/FLOWCHART%20DECISION%20TREEY%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.

2.

Explain how the new indication differs from the predicate device's indication:
Explain why there is or is not a new effect or safety or effectiveness issue:
Describe the new technologica] characteristics:

Explain how new char.acteristics could or could not affect safety or effectiveness:

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.

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 substantiatly
-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:

SO 22442.1: 2007 i’
MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 1: APPLICATION | |
OF RISK MANAGEMENT T - e e e e b e A e Ve TR TR L L BRIV AR SRS AW TY L TRARS! L) e ek s - B e i e, . AT J

EFO 224422 2007 o

S

AMEDCAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 2: CONTROLS

H

1}
ON SOURCING, COLLECTION AND HANDLING |
RSO 22442-3: 2007

3

[ENCEPHALOPATHY (TSE) AGENTS

1150 10993.1:2009 7 !
{BIOLOGICAL EVALUATION OF MEDICAL DEVICES -~ EVALUATION AND TESTING WITHIN A RISK
MANAGEMENT PROCESS

‘ISU 11137 -1: 2006

§S'FERILIZATION OF HEALTH CARE PRODUCTS - RADIATION - PART 1: REQUIREMENTS FOR

DEVELOPMENT, VALIDATION AND ROUTINE CONTROL CF A STERILIZATION PROCESS FOR !
1

[ — . .. .

r

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
hitp.//iwww.fda.gov/opacom/morechoices/fdaforms/FDA-3654 pdf. Please provide a copy of
this for as it pértains 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 0.5gand 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 labe! 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 therefere 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 equivatent 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 Historv

[ 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

(2pdi, 4D, O
o) Yo ﬂlﬁwu

Branch Chief Daté

N
o
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"Hudson, Peter

From: Hudson, Peter

“ent: Friday, February 25, 2011 10:22 AM
J0o: ‘awyse@innocoll-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 L » __ |
1S 22442.2. 2007

'MEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 2: CONTROLS |
JJON SOURCING, COLLECTION AND HANDLING : |

P s e Sl

IS0 22442.3; 2007
IMEDICAL DEVICES UTILIZING ANIMAL TISSUES AND THEIR DERIVATIVES - PART 3: VALIDATION
OF THE ELIMINATION AND/OR INACTIVATION OF VIRUSES AND TRANSMISSIBLE SPONGIFORM

ENCEPHALOPATHY (TSE) AGENTS _

S0 10993.1:2009
BIOLOGICAL EVALUATION OF MEDICAL DEVICES — EVALUATION AND TESTING WITHIN A RISK

IMANAGEMENTPROCESS =~~~
1SO 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, N—— ]

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/morechoicesifdaforms/F DA-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.

». Labeling
The product label requires some revisions:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) “SUBSTANTIAL EQUIVALENCE?
DECISION-MAKING PROCESS

Mew Deviee is Compared 1o
Marketed Deviee *

Descriptive information Doeyf New Device Have Same

about New or Marketed
Device Requested as Needed

New Device Hasbame Iniended
Use and May be “S niially Equivalent”

©)

Docs New Devife Have Same
- Technological £haracteristics,
e.g. Design, Matepmis, etc,?

1

NO

Ifdication Staiement? >

@

Therapeutic/Diagnostciete. Effect
(in Deciding, May Consider lmpact on

NO Do the Differences Alier the Intended

YES  Eg

¥

Mot Substantially

vivalent Determination

Safety and Effectiveness)?*t*

‘+——
Could the New
» Characteristics

NO

New Device Has
New {atended Use

o

Do the New Characleristics

Affect Safety or —— Raise New Types of Safety  YES »O

@ Eftectiveness? or Effectiveness Questions?
A
NO Are the fgfscriptive NO .
Characteristigh Precise Enough NO
to Ensure fEquivalence? @
NO
Are Pcrt'qrmancc Dala Do Accepted Scientific
Available'to-Asses Equivalence? ' YES Methods Exist for
Assessing Effects of NO
the New Characteristics?
YES
Performance Are Performance Data Available l NO
Data Required To Assess Effects of New
Characteristics? ***
YES
GO GO
Y .
> Performance Data Demenstrate Performance Data Demonstrate
Equivalence? ) O < Equivalence? — f——-
ES - YES . NO
NO
+ “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,

-

£k F

Data maybe inthe 5EO(K), other 310(K)s, th

e Center’s classification files, or the literature.

This decision is normally based ondescriptive information zlone, but limited testing information is sometimes required.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gév or 301-796-8118
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L0393 | S)
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<DA cORY & 6 201
\ ey,
Midiands Innovation & Research Cenlre E Q 6 1“\ Viney
Dublin Road, Athlone N
Co. Westmeath, Ireland (.\ ‘ ———
Tel: +353 (0)90 648683+ ceive "

Fax: + 353 (0)90 6486835 Rre

Axdrwel v

. mewtnr

510(k) Number: K103648
Product Name: Collagen Powder

Date: 1** September 2011 \0
i

Please find enclosed the 510(k) premarket notification additional information as requested for
Collagen Powder. Enclosed please find the additional mformatlon requested in duplicate hard
copy and in electronic copy on the CD taped to the inner leaf of one of the files.

Dear Sir/fMadam,

Kind Regards

T
e )
- 7 ;o I . L
/ TN SN P g Date: ~/ “s-’;';;é-';;:..ri%---* RINVE
Aaron Wyse s /

Director iof Regulatory Affairs
Innocoll Pharmaceuticals Ltd.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration

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

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

/] Traditional [] special [] Abbreviated
STANDARD TITLE'
1SO 22442-1:2007 Medical devices utilizing animal tissues and their derivatives - Part 1 Application of Risk Management
e —
Please answer the following questions Yes  No
Is this standard recogRiZed BY FDA 27 . rimimimsivimisisaies s s i sassossas siussaivsas vsb dhsasaessiissba v O ¥4
EDA ReCHgnion FUNTBETT s s s e s caiess v saa s i s e e SR e s #

Was a third party laboratory responsible for testing conformity of the device to this standard identified
O3 1=T= (0] 9 PPN ]

Is a summary report* describing the extent of conformance of the standard used included in the
BIO(K)? cevereeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeseee e et st ses sttt nen e M O

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

pertains to-this device 2 inimmasiiaiiimmnnninisuiiieaannnnrsrsnny L]
Does this standard include-acceptance eriteéria? coqanamnannaimminimaiauinnomnsnniEgs ] L_L|

If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of tests? ..., L] ¥
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? ...............c.ccccoiiiiiiiinis ] v
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)3?.............. ] O
Were deviations or adaptations made beyond what is specified in the FDA SIS? ... O ¥
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the standard? ............cccuviiiini e e L] Vi
If yes, report these exclusions in the summary report table.
Is there an FDA guidance® that is associated with this standard?...........ccoeecciiccciiieicccici s [ ¥
If yes, was the guidance document followed in preparation of this 510K? ... O O
Title of guidance:
1 The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
S hitp://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ 5 The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
4 The summary report should include: any adaptations used to adapt Zzgif:gﬁéaccessdata.fdaAgow’scrlptsfcdrhf eldoca/aBtandards/
to the device under review (for example, alternative test methods); N .
choices made when options or a selection of methods are described; ® The online search for CDRH Guidance Documents can be found at
deviations from the standard; requirements not applicable to the www.fda.gov/cdrh/guidance.html
device; and the name and address of the test laboratory or
FORM FDA 3654 (9/07) Page 1 - PSC Graphics (301) 443-1090  EF
17 000002

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
ISO 22442-1:2007 Medical devices utilizing animal tissues and their derivatives - Part 1 Application of Risk Management

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
All All Mives [INo [N

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION
Risk Management is provided in Section 19 of this application, which includes assessment with [SO 22442-1

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANGE?
[Ives [TInoe [CInA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER | SECTION TITLE CONFORMANCE?
Tlves [ No [ na

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A)
an explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard is required under “type of deviation or option selected,” “description” and “justifica-
tion” on the report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

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

FORM FDA 3654 (9/07) Page 2 W s
17 000003

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration

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

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
/] Traditional [] Special [] Abbreviated

STANDARD TITLE®

ISO 22442-2:2007 Medical devices utilizing animal tissues and their derivatives - Part 2 Controls sourcing, collection & handling

Please answer the following questions Yes No
Is this standard recognized by FDA2? ...........ocoocucveeeceeeeeeeeeeeseeseeeeesessenesnesenesessnssesesssessesssesssnennnns L] Vi
FDA Recognition NUMDEIS ... ..ot sssnensens

Was a third party laboratory responsible for testing conformity of the device to this standard identified
I NE BTO(K)? oot eeessesessee e s e eseassas s ssese et eetes s eseetsesssesesssesneaesssnasessessnssesnnsassansseeeenensensesens O

Is a summary report ¢ describing the extent of conformance of the standard used included in the
BIOK)? o eevveeeeeeeeeeeseeeeeeeeeseseeeee e seese e eeee e seeese s ettt e O

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
PEHAINS 10 IS QEVIEE " crme e T s VT S O I P T R S e ooty (] Vi

Does this standard include acceptance Criteria? ........ccccoiviiiiiiensniii e L] WV
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of testS? .......vvvviiieeieiiiie ] 1
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? ... O W]
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) .............. O O
Were deviations or adaptations made beyond what is specified in the FDA SIS? ........cc.ooeiniiiiine 0 v
If yes, report these deviations or adaptations in the summary report table.
TS HHETE ATy EXCIUSIONE TIONT NG SHAPIBREY s csvaviicaassinasiesssissvisss i s Sss eSSBS a0 O
If yes, report these exclusions in the summary report table.
Is there an FDA guidance® that is associated with this Standard? .................ccoueweciemnccrvrivemcsienes. L1 6
If yes, was the guidance document followed in preparation of this 510K? .........c.ccoiiiiiiniiiinnnne L] ]
Title of guidance:
' The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device. o ‘
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStancards/ 5 The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
4 The summary report should include: any adapiations used to adapt ::zrg: :fv;accessdata,fda.gov.-scnptsfcdrhfcfdocsfcfSlandardsl
to the device under review (for example, alternative test methods); i .
choices made when options or a selection of methods are described; ® The online search for CDRH Guidance Documents can be found at
deviations from the standard; requirements not applicable to the www.fda.gov/edrh/guidance.html
device; and the name and address of the test laboratory or
FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 4431090 EF

- 17 000004

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

SUMMARY REPORT TABLE
STANDARD TITLE
1SO 22442-2:2007 Medical devices utilizing animal tissues and their derivatives - Part 2 Controls sourcing, collection & handling
o ———————————————— ——
CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER SECTION TITLE CONFORMANCE?
All All ViYes [INo [INA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

Compliance with this standad is demonstrated through the quality management system. Statement of conformance is attached

JUSTIFICATION

SECTION NUMBER | SECTION TITLE CONFORMANCE?
Clves [ No [Inma

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER | SECTION TITLE CONFORMANCE?
TlYes [lno Clna

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A)
an explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard is required under “type of deviation or option selected,” “description” and “justifica-
tion” on the report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

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

FORM FDA 3654 (9/07) Page 2

- 17 000005

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

Subject:

Bovine Collagen and Collagen Products

28" April, 2010

To whom it may concern,

We hereby declare that bovine collagen and bovine collagen-based producis manufactured by Syntacoll GmbH
conforms to European Directive 93/42/EEC, to European Directive 2003/32/EC and the following harmonised
standards in relation to medical devices:

o ENISO 22442-1:2007 Medical devices utilizing animal tissues and their derivatives - Part 1 Application
of risk management (IS0 22442-1:2007)
o ENISO 22442-2:2007 Medical devices utilizing animal tissues and their derivatives - Part 2: Controls on
sourcing, coliection and handling (ISO 22442-2:2007)
o ENISO 22442-3:2007 Medical devices ulilizing animal tissues and their derivatives - Part 3: Validation of
the elimination and/or inactivation of viruses and fransmissible spongiform encephalopathy (TSE) agenis

(SO 22442-3:2007) |
Relevant information on the material of animal origin used are summarized in the table below: ;
Bovine Collagen Porcine Pepsin
Animal species of Origin callle swine |
Country of Origin New Zealand Horth America (USA) |
Tissue tendons gaslric mucosa |
Veterinarian controls Yes (MAF) Yes (USDA)
Fit for Human Consumplion Yes Yes
Supply / Supplier customer-specific commercial product (wholesaler)
Manufacturer Syntacoll GmbH Merck
Foliow-up Product bovine collagen (purified) pepsin {purified)
Usage starting material collagen products excipient collagen rendering
Integral Part of the Medical Device Yes No
Quanlitative elimination of material na. Yes
TSE/BSE relevant material Yes No
animal < 30 months Yes n.a.
non-invasive stunning technique Yes na.
closed herd Yes na. |
Country of origin BSE-free Yes n.a.
Prion Inactivaton / method validated Yes Yes .
Virus Inactivation / method validated Yes Yes l‘
!
Martager Qualify & Regulalory Affairs
L] ‘
17 000006
Syntacoll GmbH Tetafon: Handelsregister Geschafisfihrer: Banken:
Donaustrale 24 ++49{0)94 41/68 60-0 Regensburg Dr. Alexandra Dietrich Dresdner Bank AG (BLZ 700 800 00) 211 021 ¢CO
93342 Saal /Donau  Telefax: HRB-Nr. 1612 E-mal: info@synlacoll.de  SWLFT.-Code: DRES DE FF 700
Germany r+49(0)94 41/6860-30  USt-ldNr. DE 128580796  www.innocoll.com Sparkasse Saal (BLZ 750 515 65) 240193 409

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 51 0(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
/] Traditional [] special ] Abbreviated

STANDARD TITLE®

SO 22442-3:2007 Medical devices utilizing animal tissues and their derivatives

Please answer the following questions Yes No
Is this standard recognized by FDA 27 ...........cocvvvuiveriieeesceeeeeeresesseeeeseeesseseeeseesessseseesee oo L ¥
FDA ReCOgNition NUMDEIS .......viiiiieiiesiecee ettt e e e e e et se e #

Was a third party laboratory responsible for testing conformity of the device to this standard identified
T I8 BIOMKYD ccoiaiisisis i stissssitonssmssmnmessasessssssaensassmasmassersommsmsssasses stastm ms benmenbtesms A S A v O

Is a summary report”' describing the extent of conformance of the standard used included in the

510(k)? ... SO I ¥4

If no, complete a summary report table

Does the test data for this device demonstrate conformity to the requirements of this standard as it
pertains 10 this HEVIEe?: ..o sasamnriimim o rman s i U s b e v e s s s

N

Doss this standard incliude SO0EpIANCE BIBTIRT «..c.icims i st i s s [l
If no, include the results of testing in the 510(k).

Y

Does this standard include more than one option or selection Of 1ESIS? .....ee o eeeeeeeeeee e, Il ¥4
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? .. wissssss | V4
If yes, were deviations in accordance with the FDA supplemental mformatlon sheet (SIS) 5‘? R I ]
Were deviations or adaptations made beyond what is specified in the FDA SIS?........ ] ]
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the StaNAArd? ..............c.cc.eeueviveieeeeneeeeseesreeeeeeeeesresseresesssssssesseeesseinns L] ¥4
If yes, report these exclusions in the summary report table
Is there an FDA guidance® that is associated with this standard?...........cccoveeiveeeeeeececeeeeee e, [] ¥4
If yes, was the guidance document followed in preparation of this 510K? ...........ccoeveviieccevceeeceenen. L ]
Title of guidance:
' The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html utilized during the development of the device.
3 http//www.accessdata.fda.gov/scripts/cdrh/cfdocs/ciStandards/ 5 The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at

: ; E /seri
4 The summary report should include: any adaptations used to adapt http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/

to the device under review (for example, alternative test methods); search.efm .
choices made when options or a selection of methods are described; ¢ The online search for CDRH Guidance Documents can be found at
deviations from the standard; requirements not applicable to the www.fda.gov/cdrh/guidance.himl
device; and the name and address of the test laboratory or
FORM FDA 3654 (9]07) Page 1 PSC Graphics (301) 443-1090  EF

- 17 000007

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

SUMMARY REPORT TABLE
STANDARD TITLE
SO 22442-3:2007 Medical devices utilizing animal tissues and their derivatives
_— — e —
CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER SECTION TITLE CONFORMANCE?
All All Vives [INo [Ina

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION
Compliance with this standad is demonstrated through the report for virus inactivation (Section 14 of this 51 0(k))

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?
D Yes I:I No EI N/A

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Clves [ no [Tna

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A)
an explanation is needed under “justification” Some standards include options, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard is required under “type of deviation or option selected,” “description” and “justifica-
tion” on the report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

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

FORM FDA 3654 (9/07) Page 2

=17 000008

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration

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

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
/) Traditional [] special [] Abbreviated

STANDARD TITLE *
ISO 10993-1:2009 Biological Evaluation of Medical Devices

Please answer the following questions Yes N

Is this standard recognized by FDAZ? ............c.oommomieoreeeeeeeecoee e L]

FDA Recognition number 3

Was a third party laboratory responsible for testing conformity of the device to this standard identified
I D Y .00 Fi 00 nonpropesmmsmons s e s e mste ok 5 o G S i L]

Is a summary report* describing the extent of conformance of the standard used included in the
L — O

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
PErtaing t0 this AEVICE? .........ocuiieeiiitiee et eee s oo eeeeee oo O] ¥

Does this standard include acceptance Criteria? ............oev oo O Wi
If no, include the results of testing in the 510(k).

Does this standard include more than one option or selection Of t€StS? ........oovvvveveeeeeeooeo, ¥4 O
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard? .............cc.ovvvreevennn., L] ¥4
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)%% ............. [] O
Were deviations or adaptations made beyond what is specified in the FDA SIS?...eve oo OJ ¥4
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the Standard? ............c.c.coooooeiiiriiieieeee et ] ¥4
If yes, report these exclusions in the summary report table.
Is there an FDA guidance® that is associated with this Standard? ............ooeoeooooeoeeeeoo ] lz
If yes, was the guidance document followed in preparation of this 510K? ........oevveveeeeeeeeeeeeeeeeee, O ]
Title of guidance:
! The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
Z Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog. html utilized during the development of the device.
* http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/ 5 The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
“The summary report should include: any adaptations used to adapt http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/
to the device under review (for example, alternative test methods); seﬂmh‘?fm )
choices made when options or a selection of methods are described: ® The online search for CDRH Guidance Documents can be found at
deviations from the standard; requirements not applicable to the www.fda.gov/edrh/guidance.himl
device; and the name and address of the test laboratory or
FORM FDA 3654 (9:"07) Page 1 PSC Graphics (301) 443-1090  EF

17 000009

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

ISO 10993-1:2009 Biological Evaluation of Medical Devices
B L. — — — —_——)

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER SECTION TITLE CONFORMANCE?
All relevant All relevant ViYes [INo [InA
TYPE OF DEVIATION OR OPTION SELECTED ¢

Brached or compromised surface, prolonged contact
DESCRIPTION

Section 12: data demonstrate biocompatibility with requirements for breached or compromised surface for prolonged contact

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?
: Yes E No tj N/A

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER | SECTION TITLE CONFORMANCE?
Cives [No [NA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A)
an explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard is required under “type of deviation or option selected,” “description” and “justifica-
tion” on the report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

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

FORM FDA 3654 (9/07) Page 2

: 17 000010

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 51 O(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

/] Traditional [] special [] Abbreviated
STANDARD TITLE"
ISO 11137-1:2006 Sterilization of Health Care Products - Radiation. Part 1 Sterilization for Medical Devices
e ———————eee— —
Please answer the following questions Yes No
Is this standard recognized by FDA2? .........ccocoueuirumiunmveniriereeeeceeeeseeeseeseseeesssesssessssessessreseeseeseeeesnns ) O
FDA ReCOGNItIoN NUMDET? .........ccurevumiieneiessieceeee oo seseseseseseeseesssssssssssesseseeeeeesssessesseesne .. 3 147276

Was a third party laboratory responsible for testing conformity of the device to this standard identified
a3 s O

Is a summary report* describing the extent of conformance of the standard used included in the
L [] V4

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

PEItAINS 10 thiS EVICE? .....ovceieeeie oottt es et e et e oo Vi
Does this standard include aCCEPtaNCE CIILEIMA? ..........eveweeeeeeeeeeeeeee oo eesesesee e V| ]
If no, include the results of testing in the 510(k).
Does this standard include more than one option or selection of tests? ............cveereereeorerceriisenrn N L]
If yes, report options selected in the summary report table.
Were there any deviations or adaptations made in the use of the standard? ............c.cccoovvveveveicreennnnn. L] ¥4
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)%7.............. [] O
Were deviations or adaptations made beyond what is specified in the FDA SIS?..........oomevrvererreeenn.. O
If yes, report these deviations or adaptations in the summary report table.
Were there any exclusions from the Standard? .............c..cceeeeeeeeeeeeeeeeeeeeseseseeneseereeneeseeseseseeneneenee L /]
If yes, report these exclusions in the summary report table
Is there an FDA guidance® that is associated with this standard? ...........ccovervviieeeee e, | Vi
If yes, was the guidance document followed in preparation of this 510K? ..........cccoveveveevveesveeeees ]
Title of guidance:
! The formatting convention for the title is: [SDO] [numeric identifier] certification body involved in conformance assessment to this
[title of standard] [date of publication] standard. The summary report includes information on all standards
2 Authority [21 U.S.C. 360d], www.fda.govicdrh/stdsprog.html utilized during the development of the device.
3 http://www.accessdata.fda.gov/scripts/cdrh/cidocs/ciStandards/ % The supplemental information sheet (SIS) is additional information
search.cfm which is necessary before FDA recognizes the standard. Found at
4 The summary report should include: any adaptations used to adapt http:H:\.‘:fm.accessdata,fda.gomcnpts:’cdmf‘cfdocs.-’cfStandardsf
to the device under review (for example, alternative test methods); e i L ;
choices made when options or a selection of methods are described; ® The online search for CDRH Guidance Documents can be found at
deviations from the standard; requirements not applicable to the www.fda.gov/cdrh/guidance.htmi
device; and the name and address of the test laboratory or
FORM FDA 3654 (9/07) Page 1 PSC Graphics (301) 443-1090

- 17 0@001?

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



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

EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE

ISO 11137-1:2006 Sterilization of Health Care Products - Radiation. Part 1 Sterilization for Medical Devices
e

CONFORMANCE WITH STANDARD SECTIONS*

SECTION NUMBER SECTION TITLE CONFORMANCE?
All relevant All Vives [no [InAa

TYPE OF DEVIATION OR OPTION SELECTED *
25 kGy substantiation

DESCRIPTION
Protocol being drafted

JUSTIFICATION

SECTION NUMBER | SECTION TITLE CONFORMANCE?
ClYes [ No [InNA

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER | SECTION TITLE CONFORMANCE?
- -
TlYes [INo | N

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A)
an explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard is required under “type of deviation or option selected,” “description” and “justifica-
tion” on the report. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

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

FORM FDA 3654 (9/07) Page 2

17 000012

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

1% and 2" degree burns

Dehisced surgical wounds

Exuding wounds

Product Description

Collagen Powder is a wound care device comprising of Type | 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
05¢g

1.0g

Directions for Use

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

15-5

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

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

e Afterinitial 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

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

Manufactured on behalf of Innocoll Pharmaceuticals by Syntacoll GmbH Saal,
Donaustrae 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

15-6

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

510(k) Summary

Date Prepared: September 1% 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).

Collagen Powder 510k
510k Summary 5-1

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



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

Intended Use:

Collagen Powder may be used for the management of wounds such as:
o 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

O O O O O O 0 0 O

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.

Collagen Powder 510k
510k Summary 5-2

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