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MnoBOAY HEMPOTPO®UYECKNX A3B 1,5 TOOA




ROHCEPBATUBHAA TEPATTNA

* AHTMOaKTepuanbHble NpenapaTsbl - «/IeBOMEKO/bY,
«AprocynbdaH», «MpyKcon»

* [lpenapaTbl ANA yny4dlleHNA 3a*KNBEHNA PaHbl -
«Conkocepun», «KAKTOBETrmH»

e Tepanua AnA yayy4weHUa MUKPOLUMPRYNALNN — « TpeHTan»



RJIETOYHAA TEPATTUA

ODermaqrafr

H luman fibroblast-derived
O ™

derma substitre Advanced Biohealing
YacTtHaa KomnaHuAa, CLLUA

Forticell Bioscience, Inc.
(paHee Ortec International, Inc.), CLLUA

LifeCell Corporation, CLLUA




LIENb UCCNTEAOBAHMUA

Pa3paboTtKa 3D-6M03KBMBasNeHTaA HA
OCHOBE KY/1IbTUBUPYEMDIX K/IETOK
KOXXU ANA Tepanumn TAXKeNbIx
nospexXaAeHUN KOXKMU




ClinicalTrials.gov

The Study of the Effectiveness of Tissue Equivalent on the
Basis of Cultured Cells to Heal Skin Blemishes (SETES)

ClinicalTrials.gov Identifier: NCT01884831

Study Type: Interventional

Study Design: Endpoint Classification: Efficacy Study
Intervention Model: Single Group Assignment
Masking: Double Blind (Investigator, Outcomes
Assessor)
Primary Purpose: Treatment

Official Title: Phase 2 The Use of Tissue-equivalent Based on
Cultured Cells for Healing Skin Blemishes

[MonoxutenbHoe peweHune JIOK YI'MY ot 21.09.2012



JTanbl BOCCTAHOBMEHUA MOCNEe Kypca
reyeHuns ¢ ucnonb3oBaHnem 2D —
BrnoakBMBaNeHTa KOXWn

[0 NneyeHusn yepes 5 Hepenb Yepes 8 Hegenb

Ncnbityembin P. 60 nert, non xeHcknn. CaxapHbin gnabet 2 Tvna, ctax
3aboneBaHna 17 nert. A3BeHHbIN AedeKkT npaBoun cTonbl boree 7 mecsLeB
pasmepamu 5 x 6,5 cm.



[Tpobnema ocrioXXHeHHOro pernbeda
paHeBOW NMNOBEPXHOCTU

CTtpenkamu ykasaHbl riyboKMe NopaxeHNs N «paHEBLIE KapMaHbI»
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Summary of Safety and Effectiveness 1

SUMMARY OF SAFETY AND EFFECTIVENESS DATA

1 GENERAL INFORMATION
DEVICE GENERIC NAME:
DEVICE TRADE NAME:
APPLICANT:

PREMARKET APPROVAL
APPLICATION (PMA):

SUPPLEMENT NUMBER:

DATE OF PANEL
RECOMMENDATION:

DATE OF NOTICE OF
APPROVAL OF APPLICATION:

EXPEDITED REVIEW:

Graftskin

Apligraf® (Grafiskin)
Organogenesis Inc.
150 Dan Road
Canton, MA 02021

P950032

8016

May 8, 2000

June 20, 2000

Expedited processing was authorized on
August 7, 1995, based on the potential of
Apligraf® to provide a clinically important
advance over existing alternatives in the

treatment of neuropathic diabetic foot ulcers.

Apllgrcﬁ
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DFU Results:

DFU Baseline Demographics:
The baseline demographics in the Apligraf and Control arms were comparable for all

parameters evaluated, including severity and type of diabetes, gender, race, age and ulcer
area.

DFU Study Drop-outs:
The discontinuation rate for all patients prior to the 6 month evaluation was 44/208 (21%,

including 22 Apligraf and 22 Control patients.

Incidence of 100% Wound Closure:

Apligraf used with standard dressings provided a statistically significant improvement in
the incidence of ulcer closure per unit time when compared to Control therapy. The
overall closure rate was 56.3% (63/112) for Apligraf and 37.5% (36/96) for Control
patients by or on 12 weeks (p=0.0082 by the Fisher’s exact test (2-tailed)). In the
Kaplan-Meier analysis (Figure 1), the estimated frequency of wound closure at 12 weeks
was 56% for Apligraf and 39% for Control (p=0.0026). In the Cox's Regression
Analysis, which accounted for the healing pattern over the 12 week efficacy timeline,
closure rates of 58% and 32% at week 12 were predicted for Apligraf and Control
patients, respectively, (p=0.0001).

()

Figure 3
Frequency of Complete DFU Wound
Closure as a Function of Time (Kaplan-Meier)
{Treated Population n=208)

by 12 Weeks P=0.0026
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IKBMBAJIEHT KOXW HA MUKPOCODEPAX

Buopa3snaraembie Popmupyembie
Mukpocdgepbi(180-200 MKM) MUKpPOKIacTepbl

foTOBbLIN 3KBUBanNeHT

« O6ecneuyuBaeT ny4wee NPOHNKHOBEHUE KNETOK B «KAPMaHbI» U
HepOBHOCTU paHeBOro gedeKkra no CpaBHEHUIO C NITOCKOWN NOAII0XKKOMN

« BoO3MOXHOCTb AOCTUTHYTb NJIOTHOCTU KJeTOK conocraBuMMomn ¢
NJIOTHOCTBLIO KJ1eTOK B HEHOBpG)KAGHHOI?I KOXe

« [MpoaykTbl 6MoAerpaguuMu MUKpocoep — opraHu4yeckme KUCnoTbl




HAHECEHVE BUO3KBVBAJIEHTA KOXXW HA
MWUKPOC®EPAX HA A3BEHHbLIV JEPEKT




OTanbl BOCCTAaHOBIIEHUS NOCSEe Kypca
ne4vyeHns ¢ Mcnosib3oBaHMEM MUKpPocdep C
agresvpoBaHHbIMM ayTodmnbpobnactamm n MMCK

A0 rneyvyeHus yepe3 1 Hegento yepe3 3 Hegenu

Ncnbityemaa W. BospacTt 68 net, non xeHcknn. CaxapHbin anabet 2
TMna (cTax 25neT). PaHee BbINOMHEHA 3K3apTUKYNAUMA C Pe3eKUUEN
NKOCHEBLIX KOCTEW. PeunamB - A3BEHHbLIN OedEKT Ha JIEBOW CTOMe
bonee 3 mecsueB pa3mepamu 6,7x5,9 cm.




OTanbl BOCCTAHOBMNEHUSA MNOCHe Kypca
nevyeHunst ¢ ncnorb3oBaHMeM MUKpocdep ¢
agre3vpoBaHHbIMM ayTodnbpobrnactamu
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A0 nevyeHus Yyepesl S Heaenb

Ncnbityemasa T., 40 net, non xeHckun. CaxapHbli gnaber 2 Tuna
(cTaxx 3aboneBaHuna 9 net). A3BeHHbIM OedEeKT npaBoOW CTOMbl B
TedeHne 2 nocnegHux net. CnycTts rog nocne BO3HUMKHOBEHUST S3BbI
BbINOMHEHbI. BCKPbITUE (PrErMOHbI, OCTEOHEKPIKTOMUA. Pasmepsbl

nedekra - 2 x 2,5 cm.




IOTAlNbI BOCCTAHOBIJIEHUA MOCIIE KYPCA
NNEHEHWA C NCTOJTIbSOBAHVEM MUKPOCOEP C
AOME3VNPOBAHHBIMU AYTO®PUBPOBJIACTAMU N MMCK

N0 ne4vyeHus yepes3 1 Hegento yepes 1,5 Hegenu

NcnbiTyembin J1. Bo3pacTt 72 roga, non myxckon. O6nutepupyrowmm
aTepocknepos. A3BeHHbIN AedekT Ha NeBou ctone pasmepamm 4,5x5
CM.



BO3MOXXHOCTb KOHCTPYMPOBAHMA UCKYCCTBEHHbIX
TKaHEUH)XXEHEPHbIX KOHCTPYKLWIA 1 OPraHoB 3a CYeT
n3buparenbHOM agre3vn BapMaHToOB MOKPOBHOIO Crosi
MUKpOcdep K pasnnuyHbiM TUNaM KNeTok




* UHcturyT
OpraHuyeckoro
CuHresa

A.M.H., npoch. MakeeB O.I'. M.H.c. Cuukap A.A.

HepGuiwes I'.C. bBbanpganmuupuena A.Jl1. [Hecarosa M.A.

[MNoooepka nccnegoBaHuin
panTbl PoHaa Cogencrteus IHHoBaUUAM,
HHHOBALUAN HTW HealthNet, Mepabiit MIMY um. .M. CeueHosa B Healthnet

pamkax nobenbl «3ctadeTta By30BCKON HayknU — 2015»  wavons

Technelogy Initiative
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