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E - M E D I A
NEW ELECTRONIC AND 
WEB-BASED APPLICATIONS, 
SITES, AND TECHNOLOGIES 

E - Doc Co m p l i a n ce for the Ora c l e
p l at fo rm , re ce ntly launched by
Qu m a s, is a re a dy - to - va l i d ate, We b -
based application that manages the
full life cycle of re g u l ato ry - co nt ro l l e d
d oc u m e nt ation without the need
for custo m i z at i o n . The applicat i o n
manages the full life cycle of re g u l a-
to ry co nt rolled doc u m e nt ation in
co m p l i a n ce with FDA (including 21
CFR Pa rt 11), E M E A , I S O, and other
i nte rn ational re g u l at i o n s.

E - Doc Co m p l i a n ce inco rpo rates the latest We b
te c h n o l ogy, including J2EE, to facilitate the elect ro n i c

Thomson Ce nte r Watch and NCERx Se rv i ce 
Provides C L I N I CAL-TRIAL INVITAT I O N S to

Re s e a rch Vo l u nteers 

Thomson Ce nte r Watch and NCERx have established the Vo l u nteers Di re ct
Ne two rk , a co l l a bo rat i ve Inte rnet-based serv i ce for pat i e nts inte re s ted in par-
t i c i p ating in clinical re s e a rch studies.The serv i ce, vo l u nte e r s d i re ct. n e t, re a c h e s
a large and highly motivated group of pat i e nts with targ e ted inv i t ations fo r
them to part i c i p ate in disease-specific clinical tri a l s.The new serv i ce also assists

c l i n i ca l - re s e a rch pro fessionals in augmenting their subject re c ru i t m e nt effo rt s.
“ Loo king at the evolution of the biote c h n o l ogy and pharm a ce u t i ca l
i n d u s t ry over the next five ye a r s,we see the rate of discove ry acce l e rat i n g

the need for ever more targ e ted ca n d i d ates for trials of incre a s i n g l y
s pe c i a l i zed co m pounds and chemical ent i t i e s,” s ays Colin Lu ca s - Mu d d,
p re s i d e nt and CEO of NCERx. “We are delighted to be co l l a bo rat i n g
with Ce nte r Watc h , the clinica l - t rial market leader.The Vo l u nteers Di re ct

Ne two rk is a first step in a co l l a bo ration that addresses clinica l - t rial re c ru i t m e nt needs
in this dynamic re s e a rch env i ro n m e nt.”

The Vo l u nteers Di re ct Ne two rk provides access to Ce nte r Watch clinical trial listings on the NCERx life s ty l e
and healthca re netwo rk . Cu rre nt l y, the NCERx netwo rk re ce i ves more than 10 million monthly visitors seeki n g
h e a l t h - s pecific info rm at i o n .The pro p ri e t a ry NCERx plat fo rm includes pro toco l - s pecific filtrat i o n ,m e s s a g i n g,a n d
online screening co m po n e nt s. Re s e a rch spo n s o r s, C RO s, and inve s t i g at i ve sites can use this large and grow i n g
n e two rk to dire ct pro s pe ct i ve vo l u nteers to newly initiated and ongoing clinical trial descriptions maint a i n e d
by Ce nte r Watc h . Use of the Vo l u nteers Di re ct Ne two rk is available exc l u s i vely to clinical re s e a rch pro fe s s i o n a l s
t h rough Ce nte r Watc h .

ro u t i n g, rev i ew, a p p rova l , a n d
a rc h i val of re g u l ato ry doc u m e nt s.
The application inte g rates with ex i s t-
ing te c h n o l ogy infra s t ru ct u res and
the ent i re suite of Qumas Ente rp ri s e
Co m p l i a n ce Ma n a g e m e nt solutions.
E - Doc Co m p l i a n ce fe at u res full
a d m i n i s t rat i ve funct i o n a l i ty, a n
e n h a n ced audit tra i l , and  cri t i ca l
co m p l i a n ce management fe at u re s.

In addition, the co m p a ny has
released Qumas Visa to help pharm a-

ce u t i ca l , m e d i ca l - d ev i ce, and biote c h n o l ogy co rpo ra-
tions comply with the latest inte rn ational re g u l at i o n s.

Qumas Int rod u ces Life - S c i e n ces Re po s i to ry - Ne u t ral 
COMPLIANCE SOLU T I O N

Me d Manage/MD Co n s u l t
Pa rtnership HELPS 

P H A R M AC E U T I CAL 
C U S TO M E R S

With Dru g - Sample Prog ra m

Me d Manage Sys tems and MD Consult have
p a rt n e red to link physicians and pharm a ce u t i ca l
companies using MedManage’s eMedSample
Online Drug Sampling Pl at fo rm . MD Consult is
expanding its physician serv i ces by providing its co m-
m u n i ty of 285,000 physicians and other healthca re
p ro fessionals with easy, online access to pre s c ri p t i o n
d rug samples and re l ated info rm ation powe red by

Me d Ma n a g e. Based on the options
defined by pharm a ce u t i cal co m p a-
n i e s, qualifying physicians are able
to request and obtain spe c i f i e d
q u a ntities of samples for delive ry
via mail, by pharm a ce u t i cal re p re-
s e nt at i ve s, or by downloading sam-
ple vo u c h e r s.

MD Consult subscri bers have
co m p l i m e nt a ry access to the Me d-
Manage eMe d Sample Pl at fo rm
t h rough MD Co n s u l t’s Cl i n i ca l
Kn owledge Sys te m , an inte g rate d
family of online medical info rm a-
tion serv i ce s. Mo re than 1,000
h e a l t h ca re org a n i z ations and more
than 90% of No rth Am e ri can med-
i cal schools license the serv i ce.

The solution includes phys i c i a n
t a rgeting and re c ru i t m e nt serv i ce s,
a l te rn at i ve drug sampling sys te m s,
and marketing info rm atics serv i ce s.
The solution ca p t u res data on the
f re q u e n cy and manner in which
p hysicians use the plat fo rm , as we l l
as promotional re s ponse analytics
and ROI analys e s.

Bill Haines, VP 
of product 
development and
marketing for MD
Consult, says busy
physicians now
have easier access
to the drug
information and
samples they want.

“Looking at the evolution of
the biotechnology and
pharmaceutical industry over
the next five years, we see 
the rate of discovery
accelerating the need for ever
more targeted candidates for
trials of increasingly
specialized compounds and
chemical entities,” says 
Colin Lucas-Mudd.

First Consulting Gro u p’s FIRSTDOC MEDINFO STREAMLINES
LIFE-SCIENCES CO M PA N I E S’ R E S P O N S E S

to Prod u ct - Re l ated Inquiri e s
First Consulting Gro u p’s Fi r s t Doc Me d I n fo ce nt ra l i zes and streamlines the cri t i cal task of re s ponding to prod-

u ct - re l ated inquiries for life - s c i e n ces and biopharm a ce u t i cal co m p a n i e s.Fi r s t Doc Me d I n fo provides an end-to - e n d
c u s tomer re l ationship management answer to manual processes of medical info rm ation serv i ces depart m e nt s.

Fi r s t Doc Me d I n fo inte g rates the co m p a ny’s domain kn owledge with the te c h n o l ogies of Si e bel and Doc u-
m e nt u m , leaders in call ce nter and co nte nt management. Me d i ca l - i n fo rm ation serv i ces depart m e nts can ca p t u re
i n q u i ri e s, build re s po n s e s, and distri b u te them efficient l y, while complying with fe d e ral and global re g u l ato ry
re q u i re m e nt s. The prod u ct’s fe at u res include quick auto m atic re s ponse ident i f i cation and assembly based on
i n q u i ry info rm ation and seamless auto m atic distribution of the re s ponse via e-mail, f a x , or mail; re fe re n ce manage-
m e nt that links standard re s ponses to inte rnal study re po rts and/or exte rnal journal art i c l e s ; wo rk f l ow that auto-
m ates the rev i ew and approval proce s s ; on-demand and scheduled management re po rt i n g ;a u to m atic assign-
m e nt based on wo rkload within the medical info rm ation serv i ces depart m e nt and triaging of adverse eve nts to
p h a rm a cov i g i l a n ce ;optional healthca re pro fessional self-serv i ce We b s i te ;and online help and end-user tra i n i n g.

The application 

manages the full l i fe

cycle of re g u l ato ry 

co nt rolled 

d oc u m e nt ation in

co m p l i a n ce with 

FDA re g u l at i o n s.
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Thomson PDR has ente red into agre e m e nt s
with four leading global pharm a ce u t i cal co m p a-
nies to manage its prod u ct labeling submissions
with the Web-based PDRxpress sys te m . La u n c h e d
in June 2002, P D R x p ress pe rmits online submission
and management of official drug prod u ct labe l i n g
t h at PDR co l l e ct s, m a i nt a i n s, and disseminates in
both pri nt and elect ronic fo rm at s.

When pharm a ce u t i cal manufact u rers elect ro n i-
cally submit new prod u ct labeling and labe l i n g
u pd ates using PDRxpre s s, the info rm ation is re fo r-
m at ted ex a ctly as it will appear in PDR and po s ted on
a secure We b s i te for the manufact u re r’s rev i ew and
final approva l .The approved ent ries are then ava i l a b l e
for elect ronic distribution via pd r.net and PDR on CD-
RO M .Pri nted versions of the ent ries will appear in the
annual edition of PDR and its supplement s.

p l e te histo ry of changes in their
l a be l i n g.”

P D R x p ress also is designed
to acco m m od ate re ce ntly pro-
posed amendments to the re g-
u l ations gove rning the fo rm at in
which pharm a ce u t i cal co m p a-
nies submit prod u ct labeling to
the Food and Drug Ad m i n i s t ra-
t i o n . Under the amended re g u-
l at i o n s, e l e ct ronic copies of the
l a beling in PDF fo rm at must
a c co m p a ny new drug applica-
t i o n s, b i o l og i cal license applica-
t i o n s, a b b rev i ated new dru g
a p p l i cat i o n s, s u p p l e m e nt s, a n d
annual re po rt s.

Q U OVADX TOOLSET 
Helps Companies 

Cut Deve l o p m e nt Cyc l e s,
I n c rease Prod u ct i v i ty, a n d

El i m i n ate Erro r s

Qu ovadx Inc. has int rod u ced its Life Science s
Ad a p t i ve Fra m ewo rk ,which can help pharm a ce u t i ca l
o rg a n i z ations to shorten deve l o p m e nt cyc l e s, q u i c kl y
re s pond to new business re q u i re m e nt s, comply with
g ove rn m e nt mandate s, and leve rage and exte n d
existing sys te m s. The fra m ewo rk is a set of re u s a b l e
i nte ro pe rable co m po n e nts that co m p l e m e nt its busi-
ness process management and inte g ration plat fo rm ,
QDX Pl at fo rm V. This flexible approach is ex pe cted to
result in faster time-to - m a rket as well as re d u ced tra i n-
ing time, s u p po rt co s t s,and like l i h ood of erro r.

“The proven co m po n e nts that co m p rise our
f ra m ewo rk deliver tangible bo t tom-line re s u l t s,
including improved process co m p l i a n ce and doc u-
mentation, expedited task completion, and
i n c reased staff prod u ct i v i ty,” s ays Dr. Ken Ma c ra e,
senior VP and chief medical officer at Qu ova d x .

The Life Sciences Ad a p t i ve Fra m ewo rk consists of
a suite of co re co m po n e nts that org a n i z ations ca n
reuse to get up and running quickl y, e n h a n c i n g
re t u rn on te c h n o l ogy inve s t m e nt. For ex a m p l e, ro l e -
based access co nt rol ensures securi ty by prov i d i n g
a c cess to specific sys tems and data based on an indi-
v i d u a l’s ro l e.Gove rn m e nt mandated fe at u res suppo rt
21 CFR Pa rt 11 and HIPAA co m p l i a n ce. Pe r s o n a l i ze d
and dy n a m i cally upd ated action and to-do lists,
based on auto m ated standard ope rating proce d u re s,
e n s u re processes are co m p l e ted acco rding to org a-
n i z ational guidelines. Au to m ated esca l ation prov i d e s
f u n ct i o n a l i ty to keep pro j e cts on track and eliminate
ro a d b l ocks that can impede completion through a
s u c cession of customizable alert s, re m i n d e r s, a n d
a ction ste p s.

P D R x p ress also is a key element in a pape rl e s s
l a beling sys tem that Thomson PDR has pro posed at
the request of a special task fo rce within Ph a rm a-
ce u t i cal Re s e a rch and Ma n u f a ct u rers of Am e ri ca .
The sys tem is designed to elect ro n i cally deliver the
most curre nt drug labeling to eve ry dispensing site
in the Un i ted St ates and its te rri to ri e s. Fo l l owing an
alpha test in 2002,Thomson He a l t h ca re emerged as
one of two finalists to establish such a sys te m .

“ Ul t i m ately PDRxpress will provide an end-to -
end XML-based solution for the elect ronic manage-
m e nt and delive ry of the latest pre s c ribing info rm a-
tion to healthca re pro fe s s i o n a l s,”s ays Mu kesh Me ht a ,
VP for Thomson PDR. “ Ph a rm a ce u t i cal co m p a n i e s
will upload their labeling doc u m e nts in XML. P D R x-
p ress will maintain an arc h i ve of each doc u m e nt and
p rovide each part i c i p ating co m p a ny with a co m-

Major Ph a rm a ce u t i cal Companies Adopt Thomson PDR 
W E B - BASED INFORMATION MANAGEMENT SYSTEM FOR LA B E L I N G

FIRST CO N S U LTING GROUP INC., Lo n g

Be a c h , Ca l i f. , is a leading provider of 

co n s u l t i n g, te c h n o l ogy, applied re s e a rc h ,

I T, and business-process outsourcing 

s e rv i ces for healthca re, p h a rm a ce u t i ca l ,

and other life - s c i e n ces org a n i z at i o n s

t h roughout No rth Am e ri ca , Eu ro pe, a n d

As i a .For more info rm at i o n , visit fc g. co m .

MD CO N S U LT, St. Lo u i s, helps phys i c i a n s

a n s wer clinical questions and stay abre a s t

of re ce nt deve l o p m e nts online. MD 

Consult is a part of health science 

p u b l i s h e r, El s ev i e r. For more info rm at i o n ,

visit mdco n s u l t. co m .

M E D M A N AGE SYSTEMS INC., Bo t h e l l ,

Wa s h . ,o f fers co m p re h e n s i ve pre s c ri p t i o n

d rug-sampling solutions for the 

p h a rm a ce u t i cal industry. For more 

i n fo rm at i o n ,v i s i t

m e d m a n a g e s ys te m s. co m .

N C E RX LLC, Oce a n s i d e, Ca l i f. , is a 

h e a l t h ca re info rm ation te c h n o l ogy 

co m p a ny providing a unified solution fo r

c l i n i ca l - t rial re c ru i t m e nt, consumer 

m e s s a g i n g, and market re s e a rch needs to

the pharm a ce u t i cal and biote c h n o l ogy

s e cto r. For more info rm at i o n ,v i s i t

n ce rx . co m .

Q U M A S, Fl o rham Pa rk ,N . J . , and Co rk ,

I re l a n d, d eve l o p s, m a rke t s, and suppo rts a

s u i te of inte g rated co m p l i a n ce 

m a n a g e m e nt prod u cts designed to help

l i fe - s c i e n ces companies ensure re g u l ato ry

co m p l i a n ce. For more info rm at i o n ,v i s i t

q u m a s. co m .

Q U OVADX INC., En g l ewood, Co l o. ,p rov i d e s

e n d - to-end business infra s t ru ct u re softwa re

and serv i ce s, including co n s u l t i n g,

t ra n s a ction hosting, and ope rations 

m a n a g e m e nt for business-cri t i cal 

a p p l i cat i o n s. For more info rm at i o n ,v i s i t

q u ova d x . co m .

THOMSON CENTERWATC H, Bo s to n ,a 

business unit of The Thomson Co rp. , is a

publishing and info rm ation serv i ces 

co m p a ny that provides business 

j o u rn a l i s m , re fe re n ce dat a b a s e s, a c c re d i te d

t raining manuals,o riginal re s e a rch 

and analys i s, and market inte l l i g e n ce 

s e rv i ces to assist org a n i z ations 

in managing and implementing 

c l i n i cal re s e a rch strategies and 

o pe rational initiat i ve s. For more 

i n fo rm at i o n ,visit ce nte rwatc h . co m .

THOMSON PDR, St a m fo rd, Co n n . ,p a rt of

The Thomson Co rp. , publishes The 

Phys i c i a n s’ Desk Re fe re n ce, as well as 

s eve ral other annual titles and offers 

n u m e rous pro fessional educational 

p rog ram sponsorship oppo rtunities 

to the pharm a ce u t i cal industry. For more

i n fo rm at i o n , visit thomson.co m .

Mukesh Mehta says
PDRxpress provides an
end-to-end XML-based
solution for the 
electronic management
and delivery of the 
latest prescribing 
information to healthcare
p r o f e s s i o n a l s .

Follow up


