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

PPD LAU N C H E S
N EW

M E D I CA L - D EV I C E
D I V I S I O N

P P DI n c. has launched PPD
Me d i cal Dev i ce, a division of
PPD Deve l o p m e nt. The new
unit provides serv i ces to the
m e d i ca l - d ev i ce industry with
ex pe ri e n ce i n d e ve l o p i n g
s te nt s, d ev i ce s, and therapies in
the areas of inte rve nt i o n a l ca r-
d i o l ogy, e n d ova s c u l a r, n e u ro l o-
gy, and ort h o pedic disord e r s, a s
well as wound ca re.

The unit provides a full
range of clinica l - t rial serv i ces to
m e d i ca l - d ev i ce co m p a n i e s,
including a number of the lead-
ing ca rd i ovascular dev i ce man-
u f a ct u rers and pharm a ce u t i ca l
companies developing adjunc-
t i ve thera p i e s.

Se rv i ces include study design and re g u l ato ry
consulting by the PPD staff, who have a co m b i n e d
ex pe ri e n ce of more than 30 years in FDA dev i ce
submission rev i ew, global trial management, d at a
m a n a g e m e nt, b i o s t at i s t i c s, and doc u m e nt deve l-
o p m e nt.

“The rate of innovation in the medica l - d ev i ce
a rena holds substantial oppo rtunities for business
g row t h ,”s ays Fred Es h e l m a n ,CEO of PPD.“Our launch
of PPD Me d i cal Dev i ce enhances our ability to
s t rengthen and expand our franchise in this impo r-
t a nt marke t.”

The rate of innovation in the
medical-device arena holds
substantial opportunities for
business growth, says Fre d
E s h e l m a n .

Co r bett Ac cel 
FORMS NEW BUSINESS UNIT 

The new unit, Gu i d e n z , uses pro p ri e t a ry tools to optimize healthca re business 
i n fo rm atics to meet the co m pe t i t i ve inte l l i g e n ce needs of client s.

Co r bett Ac cel He a l t h ca re Gro u p, an Omnicom healthca re co m m u n i cat i o n s
co m p a ny, has fo rmed a new business unit, Gu i d e n z , to suppo rt the co m pe t i t i ve
i nte l l i g e n ce needs of its client s.

Guidenz is led by William Ma rov i t z ,Ph . D. ,exe c u t i ve VP and chief scientific and
te c h n o l ogy innovation officer at Co r bett Ac cel He a l t h ca re Gro u p.

Ac co rding to agency officials, Guidenz takes co m pe t i t i ve inte l l i g e n ce
beyond simple data co l l e ction and re po rting through the use of pro p ri e t a ry
tools to cre ate analytics that enable clients to be t ter co m pe te in their re s pe ct i ve
m a rke t s.

O n s i te Insite and Pu l s e Panels are two of the pro p ri e t a ry tools Guidenz has
d eve l o ped for client s. O n s i te Insite is an effe ct i ve way to prod u ce co m pe t i t i ve
i nte l l i g e n ce at medical meetings. Pu l s e Panels is an online, q u a nt i t at i ve marke t-
ing re s e a rch tool that enables clients to quickly va l i d ate their strategic and tact i-
cal initiat i ve s.

“Our industry is changing, and insightful companies view co m pe t i t i ve inte l-
l i g e n ce as a dri ver in business strate gy deve l o p m e nt,” s ays Scott Co t h e rm a n ,
CEO of Co r bett Ac cel He a l t h ca re Gro u p.“Guidenz provides clients with strate g i c
i n fo rm atics to be t ter position their brands in the face of gre ater co m pe t i t i o n .”

Our industry is changing, and
insightful companies view
competitive intelligence as a
driver in business strategy
d e v e l o p m e n t .

Cutting Edge Info rm ation 
ANNOUNCES 

N EW SERV I C E S
Cutting Edge Info rm ation (CEI) is offe ring new consulting and marke t i n g

a s s e s s m e nt serv i ce s. By focusing on improving ope rations and strate gy, t h e
s e rv i ces are designed to assist pharm a ce u t i cal co m p a ny exe c u t i ves with
their 2005 strategic prod u ct planning.

Ma ny prod u ct teams are underbudgeted and understaffe d, and they
m ay be focused on the wrong activities at the wrong time. C E I ’s new assess-
m e nt model allows companies to back up budget and staffing requests with
h a rd metrics and fact-based analys i s. Using data from other succe s s f u l
l a u n c h e s, CEI helps brand managers co nv i n ce key depart m e nts to prov i d e
the re s o u rces they need.

The firm’s pro p ri e t a ry pharm a ce u t i cal marketing launch model inco rpo-
rates info rm ation about budgets, h e a d co u nt s, re s o u rce allocat i o n , a ct i v i ty
l eve l s, s kill sets,and financial and nonfinancial re s u l t s.

Cutting Edge Information has
helped numerous clients
understand target marketing
budgets and re s o u rce 
allocation for successful 
p h a rmaceutical products, 
says Jason Richardson, 
P resident and CEO.

Cri te rium LAUNCHES 
N EW BRAND IDENTITY

Cri te rium Inc. has launched a new co rpo rate ident i ty that re p re s e nts a far-
reaching change in the way the co m p a ny thinks about business, the way it allo-
cates re s o u rce s, and the ways it co m m u n i cates to the wo rl d. In co n j u n ction with
its new bra n d, the co m p a ny has launched an upd ated We b s i te that makes a pe r-
sonal co n n e ction with visitors and clients through the int rod u ction of key te a m
m e m bers and the pivotal roles they play.The easy-to - n av i g ate site allows access to
Cri te ri u m’s full list of serv i ce s, c l i e nt s, t h e ra peutic ex pe ri e n ce, and co m p a ny news.

“Our new ident i ty re p re s e nts an expanded vision of how Cri te rium assists
c l i e nts in ways they’ve never imagined,” s ays John M. H u d a k , p re s i d e nt and
fo u n d e r.

C r i t e r i u m ’s rebranding is 
m o re than a management 
t h e o ry or cosmetic change 
to our logo, Website, and 
collateral; it is a new chapter
in Criterium’s life cycle.
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I nte g ri u m
E X PANDS 

EAST COAST 
P R E S E N C E

Integrium, a contract
research organization, has
o pened an ope rations office in
Be d m i n s te r, N . J . This ex p a n d s
Integrium’s infrastructure to
manage clinica l - t rial pro j e ct s
for biopharm a ce u t i cal co m p a-
nies and re f l e cts a co nt i n u e d
co m m i t m e nt to re s po n s i ve
c l i e nt serv i ce.

The office is headed by Ines
Al te m o s e, I nte g ri u m’s senior
d i re ctor of clinical ope rat i o n s.
M s. Al temose has more than
17 years of ex pe ri e n ce i nc l i n i-
cal re s e a rc h , including signifi-
cant managerial experience
leading staff in executing clini-
ca l - t rial pro j e ct s.

Th e Be d m i n s te r o f f i ce
co m p l e m e nts the ope rat i o n s
staff based in the Tu s t i n , Ca l i f. ,

h e a d q u a rte r s.

I look forw a rd to building
a strong team in the 
New Jersey office —
which will be comple-
m e n t a ry to our existing
operations — and to 
integrating this into a
seamless service 
o ffering to our clients,
says Ines Altemose.

A GUIDE TO A C H I EVING REIMB U R S E M E N T — A guide for all pro fe s s i o n a l s

i nvo l ved in the lice n s i n g, m a rke t i n g, or co m m e rc i a l i z ation of a prod u ct within the U.S.

h e a l t h ca re sys te m . Published by Drug & M a rket Dev e l o p m e n t Pu b l i cat i o n s and wri t ten by

Bo s ton He a l t h ca re As s oc i ates Inc. , it offers answers to the basic questions of why, h ow, a n d

when co m p a ny exe c u t i ves should look at re i m b u r s e m e nt during prod u ct deve l o p m e nt. I n

a d d i t i o n , the book highlights re ce nt amendments to legislation that have significa nt l y

i m p a cted the industry. For more info rm at i o n ,visit dru g a n d m a rke t. co m .

A GUIDE TO EUROPEAN UNION PHARMA C E U T I C AL REGULA T I O N S — A guide fo r

a nyone engaged in marketing human medicinal prod u cts within the ever-changing Eu ro pe a n

Union (EU). The guide was wri t ten by Go rdon Bl a c kwell and published by Drug & M a rke t

Deve l o p m e n t Pu b l i cat i o n s . The guide rev i ews the national and pan-Eu ro pean re g u l ato ry

mechanisms within the Eu ro pean Un i o n ,as well as the processes for effe cting change. Fu rt h e r,

it descri bes the prevailing trends in the management of EU healthca re and the particular pro b-

lems facing the pharm a ce u t i cal secto r. For more info rm at i o n , visit dru g a n d m a rke t. co m .

A REFERENCE SOURCE FOR QU A L I T Y MANA G E M E N T — A book for anyone charg e d

with improving quality management and GMP co m p l i a n ce. The book was wri t ten by Ro be rt

A . Rhoades of The We i n be rg Group and published by F D An e ws. The book discusses how to

d evelop standard ope rating proce d u re s, h ow to ca p i t a l i ze on curre nt state - o f - t h e - a rt quality

a s s u ra n ce pra ct i ce s, and much more. For more info rm at i o n , visit fd a n ews. co m .

W H AT’S NEW ON T H E S H E LV E S

B&Y LAUNCHES 
N O N P ROFIT UNIT

B & Y Co m m u n i ca-
t i o n s, a public-re l at i o n s
f i rm serving co rpo rate
and nonprofit client s,h a s
launched the B&Y No n-
p rofit Di v i s i o n . The divi-
s i o n r e p re s e nt s a n
expansion of the firm’s
s e rv i ces within the phi-
l a nt h ropic are n a .

“ B & Y ex e c u t i ve s
understand that non-
p rofit org a n i z at i o n s, j u s t
l i k e o u r co rp o ra t e
c l i e nt s,h ave a mission to
fulfill and a business to
run,” says Susan W.
Yo u d ov i n , p re s i d e nt of
B & Y. “We wa nt to share our va l u e s, ex pe ri e n ce, a n d
Th i n king Pa rtner serv i ce - fo rm at approach to help
these org a n i z at i o n s’re p re s e nt at i ves tell their sto ry in
ways that help achieve their goals.”

The B&Y No n p rofit Division suppo rts the non-
p rofit sector with strategic co m m u n i cat i o n s, co u n-
seling and planning, reputation management,
media re l at i o n s, c risis co m m u n i cat i o n s, and publicity
for eve nts and serv i ce s.

B&Y executives understand that
n o n p rofit clients, just like our 
corporate clients, have a mission
to fulfill and a business to ru n .

Wi n d h over Info rm ation Ac q u i res 
MEDTECH INSIGHT 

Wi n d h over Info rm ation Inc. , a provider of info rm ation prod u cts and ser-
v i ces to senior exe c u t i ves in the pharm a ce u t i ca l ,b i o te c h n o l ogy, and med-
i cal dev i ce industri e s, has acquired Me d tech Insight LLC , a provider of busi-
ness info rm ation on new tre n d s, te c h n o l og i e s, and emerging companies in
the medical dev i ce industry. Wi n d h over Info rm ation publishes three jour-
n a l s, IN V I VO :The Business & Medicine Re po rt, S t a rt - U P: Wi n d h over's Rev i ew of
Em e rging Te c h n o l og i e s, and IN V I VO Eu ro pe R x, and has a large co n fe re n ce
and elect ronic prod u cts business, mainly targ e ted to biopharm a ce u t i ca l
exe c u t i ve s.

Me d tech Insight, in addition to publishing Me d tech Insight mont h l y
n ews l e t te r, hosts the popular Inve s t m e nt In Innovation (In3) medical dev i ce
co n fe re n ce series and has a large libra ry of syndicated market and te c h n o l o-
gy re po rts analyzing all aspe cts of the medical te c h n o l ogy marke t p l a ce.
Tog e t h e r, s ay co m p a ny officials, Wi n d h over and Me d tech Insight cre ate a
co m p a ny unparalleled in its ability to offer business inte l l i g e n ce and insight
to the life - s c i e n ces industry.

Ac co rding to Sh a ron O'Re i l l y,p re s i d e nt and CEO of Me d tech Insight, j o i n-
ing fo rces with Wi n d h over further strengthens the co m p a ny’s position and
reach in the life - s c i e n ces industry.

“Together with Wi n d h ove r’s outstanding re p u t ation among senior exe c-
u t i ves of major healthca re and inve s t m e nt firm s, the move provides a plat-

fo rm for expansion of our co re co m pe tencies beyond medical dev i ces and into the pharma and biotech indus-
t ry,”she says.

For Wi n d h ove r, the addition of Me d tech Insight's po rt folio of leading prod u cts provides the oppo rt u n i ty to
both broaden and intensify its prod u ct line.

“The merger of the two companies allows for the launch of a host of new prod u cts focused on but not lim-
i ted to the medical dev i ce industry,”s ays David Ca s s a k , managing partner of Wi n d h ove r.

The merger of the two 
companies will allow for the
launch of a host of new 
p roducts focused on but not
limited to the medical-device
i n d u s t ry, says David Cassak,
Managing Partner of 
Wi n d h o v e r.
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B&Y CO M M U N I CAT I O N S, Mo ntc l a i r, N . J ,i s

a public-re l ations firm providing counsel to

c l i e nts in pharm a ce u t i ca l s, m e d i cal 

te c h n o l ogy, h e a l t h - re l ated educat i o n ,

wo m e n’s initiat i ve s, the nonprofit secto r,

and other are a s. For more info rm at i o n ,v i s i t

byco m m u n i cat i o n s. co m .

CO R B E TT ACCEL HEALT H CARE GRO U P,

New Yo rk , is a healthca re co m m u n i cat i o n s

co m p a ny and a member of the Omnico m

Group Inc. , a leading global marketing and 

co rpo rate co m m u n i cations co m p a ny. Fo r

m o re info rm at i o n , visit co r be t t a c ce l . co m .

C RTIERIUM INC., Sa ratoga Sp ri n g s, New

Yo rk , is a global te c h n o l ogy-based co nt ra ct

re s e a rch org a n i z ation that provides 

i n n ovat i ve clinical re s e a rch solutions to the

b i o p h a rm a ce u t i ca l ,p h a rm a ce u t i ca l ,

m e d i ca l - d ev i ce, and CRO industri e s. Fo r

m o re info rm at i o n , visit cri te ri u m i n c. co m .

C U TTING EDGE INFORMAT I O N, Du rh a m ,

N . C . , is a pharm a ce u t i cal business 

i nte l l i g e n ce firm specializing in marke t i n g,

s pe n d i n g, and re s o u rce allocat i o n ;s a l e s fo rce

o p t i m i z ation and management ;t h o u g ht - l e a d e r

p rog ram deve l o p m e nt ;p h a rm a ce u t i cal 

co m m e rc i a l i z at i o n ; and business deve l o p m e nt,

a l l i a n ce, and lice n s i n g. For more info rm at i o n ,

visit cuttingedgeinfo. co m .

I N T E G RATED CLINICAL TRIAL SERV I C E S,

Ra l e i g h ,N . C . , is a full-serv i ce pat i e nt - re c ru i t m e nt

f i rm that provides clinica l - t rial spo n s o r s,

C RO s, and site netwo rks with a co m p re h e n s i ve

re s o u rce for pat i e nt accrual ex pe rt i s e. For more

i n fo rm at i o n ,visit inte g rate d t ri a l s. co m .

I N T E G R I U M,Tu s t i n , Ca l i f. , is a co nt ra ct re s e a rc h

co m p a ny that offers a range of prod u ct

re s e a rc h ,d eve l o p m e nt, and co m m u n i cat i o n

s e rv i ces to clients in the biopharm a ce u t i cal and

m e d i ca l - d ev i ce industri e s.For more 

i n fo rm at i o n ,visit inte g ri u m . co m .

I N T RA L I N K S, New Yo rk , is a provider of digital

wo rk s p a ces that co n n e ct business 

communities and acce l e rates the inte l l i g e nt

f l ow of info rm ation and doc u m e nt s

among part i c i p a nt s. For more info rm at i o n ,

visit int ra l i n k s. co m .

THE MODEL AGREEMENT GROUP 

I N I T I AT I V E, New Yo rk ,has gat h e red 

together people from more than 100 

l i fe - s c i e n ces org a n i z ations to co l l a bo rate on

a flex i b l e, m u l t i p l e - c h o i ce agre e m e nt 

te m p l ate.For more info rm at i o n ,visit 

f i r s tc l i n i ca l . co m / m a g i .

PPD INC.,Wi l m i n g to n ,N . C . , is a global

p rovider of discove ry and deve l o p m e nt

s e rv i ces and prod u cts for pharm a ce u t i ca l ,

b i o te c h n o l ogy, and medica l - d ev i ce 

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

p pd i . co m .

W I N D OVER INFORMATION INC.,

No rwa l k ,Co n n . ,p rovides analysis and 

co m m e nt a ry on health ca re business 

s t rate gy,i n d u s t ry deal-maki n g, m a rke t p l a ce

t re n d s, and the wo rld of medical start - u p s.

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

Follow up

M AGI C R E ATED TO 
SPEED TRIALS 

The Model Ag re e m e nt Group Initiat i ve (MAG I ) , a life -
s c i e n ces assoc i at i o n , has re ce ntly been launched to
a c ce l e rate the clinica l - t rial site co nt ra cting proce s s.M AG I
m e m bership is open to all who share its goal of acce l e r-
ating clinical trials and speeding new medical prod u ct s
to marke t.The new group is using Int ra L i n k s’ online ser-
v i ce to facilitate deve l o p m e nt of standard site co nt ra ct s.
This standard i z ation is ex pe cted to shorten the co nt ra ct
n e g o t i ation process by at least two we e k s.

“Tod ay, the co nt ra ct approval process is ext re m e l y
tedious and slow be cause each sponsor uses a diffe re nt
co nt ra ct fo rm ,”s ays No rman Go l d f a r b,c h a i rman of MAG I
and CEO of First Cl i n i cal Re s e a rc h , a multispe c i a l ty clini-
ca l - re s e a rch site.“Cre ating a standard i zed co nt ra ct te m-
p l ate will dra m at i cally cut the time and cost assoc i ate d
with getting clinical trials starte d.”

M AGI has tapped people from more than 100 life - s c i-
e n ces org a n i z at i o n s, including Du ke Cl i n i cal Re s e a rc h
I n s t i t u te, I CON Cl i n i cal Re s e a rc h , I m Clone Sys te m s, I S I S
Ph a rm a ce u t i ca l s,Qu i ntiles Tra n s n at i o n a l ,St a n fo rd Un i ve r s i ty,and the Ve te ra n’s Ad m i n-
i s t ration to co l l a bo rate on a flex i b l e, “m u l t i p l e - c h o i ce” a g re e m e nt te m p l ate. M AG I
m e m bers will be able to distri b u te, exc h a n g e, and track info rm ation online with
g re ater efficiency and ease.

“M AGI significa ntly minimizes the time it takes to bring effo rts to fru i t i o n ,w h i l e
m e m bers ex pe ri e n ce first-hand the value of being part of the clinical co m m u n i ty,”s ays
Ri c h a rd Je n ki n s,g e n e ral manager for life sciences at Int ra L i n k s.

C reating a standard i z e d
contract template will
dramatically cut the time
and cost associated 
with getting clinical 
trials started, says 
N o rman Goldfarb. 

I nte g rated Cl i n i cal Trial Se rv i ce s
ANNOUNCES INTEGRATED 

S U P P O RT SERV I C E
I nte g rated Cl i n i cal Trial Se rv i ces (ICTS )

has initiated a new serv i ce that offe r s
e n h a n ced info rm ation flow from the
i nve s t i g ational site. Th i s, in turn , o f fe r s
i nve s t i g ators study suppo rt to ident i f y
po te ntial pat i e nts in pra ct i ce and to deve l-
op outreach awa re n e s s, which will
i n c rease new pat i e nt flow and pro s pe ct i ve
s t u dy vo l u nte e r s.

The suppo rt serv i ce is designed to
m i n i m i ze time and effo rt in clinica l - t ri a l
e n ro l l m e nt, while maximizing the use of
all clinical re s o u rce s.

“Wh at makes the Inte g rated Su p po rt
s e rv i ce unique is that we use study coo r-
d i n ators and re g i s te red nurses to pe rfo rm
our in-site and co m m u n i ty - o u t re a c h
f u n ct i o n s, p roviding true peer co m m u n i-
cations with study coo rd i n ato r s,”s ays To m
St u rg i s, p re s i d e nt of ICTS . “This invo l ve-
m e nt allows the site’s study coo rd i n ato r s
to focus more on the details of the pro to-
co l ,t h e re by enhancing pat i e nt part i c i p a-
tion and flow thro u g h .”

“ With less than 10% of a study 
c o o rd i n a t o r ’s time spent on
p a t i e n t - re c ruitment activities, 
Integrated Support offers sponsors
an efficient and aff o rdable way to
enhance the essential activities
that a coordinator must perf o rm 
for the success of every 
trial,” says Tom Sturgis. 
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