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Tablei
Patient Demogaphics and Characteristics
Final $raras
Towl Survived Died Died After | Died After | Died After
Treased ui¥a Before Tnisial Final Discharge
Pattenss Initlal Takedown | Takedows %)
n Takedown | and Befose | and Prior
uity) Fipal 0
Takedown | Discharge
0%} 5 (f9)
Numnber of Patienis 452 478186 6} 23U 2335 M 10002
Ses
Mate n (%} e | AT 19 456.7) 1664 03 N@TH 100 0p
Frinale n b} HEN0 | 92205 813335 7028.0) 125 0100}
No Dajan ¢ 2T pageiy] ROM 280 019.0) 0000
MessdidDegrer | o512 013 [ 5042209 [ens s | @a=180 | TLesrie | 150
Burn (%o}
Menn Age 313 2672360 | 2702174 § 3a226 | 3282208 [ JI£15.4 80.3
Mean TBSA () 68.6=17.1 | 67.6=173 ] F70&1p3 | T3B=15 LR ESIN] 150
T
Ibayronofon” | wsasa | 1wy | Boun | wscen | oarn °
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Orcel (Ortec International)

g Description

Bl 1ransCris®is a human fbioblast derved lemporary skin
substiiule. The product conslsts of 3 polymet membrane and
nawhorn human flbrebiast cells cutured under ageptis condlions
Invéro on @ nvlon mesh. Prior lo cel grawh, this nvion mesh 1s
costed with potci mal collag! bonded ko x polymer
membrane (silicons). This membrane provids transparent
synihelic epidenmis when the productis applied ta ha bum. Tha
numen Nibronlast-dervad kermporary skin subsiitule provides a
temporary protactive baner. TransCyte |9 ransparert and allows
girect isual monitoring of e wound bed.

Indications

TransCyte s Indicated for uUse a8 a temporary wound coveting for surgically excised lkhickness and
deep panial-Iickness thermal burm wounds in patients who fequile Such a coveting pilor 1o autogral
olatemant The proouel t5 also Incicalad for tha raaiment of mig-dermat 10 Indeterminale depih burn
wounds (a1 lypicaky raquire debridemant and that may be GDEEIEG to heal without a0gramng

How Supplied
TransCyia Is suppiied in @ cassefie. Each cassents contains two aseplically processed shasls, aach
approximately § Inchs by 7.5 inches (13 cm 118 em)

Approvals
TransCyla was approved for sale In the Untad Statas In 1987 and is slso pproveo In a numbar of other
counires.

allo

R SN

Exceltent Reimbursement in 2007!
Over 120,000 Patient Applications in the United States to Date

Apligraf (s supplied #5 & bi-lsyacud call tharapy. Uke human skin, Aplignaf constets of living cails
and etructural pratatns. The lowsr darmal Layar combinas bovina typa 3 collagan and human
fibroblests (dermal cells), which produce additional matix proteins. The upper apidummal ayar is
formed by promating human heratinacytes (epidermat cells) fist to muhioly and then to
diffarantiate te raplicste the arcitactura of tha human epidarmis. Unkke human sin. Agligraf does
Pot contain melanocytes, Langerhans' calfs, macaphagas, and (ymphocytas, or other structuras
such sx blood vassels, heir follidus or sveat glands.

The perein
bayond 1 v

of Apligrat callz on tha vaund and the zafaty of this devica in vanous uicer patiants
¢ and In diabetic foot uikar patients beyond tix months has nat bean evaluatad,

allo

Product Description

.= Howis Apligraf® made?

Step 1 - Dermal Layer Farnanon

Stap 2 - Epidermal Layer Formation

Step O - Cornification

Step 4 - Maintenance, Harvesting. Packaging

FROM CELLS TO COMPLETION... -
LMINg fhuman hbroblasts Days 16 10

+ Removed from masler cell bank, thewed, and expanded
« Seeded onlo the confracted dermal matrix!-2
« During d-day incubation perlog

- Keratinocylas atlach to malrix!

- i and

- Epigermal layes forms

Apligraf developed, manufactured and distributed by Ornusenei. I

References:

1. wilking LM, Watson SR, Progky SJ, at al. Davelopmant of & bilayarad living skin construct
for dinical applications. Baotackno! Gxoeng. 1994;431747-736.

2, Parantsau NL. Nolta CM, Bilbo P, et al. Epidermis genaratad in vitro ( pradtical
considarations and aplications. J Celf Aiochem, 1991143:243-254,

allo

BRI ERE

~

v

3> MBI RS HETILY



LAHEXY EHAEXERREH

TR19%F11 8128

MSC(Codeblood)

Incricased Vascuiarilios
. n
-

Dermagraft(ABH)

(M

Future Issue

-allograft

-cell source

ERESREXE DIy HERTIELIBET VY

BHRBEEHT2LONBEEREHT |

1
HFLLSR MY — 2 DREE

1l

=3 VAN
R/ ANTY
-FLEERMAR/ N




ZHEXRE LAREERREH FR19%11H12H

?L@ﬁﬁi(:li?ﬁﬁt#ﬂlﬂﬂh“ﬁ;é !

- FHRARR
BAEERD OB IR ”
Ex Vive &Mk fgffi~m 5 1e
1&rg FRFovwiL RTULvIL
R
) — #1200
5100 G : ?.' » -
F Y3 1] i
% 50 ‘§1nu
3 i g
% 25 i E s 2
L g 1
E O GMSSC DFSC SHED ——  BMSSC OPSC SHED

fpE~DSIE BEIF~D ML

SR < e

o and o WRIH

=] Human-specific  pgrgea . P md GAPDH
NFH Mitochondria Cont Adip

LY Y VY ‘“]

ERESRELE Y3y RARIEITFET YT



4

£HEXE LHELEERREH

FUANIY=Y Eohile g ol A Tiil_(ja
™ - LT
| ( FA—T2UY—

9‘5”\. (—198%C)

—REFHE

A RSRMIBORFK

2BELN~OBENTED
RTINS
- (B R - B M M LGN L)

-EMREEWOZH

ERBREXC Y HREBIZE2FCTIVY

Future Issue

-allograft

-cell source

ERE19%F11 8128



EERNREMER KRREERREH

ER19FE11A12H

NEDOZal EEEﬁG)EﬁH%Fﬁﬂ:EE ?‘Ltﬁiﬁﬁﬂimﬁﬁﬁﬁj

UTOTOeXEEM

(

TS IMEE - FHEHE - BHRIBESRESE

FREEBEQ BBE
WIS CRETHE - = 2B
CaffIE B A BRI LHBERBENEN

FREEQ MEHE
BAHEWBLEER RMKE-RERE
RUYD—TFELE B RTEEMEERETA
DT-MREEIZ LS HIE
L—H—FE N T EIRIC KD ETR

BRME® LHEE
WISMEEIEE KX

2 AEIBEHE RV B S~ MR
MRAEETE  ARKF

BRMAE . REMELICLDOMEENR

BRREG ARBE
HRMESEE REREREXFERKXE
Fip63iikE AL -8 HERE - HTERERAE R
RSB ESEE FEIAEKE
EBPCREICEHOLMATR

GEICIEIONGE £33 0
MR REEETE ERT-=FER
I NREUAEEROZEATR
MSEEM A  ERE-AUV AR
LEEXE -7
S RAMEEE B IR RE SR
HMRZERIE TEMKE
P16:8IEFDAFJL{LIEH

ERTZHN  pmzzm
S, #I(MSC)

-]

SENCN ]
ERE

CPCHT®D
AR

(CPC:Cell processing: C :

O HE R /

20015EMNSELTICPCIR ) -

ERMEELCT ERERTEAGETYY



PERBEMB AR KBB\EERREHN FR19F11H12H

2007/11/12
D, K& 15

BEEROEZLICIEBEEREHOER
l:f&ﬁﬁﬁﬁ%b\%% )

T A L e R P RN e S G ey oA U W

BLERBRITOER | SREAE ox EREER). |

ETESICLIEERE ML | B DEE
AMBROATLEBEOLEE I (EEEDRRHE)

FHREER A I
(Eff, T$E. £EOSM) :
EBA IR ~ERE~T DR
ER-EEABEEDAMEK
(FHRAIEE R M7 : SOP)
(BEIRTEMIATL)

(HRREES XT L)
ErERiES
5 ) e
% ATEEY ] ! B 12hr 24hr B 1wk 2ms
fﬁZ_??J'nlﬂi—%ﬂﬂgi l \/ﬂE HEMN15MID BRE LY MHRaZ B
! < SHSHIDLRLEH(THTF—TIL

pe : BNPAE TS 5o & LY ERBTH
iR | . AETHILATHEENE IS5
HRE P K ABR AL T —2)

| | s @uoaE (LB EL-H.
BIL DT REN . MR IR - A )

e ER~OBEFHFHigE 1 W FRALTBIE, CPKAHMALT

ERESBERE Y HREBIZSHET VS 2



HREFEX BEFLXEERREH

TYY=

Pak s

U

FBUOHEED S EV VRN

Hmlﬂlm' E jl

ERX

ERESEXE DIy HRERIEIBETIY

ERK195E11812H

- B/ RE

- BRER. BELER
- INED. BERBE. ME

- HRER

- Brhg. EElE. Bhe

- RERDI TERDOE—mBEDL S D
P JO0—FTIIRR

- KEHAEY - £ TO—F
DA






