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SECURITIES AND EXCHANGE COMMISSION
WASHINGTON, D.C. 20549

FORM 8-K
CURRENT REPORT
PURSUANT TO SECTION 13 OR 15(d) OF
THE SECURITIES EXCHANGE ACT OF 1934
Date of Report (Date of earliest event reportédarch 14, 2011

REGENICIN, INC.
(Exact name of registrant as specified in its @rart

Nevads 333-146834 27-3083341
(State or other jurisdiction of incorporatic (Commission File Numbe| (I.R.S. Employer Identification No
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Check the appropriate box below if the Form 8-alis intended to simultaneously satisfy the §liobligation of the registrant under any of
the following provisions:

Written communications pursuant to Rule 425 underSecurities Act (17CFR 230.4z
Soliciting material pursuant to Rule -12 under the Exchange Act (17 CFR 240-12)
Pre-commencement communications pursuant to Rul-2(b) under the Exchange Act (17 CFR 240-2(b))
Pre-commencement communications pursuant to Rul-4(c) under the Exchange Act (17 CFR 240-4(c))
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Section 8 — Other Events

Item 8.01 Other Events

On March 14, 2011, the Food and Drug AdministrafleDA) issued a letter in response to the Requedbésignation of PermaDerh!
explaining that PermaDerM' has been designated as a combination product. Aioation product is comprised of two or more retpda
components which, in the case of PermaD&mincludes a biologic component and a drug compbridre FDA based their determination
on the fact that PermaDerl consists in part of autologus skin cells (spedifjcapidermal keratinocltes and dermal fibroblasteiich are

biological product components and Chondroitin-6t&el (C-6-S) which is a drug component. C-6-Sdsitical part of PermaDert as it
helps support the collagen matrix on which the eegied skin is grown.

The FDA assigned the Center for Biologics Evaluatod Research (CBER) as the lead agency centprdorarket review and regulation
based on CBER's expertise in evaluating the mgaifgiant safety and effectiveness questions ptteskoy a combination product.

A copy of the FDA’s March 14, 2011 letter is attadho this Current Report as Exhibit 99.1
Section 9 — Financial Statements and Exhibits

Iltem 9.01 Financial Statements and Exhibits

Exhibit Description
No.
99.1 FDA letter dated March 14, 20:

SIGNATURES

Pursuant to the requirements of the Securities &xgh Act of 1934, the registrant has duly causisdréport to be signed on its behalf by the
undersigned hereunto duly authorized.

REGENICIN, INC.

[/s/ Randall McCoy
Randall McCoy

CEO and Director
Date: April 6, 2011




DEPARTMENT OF HEALTH &. HUMAN SERVICES

Office of Combination Products
WO 32,Room 5129

10903 New Hampshire Avenue,
Silver Spring, MD 20993

March 14, 201

Kirstin Powel

Director, Quality Assurance/Regulatory Affairs
Lonza Walkersville, Inc

8830 Biggs Ford Road

Walkersville, MD 21793

Re: Request for Designation
PermaDerm
Our file: RFD11003
Dated: January 10, 2011
Received: January 10, 2011
Filed: January 14, 2011

Dear Ms. Powel:

The Food and Drug Administration (FDA) has complate review of the request for designation (RF&x)the PermaDerm™
product ("PermaDerm" or "product") that you subgtdttWe have determined that the product is a coatibim product, and we have assigned
it to the Center for Biologics Evaluation and ResbgdCBER) as the lead agency center for premaeké¢w and regulation based on CBER's
expertise in evaluating the most significant safety effectiveness questions presented by the catidn product.

Description of the Product

According to the RFD, PermaDerm (also called Awgolas Engineered Skin Substitute) is indicatedHertteatment of deep partial
thickness and full-thickness injuries involving gter than 50% of the total body surface area. TiHE Rates that the product consists of an
absorbable biopolymer substrate or matrix comprafeti/pe | bovine collagen and chondroitin-6-swfé€-6-S), which is populated with
cultured autologous skin cells, specifically epidal keratinocytes and dermal fibroblasts. The @aéscombined with the biopolymer matrix,
cultured in vitro to promote cell growth, differétton, and maturation, and then packaged in denitmedium. The product is generally
applied to the patient twice, on separate andndistvound areas, usually on opposite sides of tluy bAfter the wound bed is prepared,
PermaDerm is applied to the wound bed and secuitbdswrgical staples. A non-adhesive porous wowedsing is used to cover the grafts,
and then they are saturated with solutions of ndotaxic antimicrobial agents and nutrients fordysl After 5 days, dry dressings are used
for an additional 2 days. The sites are then cledyninsed, and allowed to dry. Open wound areasraated with a noadherent dressing a
an antimicrobial ointment. Dry, keratinized areess taeated with a moisturizing lotion and coverathwauze.




You recommend that the product be classified atabination product comprising a collagen/chondiigtilfate biopolymer
sponge matrix and autologous skin cells" and assigno the Center for Devices and Radiological He@MDRH) for premarket review and
regulation. You acknowledge that a primary modaatifon (PMOA) "has not been definitively determifidalit you claim that the biopolym
matrix is "a key component" that "functions as &ral field for cellular organization and the ultibe redevelopment of connective tissue."
You assert that the autologous skin cells havearstary function to accelerate permanent wounductosAdditionally, you note that some
other skin substitutes indicated for wound heading currently regulated by CDRB, though you recpgihat PermaDerrn is "the only known
[ESS for this indication] that combines a bioabsib polymeric substrate with autologous skin cells

C-6-S Component

Under the Federal Food Drug and Cosmetic Act (FO®&#9 term "drug" means articles intended for nsié diagnosis, cure,
mitigation, treatment, or prevention of diseasengn or other animals; and articles (other than ¥augnded to affect the structure or any

function of the body of man or other animdls.

Under the FDCA, the term "device" means an instmirepparatus, implement, machine, contrivanceldntpin vitro reagent, or
other similar or related article, including any qument, part, or accessory, which is intended $erin the diagnosis of disease or other
conditions, or in the cure, mitigation, treatmantprevention of disease, in man or other anin@létended to affect the structure or any
function of the body of man or other animals, artdolv does not achieve its primary intended purptis@aigh chemical action within or on
the body of man or other animals and which is mpesthdent upon being metabolized fell' the achiewemigits primary intended purposés.

You claim that the biopolymer matrix component otiy product, comprised of Type | bovine collaged &36-S, meets the statutc
definition of a device. We disagree. You have rahdnstrated that the C-6-S component of the praueets the definition of a device under
section 201(h) of the Act (21 U.S.C. § 321(h)). Sipeally, you have not demonstrated that it doesachieve its primary intended purposes
through chemical action within or on the body ofrmBublished literature indicates that glycosamiyaans like C-6-S have a number of
chemical mechanisms of action, including anti-inftaatory activity (binding cytokines and affectirgeir production by the tissues to which
they are applied), anti-infective properties, anti-axidant properties® Moreover, you acknowledge in your RFD that the bigmer matrix
component of PermaDerrn possesses “biological ptiegeand activities.*

Consequently, we have determined that the Ee®mponent of your product meets the definitioa dfug, but not the definition of
device under the FDCA. We have determined thaCHteS component is a drug within the meaning ofise01(g) of the Act (21 D.S.C. §
321 (g)) because it is an article intended foringbe diagnosis, cure, mitigation, treatment, @vention of disease in man; and/or an article
intended to affect the structure or any functiothef body.

1 Section 201(g) of the Act, 21 U.S.C & 321(g)

2 Section 201(h) of the FD&C Act, 21 U.S.C & 321(h)
3 Lauder, R.NComplement Ther Med (2009) 17(1): 5-52
4 See for instance, page 8 of your RFD.




Product Classification: Combination Product

We have considered the information in the RFD adrdussed the issues with staff in CBER, CDRH, tkat€r for Drug Evaluation
and Research (CDER), and the Office of General €sluBased on the information provided in your R&id otherwise available to the
agency at this time, we have determined that Peamalls a combination product within the meaningeadtion 503(g) of the FD&C Act and
Title 21 of the Code of Federal Regulations (CFELtion 3.2(e)(1) because PermaDerm consists impartologous skin cells (specifically
epidermal keratinocytes and dermal fibroblasts)ctviare biological product components, and C-648ctvas described above is a drug
component. Assignment of a lead Center to condhgctaéview of a combination product is made in agance with section 503(g)( 1) of the
Act and 21 CFR section 3.4.

You assert that the biopolymcr matrix's action,ahhtonsists of both the C-6-S and Type | bovinéagein, provides the primary
mode of action and that the action by the autolegkin cells is secondary. However, you did novjo® any specific data to allow for the
guantification of the relative contributions of daaf the components in your product. You descrita the biopolymer matrix covers and
protects the wound, aids in angiogenesis and nealaization invivo , and helps to limit inflammatioR.Similarly, it appears that the
autologous skin cells may also cover and proteettbund (via the stratum corneum), aid in angiogsnand neovascularization\ivo by
providing a continuous supply of secreted growttides to promote vascularization, and acceleratengalosure and tissue remodeling.
Based all the information provided in the RFD almel information otherwise available to the agentig iinclear which component provides
the primary mode of action.

You claim that without the 3-dimensional structafehe biopolymer matrix, effective cellular remd¢idg would not be
accomplished. This argument is unpersuasive bechasellular component of the product (i.e., thokbgous skin cells) also produces its
own collagen and other extracellular matrix pragefiarther building the "scaffold" beyond that pided by the biopolymer matrix. It is
difficult to determine whether the scaffold eff@covided by the original matrix component alone, sleaffold effect provided by the both the
original matrix and the collagen and extracellutaatrix produced by the autologous skin cells, ergtimulation of cell migration and growth
by the release of growth factors and cytokines iplthe most impOllant therapeutic action of thealsimation product. Additionally, we no
that the biopolymer matrix component of the prodiegjrades rapidly, with full bioabsorption withideav weeks, while the autologous skin
cells appear to remain for at least several mo@basequently, the autologous skin cells, unlilkeliiopolymer matrix, may have a long-term
therapeutic effect on the treatment of the burns.

In short, you have not provided adequate datagpat your contention that the biopolymer matrinyides the most important
therapeutic effect of PermaDerm. Based on the iinédion you provided, the published literature, atiter information available to FDA, we
cannot determine, with reasonable certainty, whanponent provides the primary mode of action lier¢dombination product.

5 We acknowledge your assortion that one of thergis activities of the matrix is to “promote theganization of the individual cell
populations in vitro.” However, this activity ofétproduct takes place during its manufacture, rdtten during the therapeutic application
of the product, so we do not consider it here.




In accordance with 21 CFR 3.4(b), we next considi@rbether there is an agency component that rezgguteher combination
products that present similar questions of safetyeffectiveness with regard to the combinatiordpot as a whole. We are not aware of any
combination product previously reviewed by the agyethat presents similar questions of safety afettfeness as those raised by your
product because the agency has not yet revieweadaigt for this indication that combines a bioabside polymeric substrate consisting of
Type | bovine collagen and C-6-S with autologous sklls.

We distinguish PermaDerm from the other productsgescribe in your RFD that are regulated by CDRikst, Apligraf consists of
allogeneic donor cells, which studies indicate dbpersist at the wound site long-tefY.our product, on the other hand, consists of
autologous skin cells, which appear to remain @twbund site over many months (see RFD Figureégo®d, Dermagraft does not contain a
biopolymer matrix comprised of Type | collagen &@S, nor does it contain keratinocytes. Moreovaerfiliroblasts are allogeneic, similai
those in Apligraf, and are also not cxpected tsigéat the wound site, unlike the autologous a#ligour product. Third, Epicel does not
contain either a biopolymer matrix or autologousdblasts like your product. Finally, though Integontains a biopolymer matrix comprised
of Type | bovine collagen and C-6-S, cellular protduare not used during the manufacturing proceas part of the final product. The
biopolymer matrix of PermaDerm, on the other hamdultured with autologous skin cells prior todslivery to the patient. During this
culture/manufacture period, the bovine collagerobees a substrate that is degraded and supplemeittethewly synthesized human
collagen, glycosaminoglycans, and other extracalldatrix molecules.” Consequently, as stated alibese products raise different
questions of safety and effectiveness than thaseddy PermaDerm. For instance, the combinatidhisftype of biopolymer matrix with t
autologous skin cells may raise questions not presly addressed in these other products.

Because we are not aware of a combination prodesiqusly reviewed by the agency that presentslaimuestions of safety and
effectiveness as your product, in accordance Wit€ER 3.4(b), we have assigned your product tatgency component with the most
expertise related to the most significant safety effectiveness questions presented by the conibmptoduct. We have concluded that the
most significant safety and effectiveness questasented by your product are those related tosfv@ducibility of the manufacturing
process for the autologous skin cells, includirgy¢haracterization and evaluation of hazards fits teat will be from a unique donor (i.e.,
patient) for each product, their potency, and theimplex actions to accelerate wound closure aothpte tissue formation. We have
determined that CBERs expertise with these safedyedffectiveness issues makes it the appropriatée€Ct lead the premarket review and

regulation of this combination produét.

6 Griffiths et al. Tissue Eng (2004) Jul-Aug: 1()1180-95

7 Your RFD incorrectly asserts the Intercenter Agnent (ICA) between CBER and CDRH designates jietisth to CDRH for products
like PermaDerm. However, the specific language feaation V(C)(3)(a) applies only to automated selperators and other blood
processing equipment. Therefore, the provisionapplicable to PermaDerm.
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Assignment of Lead Center: CBER

Accordingly, for the reasons explained above, veeaasigning the combination product to CBER fonaeket review and
regulation. CBER will consult with other agency qomnents as appropriate regarding the review of gpplication. We encourage you to
discuss these and other regulatory requirementgapfe to your combination product with CBER. CBERffice of Cells, Tissue, and Gene
Therapy (OCTGT) will have lead responsibility foetproduct's premarket review and regulation. Bghér information about review
requirements and how to proceed, please conta®ddrick Riggins, Supervisory Project Manager, OCT& (301) 827-5366 or at
patlick.riggins@fda.hhs.gov. Please include a aafpthis letter with your initial submission to CDER

You may submit a written request for reconsideratibthe classification or assignment of your pretduithin 15 days of receipt of
this letter in accordance with 21 CFR 3.8(c). lywish to request reconsideration, or have anyratestions about this letter, please contact
me at (301) 796-8938 or at leigh.hayes@fda.hhs gonally, OCP is available to you as a resourcejfarstions or issues that may arise
throughout the development of your product. You mesach us at the above address or by email at eatitm@fda.gov.

Sincerely,
[s/Leigh Hayes

Leigh Hayes
Product Assignment Officer

CC: Patrick Riggins



