
APR ! 1 2006
510(k) Summary

1. Submission Applicant & Correspondent

Name: Ceragenix Corporation
Address: 1444 Wazee Street

Suite 210
Denver, Colorado 80202

Phone No. (720) 946-6440

Contact Person: Carl Genberg, J.D.

2. Name of Device: EPICERAM® Skin Barrier Emulsion

Trade/Proprietary/Model Name: EPICERAM®

Common or Usual Name: Skin Barrier Emulsion

Classification Name: Dressing, Wound & Burn, Hydrogel w/Drug or
Biologic.

Devices to Which New Device is Substantially Equivalent;

* Sinclair Wound and Skin EmulsionTM - Sinclair Pharmaceuticals, Ltd
(K024367, July 28, 2003);

· Biafene Wound Dressing Emulsion (Radiodermatitis Emulsion) - Medix
Pharmaceuticals Americas, Inc. (K964240, Jan. 22, 1997);

* Carrasyn® Hydrogel Wound Dressing, which is also marketed under the
name RadiaCare Gel J4ydrogel Wound Dressing - Carrington Laboratories,
Inc. (K961758, July 11, 1996); and

· MimyxTM Cream - Steifel Laboratories, Inc. (K041342, July 19, 2005)

3. Device Description:

EPICERAMrM is a non-sterile, viscous, lipid-rich emulsion presented for
prescription use.

4. Intended Use of the Device:

The device is intended to be used as a topical skin care preparation applied at least
twice daily to affected areas of the skin to improve dry skin conditions and to
relieve and to manage the burning, itching associated with various dermatoses
including atopic dermatitis, irritant contact dermatitis, radiation dermatitis and
other dry skin conditions, by maintaining a moist wound and skin environment.
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5. Summary of Technological Characteristics of the Device Compared to the

Predicate Devices:

All products referenced are non sterile emulsion/gel types that are applied

topically to relieve the symptoms of various dermatoses, including, but not

limited to atopic dermatitis, irritant contact dermatitis and radiation dermatitis.

6. Tests and Conclusions:

Functional and performance testing has been conducted to assess the safety and

effectiveness of EPICERAMTM Skin Barrier Emulsion and the results are

satisfactory.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

APR I 112006 Rockville MD 20850

Ceragenix Corporation
c/o Mr. Carl Genberg
Senior Vice President, R&D
1444 Wazee Street
Denver, Colorado 80202

Re: K052643
Trade/Device Name: EPICERAMTM Skin Barrier Emulsion
Regulatory Class: Unclassified
Product Code: FRO
Dated: January 17, 2006
Received: January 17, 2006

Dear Mr. Genberg:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not iequire 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.

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

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
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.
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Page 2 - Mr. Carl Genberg

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device 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) 276-0120. 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
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html

Sincerely yours,

Mark N. Melkerson

k%+Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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INDICATIONS FOR USE STATEMENT

Page I of 1

510(k) Number: K052643

Device Name: EPICERAM TM Skin Barrier Emulsion

Indications for Use:

FOR TOPICAL DERMATOLOGICAL USE ONLY

EPICERAM® is a skin barrier emulsion to be used to treat dry skin
conditions and to manage and relieve the burning and itching associated
with various types of dermatoses, including atopic dermatitis, irritant
contact dermatitis, radiation dermatitis. EPICERAM® helps to relieve dry
waxy skin by maintaining a moist wound & skin environment, which is
beneficial to the healing process.

Apply Epiceram® in a thin layer to the affected skin areas 2 times per day
(or as needed) and massage gently into the skin. If the skin is broken, cover
Epiceram® with a dressing of choice.

Concurrence of CDRI-I, Office of Device Evaluation (ODE)

(lIJiuion Sign-Off) £QYK~y..L
Division of General, Restorative,
and Neurological Devices

510(k) Number r osG
Prescription Use X OR Over-the-Counter Use

(Per 21 C.P.R. § 801.109)
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

September 26, 2005 Rockville, Maryland 20850

CERAGENIX CORPORATION 510(k) Number: K052643
1444 WAZEE STREET Received: 26-SEP-2005
DENVER, CO 80202 Product: EPICERAM
ATTN: CARL GENBERG

The Food and Drug Administration (FDA), Center for Devices
and Radiological Health (CDRH), has received the Premarket Notification you
submitted in accordance with Section 510(k) of the Federal Food, Drug, and
Cosmetic Act(Act) for the above referenced product. We have assigned your
submission a unique 510(k) number that is cited above. Please refer
prominently to this 510(k) number in any future correspondence that retates
to this submission. We will notify you when the processing of your premarket
notification 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.

On May 21, 2004, FDA issued a Guidance for Industry and FDA Staff entitled.
"FDA and Industry Actions on Premarket Notification (510(k)) Submissions:
Effect on FDA Review Clock and Performance Assessment". The purpose of this
document is to assist agency staff and the device industry in understanding
how various FDA and industry actions that may be taken on 510(k)s should
affect the review clock for purposes of meeting the Medical Device User Fee
and Modernization Act. Please review this document at
http://www.fda.gov/cdrh/mdufma/guidance/1219.html. 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/cdrh/oivd/guidance/1567.html. Please refer to this
guidance for assistance on how to format an original submission for a
Traditional or Abbreviated 510(k).

Please remember that all correspondence concerning your submiss;ion MUST be
sent to the Document Mail Center (DMC)(HFZ-401) 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 Klo]s
Under Review". Please refer to this guidance for information on current fax
and e-mail practices at ww.fda.gov/cdrh/ode/a02-0l.html.

You should be familiar with the regulatory requirements for medical device
available at Device Advice http://www.fda.gov/cdrh/devadvice/" If you have
other procedural or policy questions, or want information on how to check
on the status of your submission, please contact DSMICA at (30]) 443-6597 or
its toll-free number (800) 638-2041, or at their Internet address
http://www.fda.gov/cdrh/dsmamain.htrnl or me at (301)594-1190.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Office of Device Evaluation
Center for Devices and Radiological Health
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Services
Food and Drug Administration

C Memorandum

Date:

From: DMC (HFZ-40 1)

Subject: Premarket Notification Number(s):

To: Division Director: 0 /eO4
The attached information has been received by the 5 10(k) DMC on the above referenced 5 10(k)
submission(s). Since a final decision has been rendered, this record is officially closed.

Please review the attached document and return it to the DMC, with one of the statements checked
below.

Information does not change the status of the 510(k); no other action required by the

DMC; please add to image file. (Prepare K-25) THIS DOES NOT APPLY TO TRANSFER OF
OWNERSHIP. PLEASE BRING ANY TRANSFER OF OWNERSHIP TO POS.

Additional information requires a new 510(k); however, the information submitted is

incomplete; (Notify company to submit a new 510(k); [Prepare the K30 Letter on the LAN]

No response necessary (e g, hard-copy of fax -for the truthful and accuracy statement,

510(k) statement, change of address, phone number, or fax number). c( Y gJ6  Jst 6

CLIA CATEGORIZATION refers to laboratory test system devices reviewed by the

Division of Clinical Laboratory Devices (HFZ-440

Information requires a CLIA CATEGORIZATION; the complexity may remain the same

as the original 510(k) or may change as a result of the additional information (Prepare a CAT
letter)

Additional information requires a CLIA CATEGORIZATION; however, the information

submitted is incomplete; (call or fax firm)

No response necessary

This information should be retirned to the DMC within 10 working days from the date of this

Memorandum.

Reviewed by:

Date: / ~ k /j3(
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EavCE RAG EN IX

FDA CDRH DMC

NOV - 9 2011

November 3, 2011 Received I p

Sent via Certified Mail, Return Receipt Requested

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

RE: K052643
Trade/Device name: EPICERAMTM Skin Barrier Emulsion
Regulatory Class: Unclassified
Product Code: FRO

to whom it may concern:

Please be advised that this letter is an add to file document and serves as notification that all right, title
and ownership interest in and to the above-referenced 510(k) has been transferred from Ceragenix Corporation
to PuraCap Pharmaceutical LLC.

If you have any questions, please feel free to contact the undersigned.

Sincerely,

James A. Skelton
Chief Restructuring Officer

Cc: Puracap Pharmaceutical LLC

1444 Wazee Street
Suite 210

Denver, CO 80202
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CERAGENIX'.
Pharraceuticals, Wnc

11 January 2006

Food and Drug Administration
Center for Devices and Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-40 1)
9200 Corporate Blvd.
Rockville, MD 20850

Re: K052643
Trade Name: Epiceram Skin Barrier Emulsion
Dated: September 22, 2005
Received: September 26. 2005

Dear Mr. Melkerson:

By this letter we are requesting an aciaiconal extension of time  
 

   

      .

Thank you for your consideration in this marie?

Sincerely yours,

Carl Geinberg
Sein or VP R&D

Ceragenix Pharmaceuticals, Ini,

1444 Wazee Street
Suite 210

Denver, CO 80202

p:7 20,946 .64 4 0

f: 303.5341860 (

(b)(4) 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration

Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-401)

9200 Corporate Blvd.

December 28, 2005 Rockville, Maryland 20850

CERAGENIX CORPORATION 510(k) Number: K052643

1444 WAZEE STREET Product: EPICERAM

DENVER, CO 80202
ATTN: CARL GENBERO

Extended Until: 13-JAN-2006

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 is not received by the "Extended Until"

date shown above your premarket notification will be considered

withdrawn.

If you have procedural or policy questions, please contact the

Division of Small Manufacturers International and Consumer Assistance

(DSMICA) at (301) 443-6597 or at their toll-free number (800) 638-2041,

or contact me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation
Center for Devices and

Radiological Health

10o

Records processed under FOIA Request 2011-4475; Released 11/20/12

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



D CERAGENIX li
Pharmaceuticals, Inc

21 December 2005

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-40 1)
9200 Corporate Boulevard
Rockville, Maryland 20850

Re: K052643
Trade Name: Epiceram Skin Barrier Emulsion

Dear Mr. Melkerson:

We are in receipt of your letter dated November 21, 2005 (received by us on
November 28, 2005) requesting additional information regarding the above-referenced
510k notification. We are in the process of assembling the requested information and
respectfully request an extension of time to file our response on or before January 13,
2006.

(nrely urs,

Carl Genbe
Senior VP R&s

1444 Wazee Street
Suite 210

Denver, CO 80202

p:720 946.6440
f: 303.534.1860
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M. INDICATION FOR lJSE

EPICERAMTMTM is a skin barrier emulsion to be used to reduce excessive transepidermal

moisture loss in xerotic skin conditions and to manage and relieve the burning, itching and pain

experienced various types of dermatoses, including atopic dernrntitis, irritant contact dermatitis,

radiation dermatitis and xerosis.

DIRECTIONS: Wash affected area with a suitable wound cleanser or disinfectant. Apply

EPICERAMTMTM on and around the affected area and apply twice daily or as often as needed. If

a gauze dressing is used, the gauze should be moist, apply EPICERAMTMTM in a thin layer

(lmglcm2). In the case of radiation dermatitis, apply following radiation therapy (do not apply

within 4 hours prior to therapy) and at least twice daily or as indicated by the radiation therapist.

CONTRAINDICATIONS: When an allergy to one of the ingredients is known.

3.1

,2q1
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jut ~Attachment 6 Kozq-3 '7-

5lO(' Su~a 0

December 30, 2002

I. Submission Applicant & Correspondent:
Name: Sinclair Pharmaceuticals, Ltd.if ~~~Address: Borough Road

Godalming
Surrey
GU7 2AB

United Kingdom

Phone No.: 1-972-939-2442

Contact Person: Michael Killeen

2. Name of Device: SINCLAIR WOUND AND SKIN EMULSION T MI ~ ~Trade/Proprietary/Model Name: SINCLAIR WOUND AND SKIN EMULSION TM
Common or Usual Name: Dressing, Wound & Burn, [Hydrogel w/Drug or

BiologicI ~ ~~Classification Names: Dressing, Wound & Burn, Hydrogel w/Drug or
Biologic

3. Devices to Which New Device is Substantially Equivalent:
* Biafene Wound Dressing Emulsion (Radiodermatitis Emulsion) in 510(k) K964240, from

Medix Pharmaceuticals Americas Inc. and
* Carrasyn® HydIrogel Wound Dressing 510(k) K961 758, which is also marketed

under the name! RadiaCare Gel Hydrogel Wound Dressing.

if ~~4. Device Description:
Sinclair Wound and Skin Emulsion is a non sterile viscous emulsion / gel formulation, which
is presented for both Prescription (requires physician diagnosis of disease state) and over-the-I ~ ~~counter (OTC) use.

5. Intended Use of the Device:j ~~~~The prescription product requires a physician to diagnose the disease state, while thle OTC
product is indicated for general symptoms such as burning and itching in minor skin irritations
and minor burns. This formulation, when applied to the burn, injured tissue or skin, forms a
protective barrier that helps to keep the wound moist.

6. Summary of Technological Characteristics of the Device Compared to the Predicate
Devices:
All products referenced are non sterile emulsion/gel types that are applied topically to relieve the
symptoms of various dermatoses.

7. Tests and Conclusions:
Functional and perfbrmance testing has been conducted to assess the safety and
effectiveness of SINCLAIR WOUND AND SKIN EMULSION TM and all results are

Sinclair Pharmaceuticals Ltd 2 1
5 10(k) Submission for Sinclair Wound and Skin Emulsion CONFIDENTIAL

A-i1~
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Attachment 3 - Indications for Use Statement

510(k) Number
NA

Device Name SINCLAIR WOUND AND SKIN EMULSION TM

Indications for Use FOR TOPICAL DERMATOLOGICAL USE ONLY

Description Rx Product:
Under the supervision of a healthcare professional, Sinclair Wound and Skin
Emulsion is indicated to manage and relieve the burning, itching and pain
xperienced with various types of dermatoses, including radiation

dermatitis, atopic dermatitis and allergic contact dermiatitis. Sinclair Wound
adl Skin Emulsion may be used to relieve the pain of first and second
degree bums. Sinclair Wound and Skin Emulsion helps to relieve dry waxy
skin by maintaining a moist wound & skin environment, which is beneficia
to the healing process.

Directions For Use (lix and OTC):
kpply Sinclair Wound and Skin Emulsion to the affected skin areas 3
imnes per day (or as needed), and massage gently into the skin. If thre skin is
broken, cover Sinclair Wound and Skin Emulsion with a dressing of
choice.

Description OTC Product:
Sinclair Wound and Skin Emulsion helps to nourish skin and relieve the
burning and itching associated with many common types of skin irritation.
Sinclair Wound and Skin Emulsion may also be used to soothe minor bums,
including sunburn.

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

________ Concurrence of CDRH, Office of Device Evaluation (ODE)

7?AzA411 e
(Division Sign-Oft)
Division of General, Restorative
and Neurological Devices

Prescription Use 5 10(k) Nunet rJ d #t'unerUs _7

(per 21 CPR 801.1097

Sinclair Pharmaceuticals Ltd 5 10(k) Submission for Sinclair Wound and Skin Emulsion
K(024367

B-I
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INDICATIONS FOR USE STATEMENT

Page 1 of 1

510(k) Number: K052643

Device Name: EPICERAMTM Skin Barrier Emulsion

Indications for Use:

EPICERAMCR is a skin barrier emulsion to be used to treat xerotic skin
conditions by reducing excessive transepidermnal water loss through the
outer layers of the skin and to manage and relieve the burning and itching
associated with various types of dermatoses, including atopic dermatitis,
irritant contact dermatitis, radiation dermatitis and xerosis.

…-- - - - - - - - - - - - - - - - - - - - - - - - - -- - - - - - - - - - - - - - - - - - - - - - - - - - -

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use X OR Over-the-Counter Use ____

(Per 21 C.F.R. § 80 1. 109)

H-i1 2>
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Tabia2 Of Substantial Equivalence
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INSERT

BIAFINE'g'

Wound Dressing Emulsion. For Topical Application Only

PRODUCT DESCRIPTION
BLAFINFE is a water-based wound dressing emulsion tbrmulated to assist the healing process

of derneal wounds. When applied pow to a w L AFINE3 provides an optimum moist

environment for thehealnPrlco and isolates the
wound from bacterial and other externid'iontmnination

INDICATIONS FOR USE
· BIAFINEB is indicated for use in:

- Minor Abrasions
- Superficial Wounds
- Full Thickness Wounds, Pressure Sores, Dermal Ulcers including lower leg ulcers

- 1st and 2nd Degree Burns, including Sunburns and Radiuun Dematihia
- Dermal Donor and Graft Site Management

CONTRAINDICATIONS
* A known allergy to one of the ingredients in BIAFINETh.

WARNINGS
* I,' nd,,tia dnaaimtis and/or in xlmina"inn with onnuinu radiation thnpv do not appl

RAflIN~ibO mo tlb MiS~m lirsnams t within 4 ken prior to a radiation salonae
RIAFI;Nlq X,.Mb mladimiml followinK rmdigin amsinnst (see lnat tions
for Use in Radie Desatitifs
Do not apply BIAFTNE@ to dernmal grafts until after the graft has successfully taken.

PRECAUTIONS AND OBSERVATIONS
* For the 'e$.tment of any dermal wound, consult a physician. Use BIAFINEO only as

directed.
* BIAFINE_. is non-tox ic, however it is for external use only and should not be ingested

or taken internally
* BIAFINES does not uontain a sunscreen and should not be used prior to exposure to the

sun.
· Do not use on bleeding wounds until the bleeding has been stopped,
· The use of BIAFINE9 on skin rashes due to allergies has not been studied sufficiently

and is therefore not ret ormended.

Jq' E-1
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After application, a temporary tingling sensation may occur (IO0 to 15 minutes).

If clinical signs of infection are present, appropriate anti-bacterial treatment should be
initiated. Use of BIAFTNE® must be continued during the anti-infective therapy.

If condition does not improve within 10 to 14 days. consult a physician-

Keep this and all similar products out to the reach of children

4 A

INSTRUCTIONS FOR USE

tst and 2nd Degree Burns, Including Sunburns
· Take precaution in removing any clothing near the affected area.
· Apply BIAFINE® as soon as possible, on and around the affected area, in a thick '%4 to 'A

inch layer until the skin no longer absorbs the product. A white, waxy residue will

remain. If pain from the burn persists, apply thinner layers of BLAFIN:E' until the pain

has ceased-
* Continue to apply BIAFINME until the affected area has healed completely. Application

of BIAFINEO to the affected area should continue during any subsequent physical

therapy treatments

Wounds, Abrasions, Full Thickueu Wound and Dermal Graft Site Management

Wash affected area with saline, clean water, a suitable wound cleanser, or a disinfectant.

Apply BIAFINEt on an around the affected area in thick layers, ¼ to 'I inch thick.

* If a gauze dressing is to be used, the gauze should be moistened.
* Reapply BLAF[NE@ as described above every 24 to 48 hours or until the wound or

lesion has healed fills
· For Donor Sits: Apply BIAFINE@ after skin removal and cover with a moist dressing.

Leave for 7 days.
· For Dermal Grafts: Apply BIAFINE® to the graft site only after the graft has taken

successfully.
· BIAFINEt can be washed away with a saline solution or clean water without causing

damage to the newly formed tissues.

Radiation Dermatitim
· _. Apply a usrmnls amount of BIAFIN_.S3 three times pnr day to the trMae irea_ gtlv

m-assainw the are until BIAFiNF_ is comnpletelv absorbed A white waxy residue will

Do not annly BIAFINEO to the treMent area within 4 hours prior to a radiation seaion

(see Warnina . Annlv BRIAFIN following the se&sion and twice more during the day.

· Continue to anply ETAFINE_ as described above until the skin has fully recovered.

Consult your radiation thgMist

INGREDIENTS
BIAFINEK contains purified water, liquid paraffin, ethylene glycol (stearate), stearic acid,

propylene glycol, paraffin wax. squalene, avocado oil. srolaminelsodium alginate,
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triethanoarmine, cetyl palmirate, methylparaben (sodium salt), sorbic acid (as potassium salt),

propyl paraben (sodium salt) fragrance

HOW SUPPLIED
BIAFINE® Wound Dressing Emulsion is available in 33 oz. (93 g), lined tubes. 48 tubes per

case,

Manufactured for: Manufactured by:

Medix Phannacwuticals Amer icas, Inc. Laboratoire Midix, S.A.

1800 M Street, N.W Suite 450 18. rue Saint-Mathieu
Washington, D.C. 20036 78550 Houdan, France

0'3 E-3
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EPICERAM"

For Topical Dermatological Use Only Rx only

PRODUCT DESCRIPTION
LFiCF PAMrMT'd a skin bateremulsionT I re Led tticat rta ,t in c Ind:ti',sredun tIaSIIIr, dcmal ater los- Cl e t

r tle kin Eand to manege and i!ei th-e 'bunig and itchila III e. r e d , e ve ' leirat'Ie rung ati d! , I

allergic iretant contact dertalinis radiation dein'attTis acd If,05

INDICATIONS FOR USE
FEIC ERAM-' is r~pcialiyI, ( Ti 55 te rot' nt-eaotr ki Io dscn b sr i t ,Y f ii % .t Ir ,45 a I iK IdIes ll

esrvronrmert In allow the ,atural ' ainco ceri s tsr

CONTRAINDICATION S
/rihen Irr allergy tn one of the inT -d iteltl [s ki,',T.

WARNINGS
Epi~ceract daes not ontain a ,sncaaen and rool] a S Lesis in n nI" I ti'ren in sun lciDd aczI 'dlt

i n c
,

deSrats a nd/or in coni Ito ,'' t-ntning radiit ion thal p' oo"a aioi tl ea nY h 4 h fuIT

radia on therapy, Applvt ee l a sriindit by the tad;l'hnnt peapit /
A f

t , a
D

so o
id

a irf 'ri' 
n !

ls u ris Et
l r

a 
I

T

toyo mlnufes) I e t anrldsmil&p¢uredLInloutof theread- of l , 3eersoni¢tr .1 frc'irlvathin to

to 14 days, ronsuft a Phys;cian

PRECAUTIONS AND OBSERVATIONS
For the treatmernt of any deiual oarnd a-nsuit a phytisian.

Use EFICEPAMwe Skin Ba rir Err I Iun o'IT' ar dirette d

-EPiCERAM ISkin teRri E ..uo n so-Io'to, hoese I foef Stencali e o'I y nd r', Id nIt a n edo takcn Intra1

If clinical signsu f infec tonr treelit terlr ,tet o,idatetia ntold be nt cii. V i: iic cv dieraed ',.ri coLlICEHAM S IklnFinRr

F.,kilinn tray be continued du t. I Elti cfetti e t
h

er py

- it sundition does not imprns e "T hi i l tol I daysri, Srnsl a pIsTIiccirl

EPiCERAM
=
' Skin BEarier Era'lisif, does not coIntain a rnt

I
re

e n
ed l asiH s Je ass - i ri' ¢h as-:ceen in s sid

areas.
In i adsation dei, arrtit and/ori c e.up Edli thlino, ii' inra,; plr1 the r
Do not apply with in 4 ho os 1I or to adtin fe-e Say

Apy twe daily or as indicated by thea d ldatson, t.rc, pIt
FolT ,iirg the pplicaion ofE Sk Esc[EI SID 8rr e u Ion a tenssa a etiIii , teotltct c cre ' tiri '5 rr[nUT su

Keep {hit and oth, r s/n i1ac p Itod-Ist ' cu' f !ii- rearh nf IhT:ren.

INSTRUCTIONS FOR USE
ash affeted area 'ith ua uitaa ..cleanse .. l Ar I Fic .r-. I-n and rond he affected ar a nd

~
ai tPist 

i
daily IIs often as eeded. if

eute dietsns Is ured. h. ga ize hshu d be IT C apply[ E ieceinll in iryar, I I hut for ca
r

s hh square certil r of kirn surface aTa, 'n dia
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INGREDIENTS

Carbner'er Capiit Acid.Cra ii
C
eetA c

'
Ch tl Ion juoted LInoic Acid.E:iorlbiaCerifa.a Deaii.Arid. rodirel llA

Food Stach Modified Corn Sos p Soid (GIa n, G'ccii Steara e h[,, didciropy , fLirpa~irsin'de riE& Psh'iTic /'od. IE- Is'0 Stearate

Peti o!lasm, Phcr55athano, Pk nF n ic Aid, 'nra iurn Hdfek dide. Str

HOW SUPPLIED
EPlCERAM

T

Skir BarrI eS Es : i a'll'a 5Cr0 I ib at ;DC XXXX r 'cX <S

Stre atIt co 390C ifiS'F "ir6F' ©o , c, ae.

iOstnnit ed by:s C Ser a¢:lrx COin 802 aa' '[1 ' /, ztrwiisd 'i t1701

RX ONLY prescription Medical Device 'ederal lawe restricts thi r vice to saie by or on the eider of a physician.
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USE STUDY TO DETERMINE THE ABILITY OF A TOPICALLY APPLIED
TEST MATERIAL TO PROVIDE R-ELIEF OIF -SYMPTOMS

IN PATIENTS DIAGNOSED WITH ECZEMA

AMA Ref. No.: 

Date: 

Sponsor: Ceragenix Pharmaceuticals, Inc.
1444 Wazee Street
Suite 210
Denver, Colorado 80202

1.0 Objctive: 

2.0 Sample Description:

3.0 Test Material Handling:

Kc-1

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 
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510(k) Summary

1. Submission Applicant & Correspondent

Name: Ceragenix Corporation
Address: 1444 Wazee Street

Suite 210
Denver, Colorado 80202

Phone No. (303) 478-8965

Contact Person: Carl Genberg, J.D.

2. Name of Device: EPICERAMTM Wound and Skin Barrier Emulsion

Trade/Proprietary/Model Name: EPICERAMT M

Common or Usual Name: Wound and Skin Barrier Emulsion

Classification Name: Dressing, Wound & Burn, Hydrogel w/Drug or
Biologic

3. Devices to Which New Device is Substantially Equivalent:

* Sinclair Wound and Skin EmulsionTM - Sinclair Pharmaceuticals, Ltd (K024367, July
28, 2003);
* Biafene Wound Dressing Emulsion (Radiodermatitis Emulsion) - Medix
Pharmaceuticals Americas, Inc. (K964240, Jan. 22, 1997); and
* Carrasyn® Hydrogel Wound Dressing, which is also marketed under the name
RadiaCare Gel Hydrogel Wound Dressing - Carrington Laboratories, Inc. (K961758,
July 11, 1996).

4. Device Description:

EPICERAMT M is a non-sterile, viscous, lipid-rich emulsion presented for prescription
use which helps to form a mechanical barrier in the outer layers of the skin to reduce
excessive transepidermal water loss.

5. Intended Use of the Device:

The device is intended to be used as a topical skin care preparation applied at least twice
daily to affected areas of the skin to improve xerotic skin conditions by reducing
excessive transepidermal water loss through the outer layers of the skin to relieve and to
manage the burning, itching and pain associated with various dermatoses including atopic
dermatitis, irritant contact dermatitis, radiation dennatitis and xerosis.

N-1 3i 3
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6. Summary of Technological Characteristics of the Device Compared to the
Predicate Devices:

All products referenced are non sterile emulsion/gel types that are applied topically torelieve the symptoms of various dermatoses, including, but not limited to atopic
dermatitis, irritant contact dermatitis and radiation dermatitis.

7. Tests and Conclusions:

Functional and performance testing has been conducted to assess the safety andeffectiveness of EPICERAMTM Skin Barrier Emulsion and the results are satisfactory.

N-2
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