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W H AT’S NEW
NEW HEALT H C A R E - R E L ATED 
PRODUCTS, SERVICES, AND
C O M PANIES 

In re s ponse to the growing demand for quality
p at i e nt educat i o n , two to p - ra n ked healthca re divi-
sions of Vox Me d i ca Inc. — Co Med Co m m u n i cat i o n s
I n c. , a strategic medical education and co m m u n i ca-
tions co m p a ny,and Si g n ova Inc. ,a healthca re public-
re l ations firm — have launched Pat i e nt Mat te r s, a
division focused on building re l ationships thro u g h
e d u cat i o n .

Pat i e nt Mat ters builds on both Co Med and Si g-
n ova’s ex pe ri e n ce in developing nat i o n a l , awa rd -
winning awa reness ca m p a i g n s, e d u cational mate ri-
a l s, and other pat i e nt - focused prog ra m s.

“ Pat i e nt Mat ters brings together a team of spe c i a l-

ists in medical educat i o n , public re l at i o n s, and online
s e rv i ce s,as well as ex pe ri e n ced clinicians and medica l
p ro fe s s i o n a l s, to custo m i ze inte g rated serv i ces fo r
i m p roving pat i e nt education and healthca re,” s ays
Brian P.Ru s s e l l ,R . Ph . ,p rincipal and pre s i d e nt of Co Me d
Co m m u n i cat i o n s.“We wo rk closely with our clients to
be t ter educate pat i e nts who have been inundate d
and often confused by adve rt i s i n g, online info rm a-
t i o n , and endless media cove rage of health issues. ”

Pat i e nt Mat ters offers healthca re companies a
b road range of options to help them dire ctly re a c h
p at i e nt s, including adhere n ce and be h av i o r - m od i f i-
cation prog ra m s,s pe a kers bure a u s, public awa re n e s s
ca m p a i g n s, and tra i n - t h e - t rainer prog ra m s.

“ Ed u cation helps pat i e nts and ca re g i vers be t te r
manage diseases and builds long-te rm re l at i o n s h i p s
for healthca re companies by improving medical out-
co m e s,” s ays Eve Drye r, p re s i d e nt of Si g n ova . “An
aging and increasingly diverse pat i e nt po p u l at i o n
re q u i res prog rams that address a va ri e ty of spe c i a l
n e e d s, ranging from language barri e r s, l ow lite ra cy,
and cultural diffe re n ces to poor health habits, lack of
t ra n s po rt at i o n , and difficulties with co m p l i a n ce.”

Studies have shown that nonco m p l i a n ce ca u s e s
125,000 deaths annually in the U.S., and leads to 10%
to 25% of hospital and nursing home admissions,
and these numbers are grow i n g.

“One of the biggest problems of our curre nt
h e a l t h ca re delive ry sys tem is that pe r s o n a l i zed tre at-
m e nt has be come increasingly difficult for pat i e nts to
find and providers to delive r,”explains Pat i e nt Mat te r s’
m e d i cal dire ctor Ma rg a ret Ca ry, M . D. , and fo rm e r
regional dire ctor for the De p a rt m e nt of Health and
Human Se rv i ce s. “Co n ce rns over healthca re quality,
s a fe ty, t re at m e nt options, and prod u ct effe ct i ve n e s s
fuel the growing need for understandable, a c c u rate,
and up-to - d ate info rm ation about wellness and dis-
ease management.”

Tu fts Ce nter For The St u dy Of 
Drug Deve l o p m e nt launches I N S T I T U T E

FOR PROFESSIONAL DEV E LO P M E N T
The Tu fts Ce nter for the St u dy of Drug Deve l o p m e nt has established the Tu fts CSDD Institute for Pro fe s-

sional Deve l o p m e nt to provide training and education in the science of drug deve l o p m e nt for pharm a ce u t i-
cal and biote c h n o l ogy ca reer pro fe s s i o n a l s.

To launch the Tu fts CSDD Institute, the Tu fts Ce nter also announced two pro fe s s i o n a l
s e m i n a r s.The first, to be held Oct. 16 to Oct. 18 in Bo s to n , is entitled Leading Ph a rm a ce u t i ca l
Te a m s : A Training Course for Pro j e ct Managers and Team Le a d e r s. Basic principles of pro j e ct
m a n a g e m e nt to improve pro j e ct leadership and efficiency, aimed at reducing time to mar-
ket will be pre s e nte d.

The second seminar, scheduled for Nov. 7 in Ph i l a d e l p h i a , is the Senior Exe c u t i ve
Roundtable on Optimizing R&D Pe rfo rm a n ce.The prog ram will allow senior pharm a ce u t i ca l
and biote c h n o l ogy exe c u t i ves to ex p l o re cutting-edge approaches to new drug R&D and
m a rke t i n g.

Ac co rding to Tu fts Ce nter Di re ctor Kenneth I. Ka i t i n , the Tu fts CSDD Institute fills a cri t i ca l
need among ca reer pro fessionals for adva n ced training and education in the rapidly evo l v-
ing field of drug deve l o p m e nt.

“ Ph a rm a ce u t i cal deve l o pers tod ay co n f ro nt enormous co m pe t i t i ve pre s s u res that are
only getting gre ate r,”M r. Kaitin says.“The rapid esca l ation of R&D costs and the ste a dy decline
in the time available to re coup R&D inve s t m e nts highlight the cri t i cal need to improve the
e f f i c i e n cy and prod u ct i v i ty of drug re s e a rch and deve l o p m e nt.The Tu fts CSDD Institute aims
to help by providing the most authori t at i ve, c u rre nt info rm ation on the nat u re and pace of
d rug deve l o p m e nt.”

I n d u s t ry merg e r s, f ra g m e nting marke t s, po l i t i cal change, p ri ce re s t ri ct i o n s, and grow i n g
g e n e ric co m petition mean pharm a ce u t i cal and biotech companies must develop new
d rugs more quickl y, a c co rding to Mr. Ka i t i n .

“ For these re a s o n s, i n d u s t ry pro fessionals need the best and most curre nt info rm at i o n
available on how to improve R&D pe rfo rm a n ce,”he says.“And re g u l ators and po l i cy make r s
need to kn ow how the re s e a rch-based drug industry is re s ponding to these challenges.”

Among those ex pe cted to part i c i p ate in Tu fts Institute courses are senior R&D exe c u t i ve s, p ro j e ct leaders,
managers and dire ctors from co nt ra ct re s e a rch org a n i z ations and re l ated serv i ce prov i d e r s, co n s u l t a nt s, fe l l ows
in pharm a co l ogy and clinical pharm a co l ogy, p hys i c i a n s, n u r s e s, and other pro fessionals wo rking with the
re s e a rch-based drug industry.

All Tu fts Institute courses are led by a faculty of distinguished ex pe rt s, including pro fessors from the nat i o n’s
leading medical schoo l s, re s e a rchers from indepe n d e nt re s e a rch org a n i z at i o n s, re g u l ato ry officials, senior exe c-
u t i ves from leading pharm a ce u t i cal and biote c h n o l ogy co m p a n i e s, and members of the Tu fts Ce nte r.

Vox Me d i ca announces 
N EW PATIENT EDUCATION DIVISION

Pat i e nt Mat ters offers healthca re companies a broad range of options to help them dire ctly re a c h
p at i e nt s, including adhere n ce and be h av i o r - m od i f i cation prog ra m s, s pe a kers bure a u s, p u b l i c

awa reness ca m p a i g n s, and tra i n - t h e - t rainer prog ra m s.

Two Vox Medica healthcare
companies, headed by 
Eve Dryer and Brian Russell,
meld resources to form a new 
patient education division —
P a t i e n t M a t t e r s .

According to Tufts Center
Director Kenneth I. Kaitin, 
the Tufts CSDD Institute fills a 
critical need among career
professionals for advanced
training and education in the
rapidly evolving field of drug
d e v e l o p m e n t .
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P H A R M ACO P Y, an online marketing 
co m p a ny, m a kes its debut

After 13 years of wo rking in co rpo rate pharm a ce u t i cal agencies, Jodie Bender has said,“ Enough hiera rc hy is
e n o u g h ,”and has launched Ph a rm a co py Inc. ,a co m p a ny based on speed and efficiency without lengthy inte r-
nal processes and layers of management.The result is a pharm a ce u t i cal marketing co m p a ny with the ability to
p rovide agency - q u a l i ty results at about half the co s t.

“We’re proud to niche ourselves as a boutique pharm a ce u t i cal marketing co m p a ny specializing in pat i e nt
e d u cat i o n ,p u l l - t h rough prog ra m s, and sales-training mate ri a l s," Ms. Be n d e r, founder and CEO of Ph a rm a co py
I n c. , s ays.“We think it’s about time someone focused on saving pharm a ce u t i cal companies time and money
i n s tead of trying to sell them something they don’t need.”

Ph a rm a co py offers clients one po i nt of co nt a ct for all their needs and access to a national netwo rk of phar-
m a ce u t i cal marketing ex pe rt s.

“We only hire ex pe rt s, only as needed,”she says.“Th at’s how we do more with less and do it faste r.Th e re are
no limitations to our pool of talent … spe c i f i cally geog ra p hy.”

Ac co rding to Ms. Be n d e r,“The pri m a ry goal of our business model is to be fast and co s t - e f fe ct i ve without
s a c rificing quality … and we have proof that it’s wo rki n g. Re ce nt l y, one of our pharm a ce u t i cal clients estimat-
ed that using Ph a rm a co py for ce rtain agency pro j e cts has saved his co m p a ny more than $150,000 since
De ce m ber in hourly fees alone.The po i nt is,we wa nt to help pharm a ce u t i cal exe c u t i ves with what keeps them
up at night instead of being the thing that keeps them up at night.”

e t rials Inc. , a provider of te c h n o l ogies and ser-
v i ces for clinica l - t rial data management, is paving the
way to make it faster and easier to co l l e ct quant i t a-
t i ve pat i e nt data and quality - o f - l i fe info rm ation dur-
ing a clinical trial with its Qu i c k St u dy Log. The te c h-
n o l ogy enables mid-study changes without hav i n g
to re d e p l oy the handheld dev i ces — a first in the
i n d u s t ry.

Major pharm a ce u t i cal and biote c h n o l ogy co m-
panies are using elect ronic pat i e nt diary (EPD) te c h-
n o l ogy to improve the accura cy and quality of co l-
l e cted pat i e nt data in clinical tri a l s. One of the
biggest obstacles challenging these companies is
d e p l oying mid-study pro tocol changes without
i nte rrupting or jeopardizing the dat a - g at h e ring pro-
ce s s. At pre s e nt, most mid-study changes in pro to-
co l , s t u dy log i c, or softwa re re q u i re the re t u rn and
re p rog ramming of the handheld dev i ce s, a time-
consuming and labo r - i nte n s i ve proce s s.

With Qu i c k St u dy Log,changes can be made sim-
ply and quickl y.Wo rking closely with the etri a l s’te c h-
n i cal serv i ce te a m , t rial inve s t i g ators can make
changes to the questions posed to patients,
redesign the prog ram scre e n s, or revamp the ent i re
software program. Changes are automatically

• Sponsors gain near real-time feedback either
by accessing the handheld dev i ce or by see-
ing data immediately after it is synchro n i ze d ;

• Re po rting tool allows easy cre ation of re po rt s
to analyze inte rim dat a ;

• Data are backed up in multiple ways on bo t h
the dev i ce and at the serve r, as well as
e n c ry p ted using SSL; a n d

• Engine allows exte n s i ve custo m i z ation of study
detail and reuse of te m p l ates in later studies
d e c reasing start-up time of future studies.

Th ree top 
h e a l t h ca re agency

exe c u t i ves join
fo rces to fo rm

G I A N T
Steven Gold and Stephen Mu l l e n s, fo rmer exe c u-

t i ve V Ps with Ha rrison Wilson & As s oc i ate s, a n d
Law re n ce Wo l h e i m , co - founder and fo rmer pre s i-
d e nt of Lowe / Bi o Co re, h ave teamed up to fo rm
Gi a nt Cre at i ve / St rate gy LLC .

Gi a nt’s focus is on providing bra n d i n g, a dve rt i s-
i n g, and innovat i ve co m m u n i cations solutions fo r
p rod u cts and companies in all aspe cts of healthca re.
With more than 50 years of combined ex pe ri e n ce
building brands on the West Co a s t, the principals of
Gi a nt, along with their team of cre at i ve and strate g i c
t a l e nt, b ring exte n s i ve ex pe rtise to tod ay’s health-
ca re marke te r s.

“Gi a nt is all about helping brands and marke te r s
of any size maximize their true po te nt i a l ,” s ays
Stephen Mu l l e n s, an agency pri n c i p a l . “Our client s
h ave always turned to us to help them meet and
exceed their brand goals — and we’ve got a gre at
t rack re co rd of succe s s. Now we’re loo king fo rwa rd
to building on that success and setting a whole new
s t a n d a rd for delive ring the biggest and the best cre-
at i ve and strategic ideas.”

e t rials offers E L E C T RONIC PATIENT DIARY T E C H N O LO G Y
to enable mid-study changes 

uploaded to the handheld dev i ce when the pat i e nt
s y n c h ro n i zes the unit at the dev i ce cra d l e.

“Co n s i d e ring the number of pat i e nts invo l ved in
d i a ry tri a l s, e t ri a l s’Qu i c k St u dy te c h n o l ogy has impo r-
t a nt implications for streamlining and simplifying
the dat a - co l l e ction proce s s,” s ays John Cl i n e, p re s i-
d e nt of etri a l s. “With the unri valed ability to easily
m a ke changes mid-study, e t rials te c h n o l ogy is ra i s-
ing the bar and setting a new standard for improv-
ing data quality and securi ty. e t ri a l s’ te c h n o l ogy is
fueling the adoption rate of elect ronic data co l l e c-
tion and electronic patient diary technology
be cause we make it easier and more cost effe ct i ve to
co n d u ct clinical trials elect ro n i ca l l y.”

Qu i c k St u dy Log runs on handheld Wi n d ows CE
d ev i ce s, including HP’s
Jo rnada line and Co m-
p a q’s iPaq line, a n d
a l l ows inve s t i g ators to
rev i ew pat i e nt data dur-
ing a tri a l . Qu i c k St u dy
Log is int u i t i ve, e n a b l i n g
t rial sponsors to offe r
p at i e nts the option of
adding co m m e nts as
well as a “h e l p” f u n ct i o n
t o w a l k p at i e nt s
t h rough the proce s s.

Other new fe at u re s
of etrials’ QuickStudy
Log include:

• St u dy editor that
enables rapid design of
s t u dy scre e n s, d e f i n e s
s c h e d u l e s, and imple-
m e nts basic study log i c ;

etrials new QuickStudy Log electronic
patient diary (EPD) technology (shown here
on the HP Jornada) allows the patient to
indicate the level of pain and intensity using
“hot spot” controls. 

With etrials new QuickStudy Log electronic
patient diary (EPD) technology, patients can
point and click exactly where the pain is and
indicate intensity level through color.
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I nte l l i s p h e re
Launches 

N E U RO LOGY 
E D I T I O N, a new
s pe c i a l ty guide

I nte l l i s p h e re LLC , publishers of MD net guide, i s
pleased to announce the launch of The Ne u ro l ogy
Ed i t i o n , which will be published in Se p te m ber and
Nove m ber of 2002 and co ntinue as a bi-mont h l y
p u b l i cation in 2003. The Ne u ro l ogy Edition enables
the full universe of office and hospital-based neuro l-
ogists to keep abreast of the rapidly ex p a n d i n g
a m o u nt of medical info rm ation and re s o u rces ava i l-
able on the Inte rn e t.

Pa rtnership BLENDS 
P H A R M AC E U T I CAL AND SPORTS 

M A R K E T I N G to meet growing client needs
Cat a l yst Co m m u n i cations Inc. , an indepe n d e nt healthca re marketing serv i ces agency, and Pe rello & Co. , a

s po rts marketing firm ,a re teaming up to provide spo rts marketing solutions to the pharm a ce u t i cal industry, a
s e ctor that is increasingly tapping into pro fessional spo rts to help build bra n d s.

“As the healthca re marke t p l a ce be comes more and more clutte re d, i t’s crucial for Cat a l yst to offer our client s
options that will ensure a gre ater re t u rn on their inve s t m e nt and improved brand succe s s,”s ays Rod Me h l i n g,
Cat a l ys t’s chairman and chief ope rating office r.“Our alliance with Pe rello allows us to broaden our offe ring to
include spo rts marketing serv i ces that raise awa reness of health issues and solutions.”

Ph a rm a ce u t i cal companies are more focused than ever on co n n e cting dire ctly with consumers to build
po s i t i ve assoc i ations for their bra n d s. Tapping into the emotional equity assoc i ated with pro fessional spo rt s
te a m s, l e a g u e s, and at h l e tes has be come an especially effe ct i ve strate gy. Among high-profile partnerships is
S c h e ri n g - Pl o u g h’s agre e m e nt with Major League Baseball to market Cl a ri n ex . Other examples include Pfize r’s
a g re e m e nts with NASCAR and dri ver Ma rk Ma rtin and with Major League Ba s e b a l l , the Texas Ra n g e r s, a n d
Rafael Pa l m e i ro to pro m o te Vi a g ra .

“ Pe rello re cog n i zes that spo rts have be come an essential part of the pharm a ce u t i cal marketing mix and
t h at pharm a ce u t i cal companies seek agencies that understand how to cre ate, a ct i vate, and leve rage a marke t-
ing inve s t m e nt in spo rt s,” s ays Ma rc Wa s s e rm a n , the co m p a ny’s managing dire ctor and a 10-year healthca re
m a rketing and public-re l ations ve te ra n .

“At a time when more public re l ations and adve rtising dollars are spe nt on drug brands than on many
household name bra n d s, s po rts marketing is playing a larger role in the mechanics of pharm a ce u t i cal bra n d
b u i l d i n g," Mr. Mehling says.“ It’s really stri king that Me rck spe nt more to adve rtise its art h ritis drug Vi oxx than
An h e u s e r - Busch did on Bu dweiser during 2001.”

FW Ph a rma Sys te m s
O pens W E S T

COAST OFFICE
FW Ph a rma Sys te m s, d eve l o pers of clinical tri a l s

m a n a g e m e nt sys te m s, has announced new facilities
to serv i ce West Coast custo m e r s. The San Mate o,
Ca l i f. , o f f i ce provides sales, p rod u ct, and te c h n i ca l
co n s u l t a n cy, a u g m e nting the serv i ces sourced fro m

the co m p a ny’s Ma l ve rn , Pa . ,o f f i ce.
With offices on both sides of

the co u nt ry, FW Ph a rma Sys te m s
e m p l oys more than 100 pro fe s-
sionals dedicated to clinica l
re s e a rch solutions, s u p po rt i n g
m o re than 13,000 users wo rl d-
w i d e.

“ It has always been our strate gy
to open on the West Coast and
with customers such as Ch i ro n ,
Ge n e nte c h , I d e c, and Pa ra g o n
Bi o m e d i cal in the re g i o n , the busi-
ness case is ve ry stro n g,” s ays Pa u l
Te b b s, business deve l o p m e nt
d i re cto r. “In suppo rt of this ex p a n-
s i o n , we have appo i nted Dav i d
Kiger as business deve l o p m e nt
m a n a g e r. David has a fo rm i d a b l e
t rack re co rd in new business
g row t h .”

M r. Kiger sums up the be n e f i t s
of the West Coast office : “Th e re is
an explosion of act i v i ty in clinica l
t ri a l s, p a rt i c u l a rly in the biote c h

a re a , and to be able to join a global co m p a ny that
p rovides leading solutions to the market is a gre at
o p po rt u n i ty. It makes strong sense to have a strate-
gic location at the heart of the biotech and
genomics revolution and I’m delighted with the
p ro s pe ct of heading up this initiat i ve.”

David Kiger, business 
development manager, 
heads up FW P h a r m aS y s t e m s ’
new West Coast office, 
which provides sales, product,
and technical consultancy,
augmenting the services
sourced from the company’s
Malvern, Pa., office.

P D U FA REAU T H O R I ZAT I O N g ood for 
Am e ri can Pat i e nts 

HHS Se c re t a ry To m my G.Thompson has called the re ce ntly signed re a u t h o ri z ation of the Pre s c ription Dru g
User Fee Act (PDUFA) an impo rt a nt law that will be good for all Am e ri can pat i e nts by providing more re s o u rce s
for the Food and Drug Ad m i n i s t ration (FDA) to rev i ew new drug applica-
tions in a timelier manner.

“Am e ri cans deserve timely access to po te ntially life s aving new drugs as
s oon as possible once they are proven safe and effe ct i ve,” M r. Th o m p s o n
s ays.“This law will ensure that the FDA has the ex pe rt staff and re s o u rces to
p romptly rev i ew applications and get safe, e f fe ct i ve new drugs into the
hands of the people who need them.”

The re a u t h o ri z ation of PDUFA was included in the biote rro rism legisla-
tion passed in May by both houses of Co n g re s s, and was signed into law by
the Pre s i d e nt June 11th.

“ P D U FA will be stronger and more effe ct i ve than eve r,”s ays De p u ty FDA
Commissioner Dr. Le s ter M. Craw fo rd.“With the additional re s o u rces and an
e n h a n ced ability to monitor the safe ty of new drugs as they enter the mar-
ke t p l a ce we’re taking a step fo rwa rd in tra n s fo rming the FDA into an eve n
m o re efficient agency, while maintaining our high standards of safe ty.”

The law’s provision authorizing the third five - year extension of the Pre-
s c ription Drug User Fee Act of 1992 is of gre at significa n ce for the FDA’s dru g
rev i ew proce s s. It maintains the high pe rfo rm a n ce goals of PDUFA II, w h i c h
included gre atly re d u ced drug rev i ew times and increased and acce l e rate d
co n s u l t ations be tween the FDA and the prod u ct spo n s o r s. In addition,
P D U FA III meets two major FDA goals by re m e dying re s o u rce shortages that
h ave affe cted the prog ram in re ce nt ye a r s.

The law puts PDUFA III on a sound financial basis by authorizing the agency to co l l e ct $1.2 billion in user fe e s
over the next five ye a r s.This enables the FDA to increase the staffing of the drug prog ram by 450 full-time employ-
e e s,and improve their wo rking conditions and tra i n i n g.Equally impo rt a nt is the authori z ation to spend $70 million
of the user fees to increase the agency’s surve i l l a n ce of the safe ty of drugs during the first two (or, for po te nt i a l l y
d a n g e rous medicat i o n s,t h ree) years on the marke t.It is during this initial pe ri od,when new medicines enter in wide
u s e,t h at the agency is best able to identify and co u nter adverse side effe cts that did not appear in the clinical tri a l s.

D r. Lester M. Crawford, deputy FDA
c o m m i s s i o n e r, says PDUFA will be
stronger and more effective than ever.
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Ch i ron cre ates LANDMARK eI N D u s i n g
L i q u e nt’s Co re Dossier te c h n o l ogy

Bi o te c h n o l ogy co m p a ny Ch i ron has co m p l e ted its first elect ronic inve s t i g ational new drug submission
using Liquent Inc.’s Co re Dossier te c h n o l ogy.

Companies submit inve s t i g ational new drug applications (INDs) to the FDA to re ce i ve cleara n ce to admin-
i s ter unapproved thera peutics in human clinical tri a l s. On ave ra g e, t h e re are many more INDs submitted to the
FDA than new drug applications (NDAs ) , which are submitted at the time an org a n i z ation has co m p l e ted clin-

i cal trials and the drug is re a dy to be made available to healthca re
p roviders and pat i e nt s. To date, h oweve r, fewer than 20 co m p a-
nies have co m p l e ted an eIND to the FDA.

Ch i ron chose to cre ate its elect ronic submission using Co re-
Dossier be cause it offe red the co m p a ny the nece s s a ry flex i b i l i ty.

“We needed to be able to access files from both a file sys te m
and a doc u m e nt management sys tem to cre ate this submission,”
explains Esther He rri c k , head of re g u l ato ry ope rations at Ch i ro n .
“With Co re Do s s i e r, we we re able to efficiently access all the info r-
m ation we needed to cre ate one seamless dossier with adva n ce d
PDF nav i g at i o n ,which is cri t i cal to elect ronic submissions. In addi-
t i o n ,the eIND has a specific file stru ct u re that Co re Dossier allowe d
Ch i ron to easily acco m m od ate.”

Adds Liquent Pre s i d e nt and CEO Rick Doo l ,“Co re Do s s i e r’s abil-
i ty to access nat i ve source doc u m e nts played a key role in Ch i-
ro n’s quality assura n ce proce s s, which significa ntly re d u ced the
time re q u i red for Ch i ro n’s inte rnal rev i ew and final submission to
the FDA. Ch i ron has used Co re Dossier to compile paper submis-
sions in the past, but this was Ch i ro n’s first time submitting elec-
t ro n i ca l l y.”

The emerg e n ce of new elect ronic standards such as the eIND
and the elect ronic common te c h n i cal doc u m e nt (eCTD) pre s e nt
an oppo rt u n i ty to plan and implement co m p a ny-wide changes
to efficiently build and submit applications that are co m p l i a nt
with the new elect ronic re g u l at i o n s. O rg a n i z ations that have not
co m p l e ted elect ronic submissions to the FDA, E M E A , M H LW, o r
TPP need to plan their submission strategies and infra s t ru ct u re
with these emerging standards in mind.

Aris Global fo rmed to provide innovat i ve
C L I N I CAL-TRIALS MANAG E M E N T

Cl i n a rium So ftwa re and Sye ntis Pro fessional Se rv i ces have joined fo rces to cre ate Aris Global in a bid to
expand their market pre s e n ce.Aris Global combines Cl i n a ri u m’s drug deve l o p m e nt and global re g u l ato ry co m-
p l i a n ce softwa re prod u cts and Sye nt i s’p ro fessional serv i ce s.

“Aris Global will be a fo rce for po s i t i ve change, both for us, i nte rn a l l y, and for our custo m e r s,” co m m e nt s
Deepak Ab b h i ,p re s i d e nt and CEO of Aris Gl o b a l .“The simplified org a n i z ational stru ct u re will provide clari ty and
t ra n s p a re n cy to our custo m e r s, as we evo l ve into market leaders.”

Aris Gl o b a l’s goal is to deliver mission-cri t i cal and innovat i ve clinica l - t rials management, s a fe ty surve i l l a n ce,
and pharm a cov i g i l a n ce softwa re solutions for the pharm a ce u t i ca l ,b i o m e d i ca l , and medica l - d ev i ce industri e s.
Si m u l t a n e o u s l y, the co m p a ny will provide value-added co n s u l t i n g,va l i d at i o n ,t ra i n i n g, s ys tem implement at i o n ,
d at a - m i g rat i o n , and custom design serv i ce s.

The launch of Aris Global to the marke t p l a ce has been a wo rk in prog ress for more than six mont h s, u t i l i z-
ing inte rnal focus groups and outside co n s u l t a nt s.

At the heart of Aris Gl o b a l’s co m p a ny mission and custo m e r - d ri ven strate gy is a decision to focus on spe-
c i f i c, f a s t - g rowing market segments that offer growth po te ntial and that play to its strengths of te c h n o l ogy, a
l a rge existing customer base, and in-depth industry kn ow l e d g e.

“Aris Global will be a dominant player in this space ;we are alre a dy in alliance and co - m a rketing negotiat i o n s
with seve ral high-profile companies to enhance our existing prod u ct line,” s ays Renee Pa g e, d i re ctor of global
m a rketing at Aris Gl o b a l .“This is not just a re - b randing exe rcise or co m p a ny face - l i ft.This is an ent i rely new org a-
n i z at i o n , with a new, e n e rg i zed enthusiasm to be come a driving fo rce for delive ring innovat i ve te c h n o l ogy to
p h a rm a ce u t i cal co m p a n i e s.”

West 
Ph a rm a ce u t i cal 

Se rv i ces int rod u ce s
p a c kaging sys te m
to CO M BAT DRU G
COUNTERFEITING 

The pharm a ce u t i cal sys tems division of We s t
Ph a rm a ce u t i cal Se rv i ces Inc. has int rod u ced the
De co rat i o n - I d e nt i f i cat i o n - Di f fe re nt i at i o n , a l s o
kn own as the D-I-D sys te m , a co u nte rfeiting pack-
aging pro te ction prog ra m .

Drug co u nte rfeiting is a global crime that thre at-
ens the safe ty of millions of pat i e nt s. The Wo rl d
Health Organization estimates that fake drugs
a c co u nt for 10% of the global pharm a ce u t i cal tra d e,
a share wo rth more than $21 billion annually. Ad d i-
t i o n a l l y, the WHO estimates that 16% of co u nte rfe i t
d rugs co ntain the wrong ingre d i e nt s, 17% co nt a i n
i n co rre ct amounts of ingre d i e nt s, and 60% co nt a i n
no act i ve ingre d i e nt s.

For pat i e nts suffe ring from diseases such as AIDS
and ca n ce r, re ceiving a co u nte rfeit pharm a ce u t i ca l
d rug can be lethal. In underd eve l o ped co u nt ri e s, a s
much as 40% of pharm a ce u t i cals are suspe cted of
being co u nte rfe i t.

We s t’s D-I-D sys tem provides a choice of co u n-
te rfeit pro te ction fe at u res for drug prod u ct closure
s ys te m s.

The sys tem applies We s t’s leadership and ex pe r-
tise in pharm a ce u t i cal closure sys te m s, a l re a dy used
by the wo rl d’s top pharm a ce u t i cal co m p a n i e s. Ph a r-
m a ce u t i cal closure sys tems inco rpo rating D-I-D
include single-piece all-aluminum seals and two -
and thre e - p i e ce seals that combine a metal shell
with a plastic butto n .

Both the metal seal and the plastic button ca n
i n co rpo rate the unique D-I-D processes that include
p ri nt i n g, e m bo s s i n g, and debo s s i n g.

The new mold design for the plastic button pro-
d u ces a mat te finish and co m p l e tely unobstru cte d
top surf a ce.

West Ph a rm a ce u t i cal provides the option of
p ri nt i n g, e m bo s s i n g, or debossing the manufact u r-
e r’s name, l og o, i n s t ru ctions for use, or other cri t i ca l
i n fo rm ation across the top surf a ce of the butto n .
The non-re f l e ct i ve mat te finish allows customers to
use non-human readable UV ink for pri nting info r-
m at i o n , such as lot and date cod i n g.

“ Drug co u nte rfeiting thre atens public safe ty
and undermines public co n f i d e n ce in the pharm a-
ce u t i cal industry,”s ays Donald E.Mo rel Jr. ,Ph . D. ,C E O
and pre s i d e nt of West Ph a rm a ce u t i cal Se rv i ce s.

Ac co rding to Dr.Mo re l , the D-I-D sys te m ,which is
designed and marke ted by the co m p a ny’s pharm a-
ce u t i cal sys tems division, p rovides pharm a ce u t i ca l
companies with a viable solution for safe and quali-
ty - a s s u red drug manufact u ring that pro te cts the dif-
fe re nt i ated inte g ri ty of their prod u ct s.

Liquent President and CEO Rick Dool says,
“ C o r e D o s s i e r ’s ability to access native source
documents played a key role in Chiron’s quality
assurance process, which significantly reduced
the time required for Chiron’s internal review
and final submission to the FDA.”
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IMS extends sco pe of its 
PRESCRIPTION T RACKING SOLU T I O N

IMS Health has announced a series of enhance m e nts to its industry-leading IMS Xpo n e nt pre s c ription tra c k-
ing solution in the U.S. t h at will help pharm a ce u t i cal companies improve the effe ct i veness of their field sales-

fo rce s.X po n e nt now offers expanded tra c king capabilities for the long-te rm ca re channel,
s pe c i a l ty retail prod u ct s, and Pu e rto Ri co. One of the industry’s most co m p l e te pre s c ri p-
tion serv i ce s, X po n e nt covers more than 70% of all pre s c riptions in the U.S., and uses a
p ate nted pro j e ction method o l ogy to re p re s e nt 100% cove rage of all pre s c ription act i v i ty.

“As the pharm a ce u t i cal market co ntinues to be come more spe c i a l i ze d, we are
enhancing the depth and breadth of Xpo n e nt, our co re sales management pre s c ri p t i o n
s o l u t i o n ,” s ays Hossam Sa d e k , IMS group dire ctor of marke t i n g.“ No other co m p a ny ca n
o f fer such a co m p re h e n s i ve view of U.S. p re s c ription dynamics at the te rri to ry and pre-
s c ri ber leve l , giving our clients a co m pe t i t i ve adva ntage in dire cting their salesfo rce
e f fo rts for maximum re s u l t s.”

Th rough Xpo n e nt Spe c i a l ty Re t a i l ,c l i e nts can be t ter gauge pre s c ription activities fo r
p rod u cts with limited retail ava i l a b i l i ty, such as HIV dru g s, a nt i p s ychotic tre at m e nt s, a n d
b l ood disorder dru g s.Spe c i a l i ty prod u cts such as these re p re s e nt about $19 billion in annu-
al pharm a ce u t i cal sales and 11% of the total U.S.m a rke t.With 24% growth in the 12-mont h
pe ri od ending Ja n u a ry 2002,s pe c i a l ty prod u cts are growing faster than the total U.S.m a rke t.

X po n e nt Pu e rto Ri co covers all classes of trade for pre s c ription sales in this U.S. te rri-
to ry, which re p re s e nts about $1 billion in annual pharm a ce u t i cal reve n u e.With Xpo n e nt
Lo n g - Te rm Ca re, IMS can provide pharm a ce u t i cal companies with detailed pre s c ri p t i o n
i n s i g hts for the faste s t - g rowing non-retail segment of U.S. p h a rm a ce u t i cal sales. In 2001,
l o n g - te rm ca re sales rose 25.3%,a c co u nting for a 3.3% market share.

“Tod ay, one in eight Am e ri cans is 65 years old or older and consumes 30% of pre s c ri p-
tion medicat i o n s,”M r. Sadek co m m e nt s.“ Evolving demog raphics and the shift of pat i e nt s
with chronic and co m p l ex diseases from hospitals to the home,h ave sparked tre m e n d o u s
g rowth in the long-te rm ca re segment and among spe c i a l ty drugs within the retail secto r.”

Physicians Wo rl d
E X PANDS 
DIVISION 

Thomson Physicians Wo rld has expanded its
Adva n ced He a l t h Ma rket St rategies (AHS) division in
re s ponse to the educational needs of evolving and
e m e rging markets and is tailoring its co re medica l
e d u cation prog rams to meet the unique learn i n g
needs of pro fessionals re s ponsible for balancing the
demands of pat i e nt ca re and budgetary co n s t ra i nt s.

“ He a l t h ca re marke ters who seek to educate their
c u s tomers must re cog n i ze the ra m i f i cations of
issues within emerging marke t s,”s ays John Cl ay,g e n-
e ral manager for AHS. “AHS is we l l - poised to help
m a rke ters successfully co m pe te.”

AHS has assembled an ex pe ri e n ced team with a
p roven track re co rd in info rm ational pat h ways fo r
s pe c i a l ty marke t s, including managed,l o n g - te rm ,a n d
t ransitional ca re mod e l s ;h o s p i t a l s ;e m p l oyer gro u p s ;
and gove rn m e nt healthca re segment s.

Using their ex pe ri e n ce, AHS exe c u t i ves can bre a k
d own co m m u n i cation bottlenecks to disseminate
i m po rt a nt co n cepts about new therapies in ways
p hysicians and other healthca re providers can under-
s t a n d.The group plans prog rams for phys i c i a n s, p h a r-
m a c i s t s,nurse pra ct i t i o n e r s,p hysician assistant s,h o s p i-
tal staff, and economic decision make r s.

“As the pharmaceutical market
continues to become more
specialized, we are enhancing
the depth and breadth of
Xponent, our core sales
management prescription
solution,” says Hossam Sadek,
IMS group director of marketing.
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Ca rdinal Health and
i n Ch o rd joint l y

launch RXPEDITE 
i n Ch o rd Co m m u n i cations Inc. , one of the larg e s t

i n d e pe n d e nt co m m u n i cation companies in the wo rl d,
has joined fo rces with the sales and marketing serv i ce s
division of Ca rdinal Health Inc. , a leading provider of
p rod u cts and serv i ces to the healthca re industry, to
o f fer sales and marketing prog rams to pharm a ce u t i ca l

and biote c h n o l ogy client s.
The part n e r s h i p, kn own as
R x pe d i te, p rovides an innova-
t i ve solution for co m p a n i e s
t h at may not have substant i a l
sales and marke t i n g
re s o u rces to dedicate to their
p rod u ct s.

Th rough Rxpe d i te, Ca rd i-
nal Health is providing sales-
fo rce serv i ces while inCh o rd
is providing marketing co m-
m u n i cations via its seve n
s pe c i a l ty co m m u n i cat i o n
co m p a n i e s. In addition,
when client needs dict ate a
b roader co m m e rcial solu-
t i o n ,Ca rdinal Health can pro-
vide prod u ct deve l o p m e nt,
m a n u f a ct u ri n g, p a c ka g i n g,
and distribution serv i ce s.

“Many pharmaceutical
companies have prod u ct s

with tremendous sales po te ntial but do not have
a d e q u ate re s o u rces to co m m e rc i a l i ze and marke t
t h e m ,”s ays Ge o rge Gl atc z , senior VP of client inte g ra-
tion serv i ces at inCh o rd.“This strategic alliance with
Ca rdinal Health gives those companies access to all
of the serv i ces they need without incurring the time
and ex pense to build them inte rn a l l y.”

Al l i a n ce Ph a rm a ce u t i cal Co rp. is the first client to
t a ke adva ntage of this part n e r s h i p. Al l i a n ce has
retained Ca rdinal Health and inCh o rd to prov i d e
sales and marketing serv i ces for Imav i s t, an ultra-
sound imaging agent that is ex pe cted to launch in
the second quarter 2002, pending FDA approva l .

“We’re ve ry pleased to be wo rking with Al l i a n ce
and inCh o rd to bring Imavist to marke t,” s ays Do n
We t h e rh o l d,p re s i d e nt of the sales and marketing ser-
v i ces division of Ca rdinal He a l t h . “Th rough Rxpe d i te,
Al l i a n ce and other companies like it can co n ce nt rate
their effo rts on prod u ct deve l o p m e nt and other co re
co m pe te n c i e s, while being suppo rted by an estab-
lished team of ex pe rts who can help them manage
the sales,d i s t ri b u t i o n ,and marketing co m po n e nt s.”

i n Ch o rd is providing a broad range of marke t i n g
s e rv i ces for Imavist through its consulting co m p a ny,
C H S ; its adve rtising agency, Ge r b i g, Sn e l l / We i s h e i m e r;
its inte ra ct i ve marketing co m p a ny, Blue Di e s e l ; i t s
d ata management and analytics co m p a ny, He a l t h
Process Ma n a g e m e nt ;and its medical education firm ,
S . G . Ma d i s o n .

ARIS GLO BA L,St a m fo rd, Co n n . , co m b i n e s

Cl i n a ri u m’s ex pe ri e n ce developing inte g rat-

ed elect ronic R&D and pharm a cov i g i l a n ce

s ys te m s,with the pro fessional co n s u l t i n g

and serv i ces arm of Sye nt i s, to provide an

i nte g rated solution for custo m e r s. For more

i n fo rm at i o n , visit ari s g l o b a l . co m .

CARDINAL HEALTH INC., Du b l i n , Oh i o, is a

leading provider of prod u cts and serv i ce s

s u p po rting the healthca re industry. Fo r

m o re info rm at i o n , visit ca rd i n a l . co m .

CATA LYST CO M M U N I CATIONS INC.,

South Pl a i n f i e l d, N . J . , is an indepe n d e nt

h e a l t h ca re marketing serv i ces agency.

ETRIALS INC., Re s e a rch Triangle Pa rk ,N . C . ,

o f fers efficient data management prod-

u cts and serv i ces to pharm a ce u t i cal and

b i o te c h n o l ogy companies for co l l e ct i n g,

m o n i to ri n g, and assessing quant i t at i ve

and qualitat i ve study dat a . For more info r-

m at i o n , visit etri a l s. co m .

FOOD AND DRUG ADMINISTRAT I O N,

Roc k v i l l e, Md. ; the FDA’s mission is to pro-

m o te and pro te ct the public health by

helping safe and effe ct i ve prod u cts re a c h

the market in a timely way,and monito ri n g

p rod u cts for co ntinued safe ty after they are

in use.For more info rm at i o n , visit fd a . g ov.

FW PHARMA SYS T E M S, with U.S.o f f i ces in

Ma l ve rn ,Pa . , and San Mate o, Ca l i f. , is an

i n d e pe n d e nt,global co m p a ny dedicated to

p roviding business solutions to the clinica l

re s e a rch secto r.For more info rm at i o n ,v i s i t

f w p h a rm a . co m .

GIANT CREAT I V E / S T RATEGY LLC,Sa n

Fra n c i s co, is a newly fo rmed bra n d i n g,

a dve rt i s i n g, and co m m u n i cations agency

for the healthca re industry.The We b s i te

s oon will be available at giant s f. co m .

IMS HEALT H, Fa i rf i e l d, Co n n . , is a leading

p rovider of info rm ation solutions to the

p h a rm a ce u t i cal and healthca re industri e s.

For more info rm at i o n , visit imshealth.co m .

INCHORD CO M M U N I CATIONS INC. ,

Co l u m b u s, Oh i o, is a global group of co m-

m u n i cation companies providing cus-

to m i zed marketing solutions with a single

po i nt of acco u nt a b i l i ty. For more info rm a-

t i o n , visit inchord. co m .

INTELLISPHERE LLC, Pl a i n s bo ro, N . J . ,

p u b l i s h e s MD net guide as well as eight

additional healthca re re s o u rces that 

i nte g rate pri nt and online media to

rev i ew, d e s c ri be, and compile re s o u rces 

for the particular spe c i a l ty addressed by

the publicat i o n . For more info rm at i o n ,v i s i t

m d n e tg u i d e, co m .

LIQUENT INC., Ph i l a d e l p h i a ,p rovides co n-

te nt assembly, p u b l i s h i n g, and re g u l ato ry

and inte l l e ctual pro pe rty info rm at i o n

solutions for the life - s c i e n ces industry. Fo r

m o re info rm at i o n , visit liquent. co m .

P E R E L LO & CO.,New Yo rk , a spo rts 

m a rketing firm spe c i a l i zes in prov i d i n g

s po rts marketing solutions to the industry.

P H A R M ACOPY INC.,Ya rd l ey,Pa . ,is a p h a rm a-

ce u t i cal marketing co m p a ny specializing in

p at i e nt educat i o n ,p u l l - t h rough prog ra m s,

and sales training mate ri a l s.For more info r-

m at i o n ,visit pharm a co py. co m .

THOMSON PHYSICIANS WO R L D, Se ca u-

c u s, N . J . , is a full-serv i ce provider of 

m e d i cal education and co m m u n i cat i o n s

p rog ra m s. For more info rm at i o n ,v i s i t

p hys i c i a n s wo rl d. co m .

T U F TS CENTER FOR THE STUDY OF

D RUG DEV E LO P M E N T, Bo s to n , is affiliat-

ed with Tu fts Un i ve r s i ty.Tu fts is the lead-

ing indepe n d e nt source for info rm at i o n

a bout the efficiency and prod u ct i v i ty of

the re s e a rch-based drug industry and the

i m p a ct of gove rn m e nt initiat i ves on the

d ru g - d eve l o p m e nt proce s s. For more

i n fo rm at i o n , visit tuft s. e d u / m e d / c s d d.

VOX MEDICA INC., Ph i l a d e l p h i a , is a pri-

vately held, h e a l t h ca re co m m u n i cat i o n s

g ro u p, p roviding pro m o t i o n a l ,i n fo rm a-

t i o n a l ,e d u cat i o n a l , and strategic co m m u-

n i cations consulting serv i ce s. For more

i n fo rm at i o n , visit pat i e nt m at te r s. co m .

WEST PHARMAC E U T I CAL SERVICES INC.,

L i o nv i l l e,Pa . , is a global drug delive ry 

te c h n o l ogy co m p a ny that applies mate ri a l s

s c i e n ce,fo rm u l ation re s e a rc h ,and 

m a n u f a ct u ring innovation to adva n ce the

q u a l i ty,t h e ra peutic va l u e,s pe e d,and marke t

ava i l a b i l i ty of healthca re prod u ct s.For more

i n fo rm at i o n ,visit we s t p h a rm a . co m .

Follow up

According to Don We t h e r h o l d ,
president of the sales and
marketing services division 
of Cardinal Health, Rxpedite
allows companies to
concentrate on their core
c o m p e t e n c i e s .


