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U.S. Food and Drug Administration

FOA Home Pane | Search FOA Site | FDA A-Z Index | Contact FOA | FDA Centennial

FDA News

Media Inguiries:
Fia Cheppelle, (301) 827-6242
Consumer Inquiries: 858-IMF0-FDA

FOR IMMEDIATE RELEASE
June 6, 2008

FDA Announces New Labeling Changes for Regranex
Product to carry boxed warring

The U5, Food and Drug Administration todey ennounced the eddition of a boxed waming to the lebel of Regranex Gel 0.01% (becaplermin) to address the
increased risk of cancer maortality in patients who use 3 or more tubes of the product. Regranex is & topical cream indicated for the trestment of leg end foot
uicers that are not healing in dabetic palients .

The WARMMNGS section of the product has been updated to include & BOXED WARMMNG and & description of the epidemiologic data that is the basis for the
revized label. These data come from a retrospective study thel compared cancer incidence and cancer mortalfy among 1 622 patents exposed to Regranex to
2,809 ohervize simiar patiers who were not expozed. The results were consistert with no averall increaze in cancer incidence among the paberts exposed to
Regrangx. Hnwsvurjthura ywag a five-fold increased risk of cancer martaldy in the group exposed to theee or mors fubes of Rugmnux|
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Doxycycline I Chemical Nanotherapeutics, Inc.
Atorvastatin | Chemical Asker & Baerum Hospital
Soluble b-Glucan (SBG) ln Chemical Biotec Pharmacon ASA
Nitric oxide releasing patch I Chemical Fundacion Cardivascular de

Colombia
FGF-1 141 I Protein Phage Biotechnology
Biochaperone PDGF-BB I/l Protein Virchow Group
GAM501 (Ad5PDGF-B/Bovine I Protein Tissue Repair Company
Typl Collagen)
DSC127 (Angiotensin analog) I Peptide US Biotest, Inc.
MEBO Wound Ointment ! | Herb mixture Skingenix, Inc.
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PEARRIE 2 (6.7%) 3 (27.3%)
mEARRE 0 (0.0%) 0 (0.0%)

23




@

Regranexhi R & & 45

I SH Sl /&= BA P 2 s A LL 2% o
Regranexia 20 HIEMNTERSIEERA50%
SRR SRS Az FH | 2 BALE
A
529—_22120—F ey —x—%x - #=HE20 Vehicle Control 51 25%
% __HH Regranex 30 ug/g 67 48%
o /AN iH ; mO@E#E1-100 cm? 6
90-22120-K Bl - KT - 20 Vehicle Control 127 35%
% — A B%j j ' j a %ﬁ% Regranex 30 ug/g 132 0
22 /AN 2 SOE#EL-40 cm Regranex100ug/g | 124 (1509
(o]
PDGF-DBFT-001 s - —F— - 2 Standard Care 68 22%
%A ;E_H:::;*; 19i0 » 'ZEFH 0 Vehicle Control 70 36%
S o ; 3 - Cm
B & = Regranex 100 ug/g 34 44%
PDGF-DBFT-002 = — % 2 Regranex 100 ug/g 128 o)
= —H m=7ER; —X : 220 Standard Care 122 36%
L) 4R /S 38 ; gOmEE 1-40 cm? 32%
90-22120-M Btk - =78 ; —KX—R; £ | Vehicle Control 21 5%
%A Regranex 30 ug/g 19 11%
=p FA28 X ; B OEE3-15 cm? Regranex 100 ug/g 19 11%
Regranex 300 ug/g 18 0
0%
PDGF-WFA-001 BEt & Vehicle Control 3
cE—HiZ =M Regranex 100 ug/qg 3




ON101h&&p 2051

2014 H5ENDAEL Fmh
== ON101

B R AR A
FEEE %= HI A BRI R
E N T o 20114£Q2
AR RARTFDAENT | 20114Q4
=89 \BREE R SLIRUS FDAE e | 2012401
x%ﬁﬁﬂ RaEnsE | 20125Q2
NDA 58 Fmh 2014

25




1] e e
ON 101 tt 57 14 ¥ R fs 7 282
il =1<
« ON101BEMEZEHMSEEEFEM
I8 H ENE o ] =B [(BE2h0E | EEHRE| HXE ENE | BB2RMca
ERBAZ (BA) 5,080 4,320 2,680 754 710 710 700 333
SOEBAZE (BA) 762 648 402 113 107 107 105 50
FERRAZ (BA) 76 65 40 11 11 11 11 5
FEHE/EE (Bl%) 914 778 482 136 128 128 128 60
SR (=Z€8T) 18,288 15,552 9,648 2,714 2,556 2,556 2,520 1,198
SEE (AYEITT) 548,640 | 466,560 | 289,440 81,422| 76,680| 76,680| 75,600| 35,954
ON1OLBEFEARAMRUIONHGZERFRTHEY ; FHAERUBRERERI2E  SBEA—KLHE ; SERUERK
(15AF%)=£207cHE
A—EFETEEARPEMENEEETH
e BUMEBLIEETIZIREXRER B 5RAK=-HIE{TH - S —4E£REELE

Eo WHUIRES - ERSHEENS
- BENH - NEEEEEME -

= MEE R -

I=h=1:]

ZERNEHEENE

A — HA EA

BRI/ ENEFE B M5 73 Bl 1
S—EREEEE - WHIRES

1788 -



2013%
UIE LT ZEEF O (NDA) B 55

AU

ON101 KRR E A EEE

S FRM106AMP AT - BREFHIE

IR PR EERR -
= RIS
AR

5=

=
NIl

d

- REBHEA TP L

N

ﬁﬂV-

éﬁ i‘lﬂ |:|nr

HEHITER - S==HARR R Eli

ECFARYVZRR] - #E) " MiiF
1% 3= Bl FD A% & RY B PR &S

SE1TITR¢E$E5EIJ:U$&5FU$ IS 12 B R

B PR ELER S 1E 3L
b ME*SI:ZIEE:I = *ﬂ

:I:Illl'

) {\

=

5 iﬁ

D RIBESEER - E5IEK

—HAE1TES - HQHR?S'HTI&*&%E*IJ:H*E?FU%




@NENESS

2 F & %5 Fh 2k
2= on (£ FETE)
! ! 1 ! !
ON101 (WH-1)  ON102 ON128 ON152 ON166

(ExmEEER) FERALREX) (FzEE) @EEREENES) (FAR)

EBARK  IEETRAK IEETRA  IEETRE IEETRA

s A

28



DEEAEEBEY
¥ #F %= (HepG2 - Huh7 - Hep3B)
222 (MB-231) K A= (A549) B 2 = HI I E R

RZ

1T EBE Y

ON3

[}

AVAL{E 3

==E I\ 5L
E;EEI B /=

QH:F ““II:I uﬁ{lﬁ .

FRZREE

01;. *::-I--I-

BITEARZE—(CTY)
» JEMEE R K HR

T{EZF pk {0

ERREUEE R S FHES B
20 - A& - $H - REZZEEA
118 - ARSI -

X fil

BERt

29



O R EIH

4-AAQBHIEE 2
v MR AR 2
A—ON301 @ | | |
e PRRNERE | N
A3 1]
e - |
AN = [N g
It 5 & —ON301E54-AAQBHIEE R
IC5o (uM)
AT B 9% (MB-231) | i (A549)
HepG2 | Huh7 | Hep3B
5-FU 44 9 12
Doxorubicin 0.16 0.38 01 .,
ON301 0.21 0.8 18 0.82 5.6




A\ —4:1‘n -+
BAENECClFRZIEES

#A = fF K
AR R L E RS (AST) A= B ﬁ s (ALT ) -~
=EeHAAE (TG) - BIREEE(TC) - BREMRMIREE
(hydroxyproline) - P liEEBSEIE

eS|
e CBERBA(EEES (Catalase) - ESEIEYIEHEE
(SOD) - % (BF)MHEIK (GSH) &t HIK B S (E4) s
(GSH-Px)BY;&E 14

REAE I E
sy ok e




@NENESS

E—tEs

1%%1139& HEEBRTESEZEm
SRENRREEMEEm
AST (U/L)

B3 iy B0E g2 ¥4 78 %9
Efe - 2378:237°  2299+28.1%° 2080+ 31.8° 2123+ 240° 19244 [16°
falEa 1033 232.0+186%  2568+183%  644.1+1626° 11172+£2668° 95493407
PHEE 3100  2228+145°  258.14352%  5843+1167°  984.9+297.6° 942.1+303.1°
BEFa 9300  274:104° 2534282 581.0+1765°  875.9+222.1% 868.8+248.2°
A¥BE  —  2342:264°  2847+489°  8178+1538° 1796.8+409.9° 18254+345.7°
EHEE 200  2402+260°  2265+381° 546241405  630.8+£265.5" 952.5+2324°

32



a—HEEREE

v kB OB SRR R =
Eie "#M, HEHMME
FiE "M, EIFEIEST
ENE RSN 215 B 1E YT 4
"EM, SEHEBERZERIFREMR




ARREE

ON101i#%E bk 7% & BB 1= 14 /5 15 #h 22 52 ik — HAER PR
m - WEBERRERSF  BIESIEEE -

3 T 428 445 Bl PR SR M K
RIBEmpESE LTHhELRE - BEURIAZINEIIsZ
YA 38

TEEBMEEMR - UEIED - REEW

AN 4

g
3



@NENESS

A
=

1 - B

35



	投影片編號 1
	投影片編號 2
	到手香系列新藥
	到手香核心新藥
	投影片編號 5
	2010年全球糖尿病患高達3.66億人
	糖尿病高罹患率國家(10%以上)
	糖尿病人數前三名國家
	投影片編號 9
	投影片編號 10
	投影片編號 11
	ON101促進皮膚組織修復 
	投影片編號 13
	投影片編號 14
	投影片編號 15
	投影片編號 16
	投影片編號 17
	投影片編號 18
	投影片編號 19
	投影片編號 20
	投影片編號 21
	投影片編號 22
	投影片編號 23
	投影片編號 24
	投影片編號 25
	投影片編號 26
	投影片編號 27
	投影片編號 28
	投影片編號 29
	投影片編號 30
	投影片編號 31
	投影片編號 32
	投影片編號 33
	投影片編號 34
	投影片編號 35

