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NIIBRRIZEEFRERRL, RIS L TRET S, £ TOBEEINZMEME D
AEWEIRRRIL, EFARESICRE LT,
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(2) FHETR B K& ORFHifl A
FHIEE B & ORHli R 2 TR T

£8.2.1.2-1 MRABE XU

Phases: | Treatment Final
Visit vi vz |vsi | ve | vis | v f vz [ vs | ve [V Y IV vis
10 11 12

Days from Day W W W W

) 3 # 5 " " : g 7 . +
Randoinization 0 Wi1jw2 w3 W4 W5 Weé | W7 ws 9 10 1 12
Window =3 +3 £3 =3 =3 +3 =3 £3 =3 +3 +3 +3 +3
(days)
Assessment of X
Eligibility

n Consent
Tedical History

ndomization X
HbAlc & Serum
Creatinine X =

Ulcer assessment X X X X X X X X X X X X X
Physical Exam

HLCSAREC: ol X ] oo | e B G I P el b Rl S i e t vt
hotographs
tudy ulcer

cleaning,
debridement (if X X X X X X X X X X X X X
needed), &
dressing change
IAdverse Event
Assessment

(3) F#E7r—F % —F
PR B R OFHmEE % X 8.2.1.1-1 (2739, F@E T EpiFix BT ICIBERE TAE
LA 7a—T 4 TR BBRERRE Y Efi T HIREE: (EpiFix ) &, [Z¥ERBEE
MOXTREE (SOCH) D2 # (1:1) ITEEREREZEEATEMT, HBER12BET
BEFMEER L7z, 6 BOREA T, 50%DME/NIRD b2V HEIL IR E Hl L.
fhDOVRRIEL ERTHZ L & Lz,
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Randomization 1:1

Standard I

Care

EpiFix

Time Zero

1 Week

2 Week

3 Week

4 Week

5 Week

Standard Care

Apply EpiFix

Standard Care

Apply EpiFix if
Wound Open

Standard Care

i

Apply EpiFix if
Wound Open

Standard Care

6 Week

7 Week

8 Week

9 Week

10 Week

11 Week

HAHEEE BAH e

12 Week

S50 % Area
Reduced

YEs

> 50 % Area
Reduced

i

Standard Care

Apply EpiFix if
Wound Open

Standard Care

)

Apply EpiFix if
Wound Open

Standard Care

Apply EpiFix if
Wound Open

Standard Care

Standard Care

A4

Exit Study &
Seek Alternative
Treatment

End of Study

8.2.1.1-1 BT O—F v+— b

8.2.1.2 ERFREZER EFDFU 001 D#ER
(1) BERPERERRBE B OHERL
BHIER 25 EFIOBEERZ TRITTT.
£8.21.2-1 BEKR

1R PR
=R SOC # (n=12) EpiFix # (n=13) e
el
B (%) 7 (58 %) 9 (69 %) 0.6882
zZH (%) 5 (42 %) 4 (31 %)
62.1+6.6(10.4) 56.8 + 8.8 (14.5)
i ) 60.0 ( 46, 81) 55.4 (31, 80) 0309
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N

BA (%) 11 (92 %) 10 (77 %)
TI7VHIRTAV S 1.000
VAERT A DA 18 %) 4(15%)
(%)
EANRN=y 7% (%) 0 (0 %) 1(8%)
353+4.2(6.6 304+3.4(5.7
BMI (kg /m?) (6.6) .7) 0.055
34.4(27.0,51.6) 28.5(23.1, 41.1)
. 16.4+9.8 (15.5) 14.1+ 7.8 (13.0)
BERE (B 0.685
RISE (8) 11.0 (4.0, 48.0) 10.0 (5.0, 51.0)
R—2F 4 AEY A X 34+£192.9) 2.6+12(1.9) 0.468
(cm?) 2.7(1.1,9.6) 2.0(1.1,7.6) '

FEIIE95% Cl (R, HRE (B, BX). XIIEFAE (%), BMI=body-mass-index

(2) HHhHERHE
O EE=FHMm

2020/05/20

SOC B TiX, 12 FEFIH 10 BT 6 BREILINIC 50 %A ER TE TR RBREZPIE L,
1EFIX 6 BORRTRERERL L, 1EAIX 12 BRNTLZRIE/|IIL2roT,
EpiFix B CliX, £ TOBREN 4 8% & 6 BRIZIZIX S0%U LOIEERED Sz, 6
B CTOFMTIL 13 EFF 12 FIRREEH LT ER Lz, 1 floLERBEETLIL

NTET, 11 BAORRTHOIEEEIZE VB -,

BERE RN DE Z L DIBBEENE/ R R R IREREIC ST U TORRIZRT,

1) SOCH#
% 8.2.1.2-2 S0C BORBERHERS

ID | ~X—x | 18 |28 |38 | 48 | 58 | 638 | 708 | 8@ | 9@ | 108 | 118 | 1238
@ | 00 | 9% | 92% | 92% | 92% | 2% | 89% - - -
@ | 0% | 92% | 208% | 117% | 67% | 150% | 175% | - -
@ | 00% | 85% | 69% | 15% | 3% | 0% | 0% | 0% | 0% | 0% | 0% | 0% | 0%
@ | o0 | 100% | 85% | 78% | 93% | 151% | 232% | - - - -
@ | 0% | 135% | 92% | 7% | 19% | 12% | 27% | 15% | 7% | 19% | 58% | 23% | 23%
@ | 00% | 100% | 100% | 182% | 167% | 200% | 183% | - - -
@ | 0% | 100% | 100% | 93% | 93% | 156% | 156% | - - - -
@ | 00% | 100% | 107% | 107% | 107% | 100% | 107% | - -
@ | 0% | 21% | 29% | 107% | 86% | 50% | 50% | - - -
@ | 00 | 46% | 54% | 46% | 46% | 38% | 77% | - - -
@ | 00% | 18% | 18% | 18% | 18% | 27% | 3% -
@ | 0% | 60% | 47% | 3% | 27% | 50% | 53% -
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Standard of Care

250%

200%

150%

Ulcer Surface Area (9% From Baseline)

Baseline Week1 Week2 Week3 Weekd Week5 Week6 Week7 Week8 Week9 Week 10 Week 11 Week 12
s ()] -2 s () 1- 0 s () 1-07 01-08 e ()] - 10) s 0112

s ()] - 13 e—) ] - 15 e () ] - 18 s () ] - 2() o ()] -] e 0] 24

E8.2.1.2-1 RIEMME/NEDHERS

2) EpiFix B

#8.2.1.2-3 EpiFix HORBERIKER

_R—2Z | 1/ 238 338 438 538 618 738 8 i 93 | 1058 | 118 | 128

100% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%

100% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%

100% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%

100% 32% 23% 8% 0% 0% 0% 0% 0% 0% 0% 0% 0%

100% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%

100% 39% 11% 6% 0% 0% 0% 0% 0% 0% 0% 0% 0%

100% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%

100% 40% 15% 10% 10% 3% 0% 0% 0% 0% 0% 0% 0%

100% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%

100% 55% 37% 12% 24% 21% 21% 20% 17% 16% 12% 11% -

100% 26% 15% 5% 0% 0% 0% 0% 0% 0% - - -

100% 31% 12% 4% 4% 0% 0% 0% - - - - -

100% 0% 0% 0% 0% 0% 0% - - - - - -
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EpiFix

100%
80%
60%
40%

20%

—

0% -
Baseline Week1 Week2 Week3 Week4 Week5S Week6 Week/ Week8 WeekS Week 10 Week 11 Week 12

Ulcer Surface Area (% From Baseline)

s ()1-(0] e ()]-03 s 01-05 01-06 emm—()]-09 emmmn)]-]] e (1-14

e (0] - 16 e 0 1 - 17 e () 1- 19 s ()] - 22 s ()] -2 3 e 0 1-25

8.2.1.2-2 RIEMRME/NEDHR

@ BIKFHE
1) 4BRE%OIREEROLEL
4 8%, BMEEREIL SOC B (n=12) F#32.0%+47.3%, EpiFix # (n=13) 97.1 %
£6.9% (p<0.001) F THE/NDRD G, 6 BEHE TILFEH LT SOC B -1.8%+70.3 %,
EpiFix # 98.4%+5.8% (p<0.001) DfE/ AR baviz, RIEEMERIL, EpiFix B TiX
77% (4 BEHE) RU92% (6 BEHE) THV., SOCHTIIEX0%L 8% Tho7z (p
<0.001),
4 BB RO 6 BRE%ORIEBEBEOM/INER L IBEEEEREZ TRIORT,

#8.2.1.2-4 AIBEMRENERUVRMATE

(e RIRRE o
BIG IR SOC ## (n=12) EpiFix # (n=13)
N 32.0%+30.1 % (47.3%) | 97.1% 4.2 % (6.9 %) <0.001
4 HF#%
23.8 % (- 66.7 %, 96.9 %) 100 % (76 %, 100 %)
N -1.8%+44.7% (703 %) | 98.4%=+3.5% (5.8 %) <0.001
6 EREI%
17.1 % (- 131.7 %, 100 %) | 100 % (78.9 %, 100 %)
EERlE SOC # (n=12) EpiFix # (n=13) P&
4 1% 0 (0 %) 10 (77 %) <0.001
6 W FE% 1 (8 %) 12 (92 %) <0.001

FHE95%Cl (RERZE) . TRIE &R/, &R, IEFK (%)
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EFDFU001 Weekly Wound Reduction From Baseline
EpiFix (N=13) v. Standard of Care (N=12)

100%

80%

60%

40%

20%

S Baseline Week 1 Week 2 Week 3 Week 4 Week 5 Week 6
- 70

Ulcer Surface Size Reduction (%)

e EpiFix === Standard of Care

8.2.1.2-3 RIEMM/MEDHER

EFDFU001 Cumulative Healing Rate

EpiFix (N=13) v. Standard of Care (N=12)

706
60%
<0

% of Total Patients

o

e

Week 1 Week 2 Week 3 Week 4 Week 5 Week 6

Cumulalive Week Healing Rate

o EDiFix === Standard of Care

8.2.1.2-4 RAMEDHR

(3) BEMEOFHE

BEEGL, RBRHREF. SOC B 5 FI K EpiFix # 1 fIOBREFICEEESNEHL
72 SOCESHBID S H 3 Hlid, BERICEEERREZREL, Yv—7-T7UV—FA b
ROGIAEME CIRE LTz, EoMic, BBEHM 1 fl, SEBFRER 1 AINEHR L,
EpiFix B D 1 Flid, ik, HFERER VEMBEREThH o2, Kdb & OBEMIZZRW
LEZ2z2 bhi,

ARBHE T ICEERFESESE MR NN, WTFhOER AR & OEE S
TRV EHIESNT, ARBOEPFixBEEIZB W Tk, EETRMOEG L OFEND H
DHEEZEZIIRD bhoTz,

BEEZERAEROFHIEOFEERERALLZLUTORIITRT,
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%£8.2.1.2-5 RTELI-HFXER

2020/05,20

EpiFix B¢ (n=13) SOC B (n=12) Epibéiiiﬁ

SEIR n % n % PiE

BHEBRER 0 0.0 1 8.3 0.4800

MR 0 0.0 2 16.7 0.2200

e B % R 0 0.0 1 8.3 0.4800

E/’?—(#ﬁgﬂjﬁ 0 0.0 1 8.3 0.4800

ik 1 7.7 0 0.0 1.0000
EHEESR 1 7.7 5 41.7 0.0730

FHEICBEE 0 0.0 0 0.0 1.0000

1,52 B 0 0.0 0 0.0 1.0000

FH &R I BE 0 0.0 0 0.0 1.0000
A& : P&l Fisher’s Exact Test iZ X W EH

#8.2.1.2-6 FRCLODAERRRERE
EpiFix B (n=13) SOC B (n=12) Epsizié?f
n % n % P &

EHEER 1 7.7 5 41.7 0.073
B B 0 0.0 0 0.0 1.000
FH B 0 0.0 0 0.0 1.000
Bl & FHIC B 0 0.0 0 0.0 1.000
BEERAEER 1 7.7 1 8.3 1.000

YF& : P fHIZ Fisher’s Exact Test iZ & W & H
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8.2.2 EREREAER EFDFU 002 O

BIRER ~-3
% 8.2.2-1 ERFKELRR EFDFU 002 O

HE B

AR S MiMedx Group, Inc.

R4 EpiFix b MRZBRFEMEME (dHACM)

FRPRABRA VERFEEERMBREOERICRIT 5 FEAER 7 7 7 + OfmE i mEE
RTORIM & BfER L HEEER

FRERE(LERM | Charles M. Zelen, DPM

FRBASEMEMERRX | Professional Education and Research Institute
222 Walnut Ave. Roanoke, Virginia 24016, United States

KRR BRI R BN IR R

E<F L7~ GCP

ICH E6 (R1): GUIDELINE FOR GOOD CLINICAL PRACTICE

B HY

DEHERE SR M B BT E D IR RIC KT LT, EpiFix &R & REEH T
BB 2 R ERET 30 0REHEEDOHEBRT T 5,

BT VAV

WEEE 2B (1) CEEAICEIMIT =,
JN—71 : f@# EpiFix @R
EpiFix #Zf@BitifIt. RBERETHERLT 70 —F 1 7 TORE
HIRIGTR IR & E
7 V—72 : 4538 EpiFix # A
EpiFix @B, MERETLABLE A 70 —T 1 7 TOELE
WIRMETRR & E e

FEGIEK

ARBRTIL 160 FlE COWBRERGENFEESNZ, HBREX1:1 (I
—7 1 ORBERRE L JN—7 2 OoFBEERRED 2 BICEIFT Ik,
BEE 20 BT o DEF 40 BINAREBREZ T Lz,

FBR SRR

BROOWBRAERGR 201241081 8
SETH 20134108 16 B

AR 7 = —X

R

R E T I

2 EE D Run-in IZfeE , EEAE 12 BRI ERT 2KK 14 BE OFF,

- Run-in 8RS Q&R : A7 V—=r7, IRRAIEHE. AIEGRIE & FHE.
ERNAUERROLAE (14 BA)

-TREEIE (12 BR) - B—EOXRBRICL D, AlERE. BEIJSLT
W - 77Y — Fer, AUBHERERE, Visitak G FL— 0 7
E. ROFEER (AE) OFH,

)l
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FEHEEB

12 #'E TO EpiFix {2 & 2 858 F# & FRiEE A B OSBRI R o
5434

BIRRFHMIE B

- 4 BEHOBEERO LB
- IR E TOWEHRFR
+ EpiFix & A\ \ TRl L7 iamEr BN 51 5 B AR

jo AV T7A—A R arers b eRETIEROHEBE, BBRETICHL

a. F#p 18 MU LDBEL

b AV T7F—b K arvker b 2REL-RE

c. WRMERBTHYEBES 1 cm? UL LOBREFT28E, 77V —
R 037 v ¥ MEBNCE R, ARBRICSNT 2888 12y v —7-
FFY— R VERINICA v 74— b K- arvter N2 RE

d. 1 BT 2 BINEIR AR E (ADA OEMMERKE ORI EYE)

e. JEBIRER - BIEAMORNIIA2< LY 4 BRERREL TV ABEB2ET
% BE., URTORIEIERO RN XE CTREIN TS EE, 2 BED
Run-in #NCEEGIBGR - BMIERILIZHEL D, BIRFIBAIENERETH
52 EBXFETREIN TV DIBE,

£ RBAUED 3 cm LI OEIHER 72V EBE

CfERZEE, RERCESAEERT2RE

. BYER VBB AT D RE

i. ABENFIRERIEEEHOBE

BERETOLBR T v —7 v 7eHMBICBMT 2BEOH 5 B,
k. ME7 L7 F=02B3.0mg/dL AT THDEBE
. HbAlc 2 12 %KM TH 5 BHE
m. FERECEY2ORE BT 2RE T, BF 60 AUNIZLLTOWTh
DPOEE R LIZRBE

- BREMBERLSE (TcPOy) 23230 mmHg

+ ABI230.7EALE125LTF

* Ry 77 —mFistH R T3 AL 2 K TH S

ROV EAE

a. BRBECETIEBEL AT H5HE (UT Grade IIA-D) , BICE TiE
TANIEFHRBA Y 0 — 72 cEPEES Th 5 0 2R,

b. ¥ERIRME RS 25 om® B X 5 BE

c. BERRHHERTICRNWEEZDONDBHE, #E 90 ALIN®D HbAlc
N 12%EBTBE,

d mMEZ V7 F= R 3.0mg/ dL HENLULEDBRE
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e. EEMABRETOREYHT 2 BHE

f. ARBRICLIATEIT Sh e BE IR BKRRRIZSML TW 5 BF

g BERREXIHMEFREEZR T T2 8E

h. FERFME R EEBIC RN 2 REEEEE N b 2 BF IRV H D
BE

i. BOfAENREAERERRLBInBE

j. MEFERCTERPSEFINREMIZET 2BE

k. BRPENRAE LTI EETHRE

L MEEAENRE S, BRSEESNZRREFT28E

m. BF 30 ARC, AIEICAMEFHICIIRITNICKRERFORE S
T RE

n. FHRPOIFAS OBE

0. 777 NORGARICEEE 5 X HAREM O H 2 B RTE RS ORI
EZIFTCWBEBE

p. FUERAYVUIIA P VT =AY UIHT BT VALE—2FTS
BE

q. BRI IR A 2 1 U LD C b= 281G+ BT 5 BE

r. BHEWREM & B 27— (camboot) % VI AZERTEEIZL VRO
2BMIT 20 % LBET HRIEEHFTHHE

RS I

B, EESIL, BB WITI/N—7, FERERARNER S,
1B R M R BB E C OIRER AR IC R EIR (dHACM) REBHEA
A L. dHACM D&@EE AR & FEEEARN TORRO LR LT 7,
BBREMBREZATI2RERBHINEMOBED b & B TR
BRI EM SN,

BRI R

12 B CORLANGIERERIT 92.5% (37/40) Thol, THEEIEHRF
ML, REERE 41129 B, EREHAMT 24218 BTho7- (p=
0.039) ., 4 WE COFEEIRBEIL, RBEAR 0%, FBEBEHAF0%T
Holz (p=0.014) , AMEIBEOT-DIWITHER LMk, RiEEHRE 2.4
T1.5%, EEEAMT23ZI8KTHo (p=0.841) ,

i
=111}
=

RIRER T, REBHES SRRFIEREICARRIGIRIETSH 5 Z L UL
T&E, ERFRERIL. BEEAT IS PRBETHEAT LD L, XY
BBMET 52 2ARLTVD, BELEIC LY ERERRE REMET
PEFHEHHEDRILIZRY 5% Z LSRR E T,

ClinicalTrial.gov (NCT01657474)
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FEFR L Zelen CM, Serena TE, Snyder RJ. “A prospective, randomised comparative study
of weekly versus biweekly application of dehydrated human amnion/chorion
membrane allograft in the management of diabetic foot ulcers.” International

Wound Journal, 2014;11(2):122-128.

8.2.2.1 ERFREAER EFDFU 002 (D E¥4A

(1) RBRFE
FRBROT VA & UTHEBRIRRRIRex RREBRIEBR I Lz, HREZ, AHEIRE
BELVIAVEHALTE NERERRAEBER 2 EBERA L - L RBEH L2
12 1:1 CTEERL L, RYOEREHICEELILINHREIL. LEIIE CUTHR
K57V — K~ &%if, ¥ 7 (Bpifix) BT L, FLy v ZdHigREs
L7, EFREREETIRIBRWTHLMMA Lz, FEEEZEE Ly v 7% (Adaptic®
XIiZRI%Y) T EpiFix 2BV, REBME FL v 7% (NuGel XIZREY) RUEERE
MR Ly v 7 (Dynaflex XidRI%Y) TEE L. KLy v 73k, 8808k
TR LTz, ZORIC, BENEE ERIZE > TWRWEEIT EpiFix % FRil T:EMmas
L7z, EpiFix 77 7 PORE X, BIORZ SIS LTI6mm T 4 A7, 2emX3cm
= MXiZ4omX4om U—FO3IEELVBR L, 777 MIBIBOKRE IITED
¥ ThHy bL, BEIRKE SO HOE—IZTAIBERIZAEST Lz, ERREFZSEDOL A
% BINT EpiFix #BRBEAT 2HICHERE L2,

AR BREBTOAIBIBEOEEL VA Vi, BEREICE Y B2 5, BRFEEAEDIZ
& A ENBHKRE, FOMER. BIERCHRMERIRIE LT L D S ZRIchbiz 57
B, EDO RV y v 7 EERT 2 0EAIGIRREMEDCEEICL 5, ERMINBRL
BEREL VA X, A R VIZIBSFLT, TAXVERE, N FonauAf K, 7
F =N Fr Yz Vi EORBRETRIENLR2S, AP EECBEETH LIS
B 74— L EALTTAX VBERNER SN, PEBOBHERS 256, N K
NV XiENA Feand FRERINE, ERIShE FLvy Vo 78 EEM RO
FERVEAREEICEE LT, 1BEOE 6 BE Tt 722< &b 50 %L EDAIE#ME/ A
Ronzhol2ToREL. RREKT LABIBRESRIT SN, 6 BTD 50%0D
BIEHM/NT, BREPRBEOTRELTME T 2HEL LTHRIIN TV, AIRRIEDD
Wre LT, BEXITEBRIIAEEFRLARL, TR CTREL, 2 TOHES
NIAEY R OTTAWEIRRIL, EFREEICRRE L,
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2 TORIEIX, BRI LFIRERF ¥ X b+ U 4+ —X— (Active Offloading Walker : Royce
Medical, Inc., Camarillo, California) X{iZ[FEI#E?D Mimedx fE23389 A28 2 H L CTIEE
DH DEFR R SNz, IBREMOHEICEY, Z0F7u— 747 (&) %

(Ao RE b b =B N arZ 7 b Fx A CEELTAWMEZERS L), 7
=NV T —bEBMSERZY L,

(2) FHfZR B K& ORFHA
FHBIE B B L OFHEE B 2 TRISTT,

%£8.2.2.1-1 MREWERUFH

Phases: Screening Treatment Final
Visit Vi V2 V3 V4 V5 V6 V7 V8 V9 V10 | Vi1 Vi2 Vi3
Daystrom: Day | Day | Dayo | w1 [ w2 | w3 [ws [ ws [we [w7 [ ws [wo |wio [ wi | wi2
Randomization 14 7 ;

Window N/A | NA | £3 +3 +3 +3 +3 £3 +3 £3 +3 +3 +3 +3 +3
(days)

lAssessment of Eligibility X

ign Consent X

Tedical History X

R: ti 3

HbAlc X* X* X* X X
Serum Creatinine X X X*

[Ulcer assessment X X X X X X X X X X X X X X X
Physical Exam

Study ulcer - . ; ,- - 2 o 7
hotographs X X X X X X X X X X X X X
[Study ulcer cleaning,

debridement (if needed), X X X X X X X X X X X X X X X

& dressing change

Adverse Event x Ix |x |x [|x [|x |x |x |x |[x |x X X
Assessment

*Note: Baseline labs could be collected at any one of these visits.

(3) F#EZ7 2 —F ¥ —h

FHmEE R OFHlE B2 & 8.2.2.1-1 IZ7R7, 2 BE® Run-ln ITHOR 7 ) —=> 7
D%, FRIA T EpiFix Z 11, @BRRETHER L AT 70 —T 1 v 7 TOEENBIEIRE
PR ARER (RREE) & RIERrERERT 8 (BEE) 028 (1:1) K
HERE L BIEAICE T2, BRR 12 B CEEICHHMEZERE Lz, 6 BORERT 50 %
DAENDRBD HNBRVEEIIIRE L PR L, hoTRRELY £ Lz,

210



[ Run-in Period Week 1 l

| Run-in Period Week 2 |

| Randomization 1:1 |

Weekly ] Biweekly
EpiFix l l EpiFix
| Time Zero | l Apply EpiFix | I Apply EpiFix I
* =
Wound Open' Standard Care*
v
Apply EpiFix if Apply EpiFix if
Wound Open* Wound Open*
v
Q‘,’:&Egg:ﬂf Standard Care*
v
Apply EpiFix if Apply EpiFix if
Wound Open* Wound Open*
v
e
550 % Area~_"" NO_~550 % Area
Reduced Reduced
YES YES
Apply EpiFix if Apply EpiFix if
Wound Open* Wound Open*
(2
o et
v
Apply EpiFix if Apply EpiFix if
Wound Open* Wound Open*
¥
oo
v
Apply EpiFix if Apply EpiFix if
10 Week Wound Open* Wound Open*
L2
11 Week C\;’;% E ggz(nl‘f Standard Care*
v
I 12 Week ] | Standard Care* | L Standard Care*
y
Exit Study &
Seek Alternative
Treatment
A A
End of Study

* If the wound is healed, one additional visit shall be conducted the following

week to confirm healing, no EpiFix shall be applied on healed wounds.

8.2.2.1-1 M7 A—Fv—
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8.2.2.2 BREREAER EFDFU 002 D#=R

(1) ¥ERPE R IBERBAE B DOHERL

FRIRRBR DBEHEIER 40 FEFI D BEERZ R 82.2.2-1 (TR TS

#8.2.2.2-1 BEUR

TRRE
il
AH R 20 | WEE a20) | &
51
Bt (%) 9 (45 %) 10(50 %) 1.000
= (%) 11 (55 %) 10 (50 %)
60.8 + 5.1 (10.9) 59.6 + 6.5 (13.8)
() 63.1 (40, 81) 58.4 (35, 81) 0756
ANFE
BA (%) 15 (75 %) 19 (95 %)
(3)797”“77{ VAN 4 (20 %) 1(5%) 0.182
EANR=Zy 7% (%) 1(5 %) 0 (0 %)
36.8+3.1(6.7) 33.0£2.7(5.8)
BMI (kg/m?) 0.065
35.4 (27.0, 50.3) 32.5(23.1,47.3)
. . 19.3 + 6.8 (14.5) 18.3 +10.1 (21.5)
AR (B) 13.0 (4.0, 52.0) 10.04.0,90.0 | %%
C o= . 2.0+0.6(1.4) 24+08(1.8)
~N— > 2
ATARGTAR lem?) | (0.1,6.4) 1.6 (1.1,8.8) 0371

FH 5% Cl (IEHEREZE), FRIE &, &R, XITEFE (%), BMI=body-mass-index

(2) FHHEDFFE
O EEF¥

2020/05/20

eIt mrERL. BEEAE 41129 B, EBEHMT 2418 BThoz

(p=0.039),
@ Bk

1) 12 BEEZOZHOELIBBEDLLE
AR (0=20) C[RBAH (h=20) THREZZI-E2HEHRED 2B TOZELEE
ERERIL 92.5% (37/40) TH-oT7,

PERE R DM Z & OIBGEEANE/ R SLERIST TUTITRT,
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#£8.2.2.2-2 HRAERARORBERDKERS

1D ~N—2 138 238 338 438 58 638 78 8 A 9 108 | 118 | 128
100% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 39% 9% 9% 9% 4% 4% 2% 0% 0% 0% 0% 0%
100% 32% 11% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 23% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 5% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 11% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 27% 6% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 10% 3% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 30% 30% 22% 12% 6% 0% 0% 0% 0% 0% 0% 0%
100% 21% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 17% 5% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 42% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 19% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 31% - 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% - 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%

60%

Ulcer Surface Area (% From Baseline)

EpiFix Weekly

—

Baseline Week1 Week2 Week3 Week4 Week5 Week6 Week7 Week8 Week9 Week 10 Week 11 Week 12
e (0102 s 01- 04 e 01-06 01-08 e 01 10 s 01~ 11 s )] - 14 comemmmen 01 - 16 e ()1 - 18 s 01-19

e ()1 - 20) e 01 - 22 s 01- 24 e 01-25 01-26 01-27 e 01- 30 s 01-36 ammmmss 0 1- 40 s 01-39

8.2.2.2-1 RBEMDKER
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#£8.2.2.2-3 MEERARORBERDOKER

ID N—2Z 18 238 338 438 538 68 738 8 938 108 | 1128 | 1238
100% 73% 67% 21% 18% 5% 22% 5% 5% 0% 0% 0% 0%
100% 40% 35% 8% 7% 0% 0% 0% 0% 0% 0% 0% 0%
100% 56% 56% 56% 56% 25% 25% 14% 30% 13% 100% 45% 45%
100% 43% 39% 19% 19% 5% 0% 0% 0% 0% 0% 0% 0%
100% 23% 15% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 69% 69% 32% 32% 21% 21% 12% 12% 4% - - -
100% 17% 17% 3% 3% 0% 0% 0% 0% 0% 0% 0% 0%
100% 55% 55% 28% 36% 20% 36% 20% 20% 11% 11% 0% 0%
100% 25% 25% 12% 12% 0% 0% 0% 0% 0% 0% 0% 0%
100% 9% 9% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 12% 12% 4% 4% 2% 2% 0% 0% 0% 0% 0% 0%
100% 18% - 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 13% - 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 21% 76% 24% 24% 347% | 521% - - - - - -
100% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 52% 48% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% 70% 42% 17% 0% 0% 0% 0% 0% 0% 0% 0% 0%
100% - 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%

EpiFix Bi-Weekly
_ 100%
g N
3 /
£ 70%
C 0%
= so%
< 40% [
[
E 30% /
A 20% /
3 1%
2

Baseline Week1 Week2 Week3 Week 4

e (}1-0] e 01-03 === 01-05 e 01-07

e (1-23 e 01-28

- 01-29

01-31

Week 5 Week6 Week 7 Week 8

01-09 === 01-12 ==eeew 01-13 o= 01-15 -

01-32
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01-33

01-34

8.2.2.2-2 RBEMDER

- 01-35

—01-17

01-37

Week 9 Week 10 Week 11 Week 12

01-21

01-38




2) 4 BME%OZBHOIRELE
4 BTOERBEERIL. BEBEHAR S0 %, SEEAE I % Tho7z (p=10.014),
TBEOKRIID 28 BREIT, 1 FIOBE (39/40, 97.5%) ZERE, 2TOHFHBREIZ 50 %
U EDRIEIRIARD biviz,
2, 4, 6 BEBR KRV 8 BREROAMEEME DN/ R LIBREIEHEL XK 82.2.2-4 ITFRT,

%8.2.2.2-4 MIERMENDER VR ATE

LEES 1R R P fi
BEmEAENE /N E A (0=20) FRER (n=20)
> R 97% + 3.6% (7.3%) 68.7% + 13% (26.2%) 0.0001
100% (70.4%, 100%) 70.4% (23.6%, 100%) '
4 R 98.9% + 1.5% (3.3%) 89.4% = 7.4% (15.8%) 0.0043
100% (88.1%, 100%) 98.3% (82%, 96.7%) '
6 R 99.8% + 0.5% (1.0%) 68.7% + 54.2% (115.7%) 0.0321
H. 3
100% (95.6%, 100%) 100% (-420.8%, 100%)
8 R 100% =+ N/A (0%) 96.4% + 4.0% (8.3%) 0.0471
100% (100%, 100%) 100% (70%, 100%) '
BEIREE R (0=20) R (n=20) P&
2 EfF% 13 (65%) 4 (20%) 0.0095
4 EFE% 18 (90%) 10 (50%) 0.0138
6 1A E 1% 19 (95%) 14 (70%) 0.0915
8 HHE#% 20 (100%) 15 (75%) 0.0471
FH195% Cl (FRHERZE) . FRE B/ TR, IIEFAE (%)
EFDFU002 Weekly Wound Reduction From Baseline
Weekly (N=20) v. Bi-Weekly (N=20)
F100% e
= 90%
2 80%
3 70%
& 60%
£ so%
0 a0%
8 30%
a 20%
T 10%
S 0%
& N Vv % ™ “ © A % &) N N %
@’o"z\\o $°é. &ég& Sq’é &“eb 45“& \x*“é* \xk“e& 4‘06& 4‘&* 4\&\:’ $°°O Q\é’:&
— Weekly EpiFix = BiWeekly EpiFix

X 8.2.2.2-3 RIEMME/NDEDOKRS
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al Patients

% of Tot

Week 1 Week 2

(3) B2

R, WBEE 4 GIROERE 4 FlORFH SHDEEELLHRR L, BEFD
2 BlIIKENTE, ZORIEEL k-7, BEBED 1 flb, DELICEBNTEZ,
FIBFD 1 FIIRREBE TRV CTREN A O, BICEER L 2o7, REEED 1 4]
MAEIM & LAE %, FRiEEE L B0 | BINREBEEESFEL., Zb 2 BlIEAR
L7z, BEBHE CREBREEDCEVDHD 1 fINZFORICEHFEBICEYBAR L, WV

Week 3

EFDFU002 Cumulative Healing Rate

Weekly (N=20) v. Bi-Weekly (N=20)

Week 4 Week 5 Week 6 Week 7
ulative Wi .

w—Weelly EpiFix — ——

Week 8 Week 9

BiWeekly EpiFix

8.2.2.2-4 RMAMEDHR

THOERLARMM L OBERIZRVWEES I b,

Tz, 2O LEEREEESRNEEE 3 . BB 2 FIOF 5 FERD b,
TNOERLAL L OBEMHIIRZWVWEHEINT, ARBOER - REOCLEH LD
EpiFix BIZB W TH, EE T, RHO, B LEEMHOHIFEFTRITRD NN

7”’
—o

AEBRRARRUVFH I L OFEEREHARZLUTORITFT.

£8.2.2.2-5 AEBROAT

Week 10 Week 11 Week 12

BB (n=20) FRiERE (n=20) ﬁﬁﬁﬂﬁ
B
SEK n % n % P f&
2 HFE 1 5.0 0 0.0 1.0000
& i /R fiE 0 0.0 1 5.0 1.0000
B RRYYE 1 5.0 0 0.0 1.0000
PR B REGYIE 1 5.0 1 5.0 1.0000
B% 1 5.0 2 10.0 1.0000
LHEFR 4 20.0 4 20.0 1.0000
FHICEE 0 0.0 0 0.0 1.0000
R I BE 0 0.0 0 0.0 1.0000
FR &M ICBEE 0 0.0 0 0.0 1.0000

E& : P fEIX Fisher’s Exact Test IZ L Y B H
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%£8.22.2-6 FRILDHAEERRDARE

2020/05/20

. . FiRRE xt
EiEE (n=20) FRiERE (n=20) ——
n % n % PfE
EHREESR 4 20.0 4 20.0 1.000
45 B 0 0.0 0 0.0 1.000
FHEICBEE 0 0.0 0 0.0 1.000
B & FERICREE 0 0.0 0 0.0 1.000
BEERARESESR 3 15.0 2 10.0 1.000

=& ;. P{HEIZX Fisher’s Exact Test IZ L W B H
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