
 

 
 
Melbou
SPHRY
VivaGe
 
The Ph
recruite
Decemb
necessa
 
These d
the Spe
endpoin
 
Recruit
recurre
2013. 
 
In the m
as do a
manufa
 
 
BV is the
affects a
those wo
preventi
existing 
recurren
 
VivaGel®
such it is
show a h
unmet n
 

Starpharm
a world lea
Starpharm
in size and
portfolio, d
commerci
 

Viva

urne, Austr
Y) today ann
el® as a trea

ase 3 treatm
ed 250 patie
ber 2012 - f
ary statistic

double-blind
ecial Protoc
nts and stat

ment is also
nce.  Comp

meantime, a
activities to s
acturing vali

e most comm
an estimated
omen have r
ion of recurre
treatments f

nce, unpleasa

® is a non-an
s not associa
high level of 

need in the m

ma Holdings Lim
ader in the dev

ma’s underlying 
d structure and
drug delivery, a
al partnerships

Gel® BV 

ralia; 18 Oc
nounced co
tment for ba

ment trials w
ents per tria
following th

cal analyses

d Phase 3 s
ol Assessm
tistical analy

o complete 
pletion of thi

an active dia
support an 
dation and 

mon vaginal 
d one-third of 
recurrent epi
ence of BV, t
for BV are co
ant side-effe

ntibiotic gel th
ated with the
f patient acce
management 

mited (ASX:SPL
velopment of de
 technology is b
 well suited to p

and agrochemic
.  

Phase 3

ctober 2012
ompletion of
acterial vag

were condu
l. The resul
e completio

s. 

studies are 
ment (SPA) p
yses are ac

for Starpha
is trial is on 

alogue cont
NDA and ot
scale up ac

infection wor
f the adult fem
isodes of BV
that market is
onsidered su
cts, and high

hat is not abs
 problematic

eptability and
of this disea

L, OTCQX:SPH
endrimer produc
built around den
pharmaceutical 
cals with the Co

 
3 trials - r

2: Starpharm
f recruitmen
ginosis (BV)

ucted across
lts of the tria
on of patien

the subject 
program, w

cceptable fo

arma’s Phas
 track for Q

tinues with a
ther regulat
ctivities are 

rldwide and i
male populat

V and with no
is estimated 
uboptimal with
h levels of ba

sorbed into t
c side effects
d research wi
ase.  

HRY),  located in
cts for pharmac
ndrimers – a typ
 uses.  Starpha

ompany develop

recruitm

ma Holding
nt in its two 
).  

s more than
als are expe
t follow-up, 

of a formal
which confirm
or FDA appr

se 2 study f
Q4 2012 with

a number o
tory submis
also now c

is particularly
tion. Studies

o treatments c
to be in exce
h relatively lo
acterial resis

the bloodstre
s of antibiotic
ith clinicians 

n Melbourne Au
ceutical, life scie
pe of synthetic 
arma has three 
ping a number o

ent com

s Ltd (ASX
Phase 3 tria

n 30 interna
ected to be 
data collec

 agreement
ms that the 
roval once c

for the preve
h results exp

f potential l
ssions.  The
omplete. 

y prevalent in
indicate as m

currently app
ess of $1 billi
ow cure rates
tance.   

eam (as antib
cs.  Clinical tr

and patients

ustralia, is an A
ence and other 
nanoscale poly
core developm
of products inte

plete 

:SPL;OTCQ
als investig

ational sites
available b

ction and the

t with FDA 
trial design

complete.   

ention of BV
pected earl

icensing pa
e required 

n the US, wh
many as 50-
proved for th
ion. In additio
s and high ra

biotics are), a
rials of VivaG
s indicate sig

ASX 300 compa
 applications.  
ymer that is hig

ment programs: 
ernally and othe

 

QX: 
ating 

, and 
by early 
e 

under 
, clinical 

V 
y in 

artners 

here it 
-60% of 
e 
on, 
ates of 

and as 
Gel® 
gnificant 

any and is 

hly regular 
VivaGel® 

ers via 



 

 

Starpharm
under clin
prevent th
separate l
a value-ad
Lifestyles®

condom m
 
In the wide
Most rece
improvem
The comp
industry p
(the active
 

Media
Bucha
Rebec
Mob: +
rwilson
 
Haley 
Mob: +
hprice@

Forward 

This doc
identified
“believe”,
provide”, 
discussio
Such forw
cause ac
implied b
the FDA’s
be any as
or that th
approval 
clinical tr
regulator
proprieta
pricing p
product c
materializ
described
the date 
contained

ma’s lead produ
ical developme

he transmission
icence agreem
dded, VivaGel®
®, ZERO® and S

market. 

er pharmaceuti
ently Starpharm
ments in that age
pany is also exp
layers including
e ingredient in R

a:   
an Consult
cca Wilson 
+61 417 382
n@buchanwe

Price  
+61 423 139
@buchanwe

 Looking Sta

cument contai
 by the use o
, “forecast”, “e
“intends”,  “is

ons regarding 
ward-looking 

ctual results to
by such statem
s and other he
ssurance that
hey will reach
and commerc

rial results, in
ry actions or d
ry intellectual

pressures; and
candidates, fin
ze, or should 
d herein as an

of this docu
d in this docum

uct is VivaGel® (
ent for the treatm
 of sexually tran

ments with Anse
-coated condom
SKYN®.  Okamo

cal and life scie
a announced p
ent’s anticancer
ploring dendrime
g Nufarm (ASX
Roundup®).  

ting 

2 391 
e.com.au 

9 163 
.com.au 

atements 

ns certain for
of forward-loo
expected”, “es
s being develo

potential filin
statements in

o be materially
ments. There 
ealth authoritie
t such product
h any particu
cialization of t
ncluding addit
delays, or gov
l property pro
d additional f
nancial results

underlying a
nticipated, bel
ument and do
ment as a resu

(SPL7013 Gel),
ment and preve
nsmitted infecti
ll Limited (ASX
m.  Ansell manu
oto is the marke

ence fields, Sta
pre-clinical resu
r efficacy and th
er opportunities
:NUF) as well a

rward-looking 
oking terminolo
stimated”, “targ
oped”, “could 
gs or market

nvolve known 
y different from
can be no as
es’ requiremen
t candidates w
lar level of s
he product ca
tional analysis
ernment regu
otection; com
factors that in
s and business
assumptions p
lieved, estima
oes not assum
ult of new info

, a gel-based fo
ention of bacter
ons including H

X:ANN) and Oka
ufactures and s
et leader for co

arpharma has b
lts in its Doceta
he enhanceme
s in agrochemic
as with internal 

Sta
Dr J
+61 
 
Ben
ben.
 
 
www

statements, 
ogy such as 
geting”, “aimin
be”, “on track

ting approvals
and unknow

m any future re
ssurance that 
nts regarding 

will be approve
sales. In parti
andidates coul
s of existing 
lation general
petition in ge
nvolve signific
s prospects. S
prove incorrec
ated or expect
me any oblig

ormation, futur

ormulation of a 
ial vaginosis (B

HIV and genital 
amoto Industrie
sells leading con
ondoms sold in J

oth partnered a
axel (Taxotere®)
nt of solubility o
cals in a series 
programs inclu

rpharma:
ackie Fairle
3 8532 270

 Rogers, Co
rogers@star

w.starpharma

relating to St
“promising”, “

ng”, “set to”, “p
k”, or similar e
s, or potential 

wn risks, unce
esults, perform
any existing o
any one or m
ed by any hea
cular, manag
ld be affected 
clinical data, 
lly; our ability 
eneral; govern
cant risks and
Should one or
ct, actual resu
ted. Starpharm
gation to upd
e events or de

proprietary den
BV) and also as 
 herpes.  Starph
s Inc (Tokyo St
ndom brands w
Japan, the worl

and internal pro
) program demo
offering potentia
of industry part
ding an enhanc

ey, Chief Ex
04 

ompany Se
rpharma.com

a.com

arpharma’s b
plans”, “antici
potential”, “see
xpressions, o
future sales 

rtainties and 
mance or achie
or future regu
ore product ca
alth authorities
ement’s expe
by, among ot
and new clin
to obtain or m

nment, indust
d uncertaintie
r more of thes
ults may vary
ma is providing
ate any forwa
evelopments o

P

ndrimer.  VivaG
 a vaginal micro
harma has also
tock Exchange)

worldwide, inclu
rld’s second larg

ograms in Drug 
onstrating sign
al safety benefit
tnerships with le
ced version of g

xecutive Off

ecretary 
m 

business, whic
ipated”, “will”,
eking to”, “go

or by express 
of product ca
other factors 
evements exp
latory filings w
andidates nor 
s for sale in a
ectations rega
ther things, un
nical data; un
maintain paten
try, and gene
es about our 
se risks or unc
y materially fr
g this informa

ward-looking s
or otherwise. 

Page 2 of 2 

el® is 
obicide to 
o signed 
) to market 
ding 
gest 

Delivery.  
ificant 
ts as well.  
eading 
glyphosate 

 

ficer 

 

ch can be 
 “project”, 
al”, “could 
or implied 
andidates. 

that may 
pressed or 
will satisfy 
can there 
ny market 
arding the 
nexpected 
nexpected 
nt or other 
eral public 

products, 
certainties 
rom those 
ation as of 
tatements 


