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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 

Docto r s + Designers has changed its co m p a ny
name to He a l t h Ed to re f l e ct a change in business
s t rate gy focusing on developing pat i e nt - ce nte re d
health education prog ra m s.

“With nonco m p l i a n ce costing the pharm a ce u t i-
cal industry $15 billion to $20 billion each ye a r,
a c co rding to the National Ph a rm a ce u t i cal Co u n c i l ,
the need for pat i e nt - ce nte red health education is
m o re impo rt a nt now than eve r,” s ays Roy Bro a d foo t,
p re s i d e nt and CEO of He a l t h Ed.“To address this enor-
mous co m m u n i cation gap be tween doctors and
p at i e nts we’ve cre ated a new cate g o ry called ‘ Ed u ca-
tional Ma rke t i n g.’ Our new name now appro p ri ate l y
re f l e cts our ex pe rtise in the field of educational mar-
keting and our re d e d i cated effo rts to help our phar-
m a ce u t i cal clients develop effe ct i ve pat i e nt - ce n-
te red health education tools that improve pat i e nt
a d h e re n ce and pe r s i s te n cy,and helps clients re a l i ze a
d i re ct benefit to their re t u rn on inve s t m e nt.”

He a l t h Ed re ce ntly has taken a more act i ve role in
meeting the needs of the pharm a ce u t i cal industry by
helping them be t ter understand the problem of low
health lite ra cy and how it affe cts pat i e nt co m p l i a n ce.

“As an industry, we need to smarten up a bit and
think about the effe ct i veness of the mate rials we put
out there and begin to re cog n i ze that 90% of the so-
called health education mate rial curre ntly prod u ce d
m ay be irre l eva nt or inappro p ri ate,” s ays Joseph Lo f-
t u s, He a l t h Ed’s VP of sales and marke t i n g. “We kn ow
e d u cated pat i e nts are be t ter pat i e nt s, and effe ct i ve
p at i e nt education can make the diffe re n ce be twe e n
a bra n d’s stagnation and succe s s.”

Some of the co re prod-
u cts and serv i ces offe red by
He a l t h Ed include: p at i e nt -
ce nte red health educat i o n
p rog ra m s,p ro fessional edu-
cation prog ra m s, p hys i c i a n -
s u p po rt prog ra m s, p at i e nt
co m p l i a n ce and pe r s i s te n-
cy prog ra m s, e-health pro-
g ra m s, and database mar-
keting prog ra m s.

“Cri t i cal to the success of
a ny health education and
co m p l i a n ce prog ram is the
a p p l i cation of proven health
l i te ra cy principles in the
design and execution of
c u s to m i zed educat i o n a l
too l s,” s ays Ste p h a n i e
Ma z ze o - Ca p u to, He a l t h Ed’s
VP of health educat i o n .“Th i s
e n co u rages pat i e nts to take
a more act i ve role in their
h e a l t h ca re.”

With the re b randing of
the co m p a ny, a new We b-
site, www.healthed.com,
was cre ated to offer useful
i n fo rm ation on the late s t
re s e a rc h , t re n d s, and best pra ct i ces in the field of
p at i e nt and pro fessional health education pro-
g ra m s.

Docto r s + Designers Be comes H E A LT H E D
New name re f l e cts change in business strate gy to more closely focus ex pe rtise on deve l o p i n g

p at i e nt - ce nte red health education prog ra m s

“With noncompliance
costing the
pharmaceutical industry
$15 billion to $20 billion
each year, the need for
patient-centered health
education is more
important now than ever.
To address the enormous
communication gap
between doctors and
patients we’ve created a
new category called
‘Educational Marketing,’”
says Roy Broadfoot.

Grey He a l t h ca re
Launches 

CO N S U LTING AND
B RANDING GRO U P

Grey He a l t h ca re Group Inc. has int ro-
d u ced Brand Ca re, a strategic bra n d i n g
and consulting group focused on global
b ra n d i n g, po rt fo l i o, l i fe cyc l e, and co rpo-
rate strate gy, as well as naming and log o
d eve l o p m e nt for pharm a ce u t i cal prod-
u ct s. The team uses quant i t at i ve and
q u a l i t at i ve re s e a rc h , c u s tomer insight s,
and proven principles from co n s u m e r
m a rketing to acce l e rate and re i nv i g o rate
b rand sales. Brand Ca re has tools to help
c l i e nts fo rm u l ate clinical plans and opti-
m i ze labe l i n g,and develop course co rre c-
tion plans for prod u cts that have s t a l l e d.

One of Brand Ca re’s prod u cts is a
po l i t i cal marketing model that give s
pharmaceutical companies specific

tools to unseat “i n c u m be nt” p rod u cts by taki n g
a dva ntage of all windows of oppo rt u n i ty, m a ki n g
a p p ro p ri ate course co rre ctions as the ca m p a i g n
u n fo l d s, and by act i vely engineering prod u ct suc-
cess step by ste p.

Brand Ca re takes a pre d i ct i ve look at a prod u ct or
po rt fo l i o. Based on these analys e s, the group helps
c l i e nts org a n i ze prod u cts in a more marketable and
p rofitable way throughout their life cyc l e s.

“ Fewer bloc kb u s te r s, i n c reased co m pe t i t i o n , a n d
m o re mergers mean that pharm a ce u t i cal co m p a n i e s
m ay have new co m pe t i t i ve or disparate prod u ct lines,”
s ays Ci n dy Ma c h l e s, p re s i d e nt of Brand Ca re.“Ma ki n g
the ri g ht decisions about how to market and finance
those prod u cts is cri t i cal to a co m p a ny’s succe s s.”

Cindy Machles heads up
Grey Healthcare’s new
strategic branding and
consulting group — 
Brand Care.

I n s i g ht Inte ra ct i ve Group has launched Kn ow l-
edge Re po rting Se rv i ce s, a pro p ri e t a ry analysis ser-
v i ce that allows marketing and brand managers to
gauge the impact their online marketing effo rts are
h aving on a targ e ted audience. Although prev i o u s l y
available to Insight Inte ra ct i ve client s, this is the first
time KRS is available as an unbundled serv i ce.

I n s i g ht Inte ra ct i ve wo rks with a client to define a
co re set of analysis po i nts and analyzes them on a
regular basis, re po rting how the campaign is pe r-
fo rm i n g, co m p l e te with re l eva nt industry be n c h-
m a rks and co m pe t i t i ve act i v i t i e s.

“ Brand managers are fru s t rated with curre nt Inte r-
net statistics be cause there is no co n n e ction to busi-
ness strate gy, too much dat a , and not enough va l u-
able info rm at i o n ,” s ays Lee Mi kl e s, I n s i g ht Inte ra ct i ve’s
chief innovation office r. “In addition, it is difficult fo r
them to co n s o l i d ate all the data coming from va ri o u s
s o u rces in diffe re nt fo rm ats into a meaningful re po rt.”

H i s to ri ca l l y, companies use a co m b i n ation of

b randed and unbranded We b s i te s, banner and po p
up ads, d i re ct e-mail, and search engine ra n kings to
get their message acro s s. It is difficult, h oweve r, fo r
b rand managers to tell if these strategies are wo rk-
i n g. A 2001 survey revealed that 77% of brand man-
agers re po rted dissat i s f a ction with how they we re
m e a s u ring the success of their online act i v i t i e s.

The KRS sys tem can let a client kn ow on a re a l -
t i m e, m o nt h - to - m o nth basis, if specific online mar-
keting object i ves are being met. One of KRS’s fe a-
t u res is the ability to let a co m p a ny kn ow which
s e a rch wo rds caused the most valuable inte ra ct i o n s.

“ Ef fe ct i ve online marketing is about quality of
leads and access to a target audience, not mass
q u a nt i ty of hits,”M r. Mi kles says.“Wh at is really cri t i ca l
is for the brand manager to have the ability to under-
stand the impact of the ent i re inte ra ct i ve ca m p a i g n ,
re g a rdless of the outlet, and find co n n e ctions acro s s
these diffe re nt sources that strengthen the online
m a rketing message.”

I n s i g ht Inte ra ct i ve Helps Gauge Impact of
ONLINE MARKETING AC T I V I TY AND RO I
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El e ct ronic 
Cl i n i ca l - Trial Leaders 

ETRIALS AND
A RACCEL TO JOIN

F O RCES 
In a move that will bring together two leaders in

the elect ronic clinica l - t rial marke t, e t rials Inc. a n d
Ara c cel Co rp. h ave agreed to a merg e r. The new
co m p a ny will ope rate under the name etrials Wo rl d-
wide Inc. Fred Na ze m , c h a i rman of Ara c ce l , w i l l
assume the role of exe c u t i ve chairman of the co m-
bined ent i t i e s, while John Cl i n e, fo rmer pre s i d e nt of
e t ri a l s,will take the CEO ro l e.The merger was ex pe ct-
ed to take place on or be fo re Nov. 3 0 ,2 0 0 2 , pe n d i n g
s h a reholder approva l .

The two companies will join fo rces to furt h e r
d evelop and market co m p re h e n s i ve e-clinical te c h-
n o l ogy and serv i ce capabilities for the ent i re clinica l -
t rial process undert a ken by 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. The merg e d
companies will be we l l - positioned to take the leader-
ship position in a market that is ex pe cted to more
than double by 2004.

Pa per-based processes and sys tems are used in
m o re than 90% of all clinical tri a l s. Efficiencies and
co s t - s avings from managing clinica l - t rial data elec-
t ro n i cally and the need for pharm a ce u t i ca l ,b i o te c h ,
and medica l - d ev i ce companies to more ra p i d l y
d evelop their new prod u ct pipelines are fo rc i n g
re s e a rch org a n i z ations to rethink their use of pape r -
based trial proce s s e s. As a re s u l t, the elect ronic clini-
cal trial te c h n o l ogy market is ex pe cted to ex p l od e
d u ring the next three ye a r s.

e t rials Wo rl dwide will be able to provide an inte-
g rated plat fo rm of e-clinical te c h n o l ogies from elec-
t ronic pat i e nt diaries (EPD) to EDC to the backe n d
O racle-based clinical database management sys-
te m .The combined and enhanced prod u ct lines will
a l l ow the co m p a ny to co m pe te for a market 5 to 10
times larger than EDC/EPD alone.

“ It had be come clear to eve ry body in the industry
t h at the timing was ri g ht for an aggre s s i ve, s t rate g i c
i n i t i at i ve to ca p i t a l i ze on an enormous market oppo r-
t u n i ty,”M r.Cline co m m e nt s.“This merger provides etri-
als customers an immediate base of ope rations in
Eu ro pe, and Ara c cel customers with additional key
p rod u cts and te c h n o l og i e s.We be l i eve this merger is
the log i cal next step towa rd our long-held goal of
building a truly gre at co m p a ny that can lead the mar-
ket in end-to-end e-clinical solutions for clinical tri a l s.
e t rials Wo rl dwide will co ntinue to look for oppo rt u n i-
ties to build or acquire te c h n o l ogy that will stre n g t h-
en its market-leading e-clinical solutions plat fo rm .”

“This deal makes sense at eve ry leve l ,”M r. Na ze m
s ays.“The curre nt market among EDC/EPD ve n d o r s
is highly fra g m e nted with no companies offe ring a
f a s t, ro b u s t, and co m p l e tely inte g rated e-clinica l
s o l u t i o n . This merger instantly places our new co m-
p a ny as a clear market leader.”

The newly fo rmed biod i s t ribution division of
Ph a rm a ce u t i cal Profiles will serve the growing ra d i o-
p h a rm a ce u t i cals market by building on the co m p a-
ny’s established ex pe ri e n ce in the area of gamma
scintigraphy. Radiopharmaceuticals
a re used in diagnostic imaging and
t h e ra peutic applications in nuclear
m e d i c i n e, and biod i s t ribution inve s t i-
g ations dete rmine the safe ty and
e f fe ct i veness of ra d i o p h a rm a ce u t i ca l s
in Phase I/IIa clinical tri a l s.

“These serv i ces and facilities have
been established by Ph a rm a ce u t i ca l
Profiles to provide rapid initiation and
completion of co m p re h e n s i ve biod i s-
t ribution studies, ex pediting the earl y
c l i n i cal deve l o p m e nt of ra d i o p h a rm a-
ce u t i ca l s,” s ays Dr. Dennis He l l e r, VP of
biodistribution business develop-
m e nt for Ph a rm a ce u t i cal Pro f i l e s.

The co m p a ny can co n d u ct stud-
ies at a cGMP facility for manufact u r-
ing ra d i o l a beled dosage fo rms that
s pe c i a l i zes in early-phase clinical stud-
ies with ra d i o l a beled pharm a ce u t i-
ca l s, and co n d u cts studies to cGCP
s t a n d a rd s.The co m p a ny’s biod i s t ri b u-
tion division has established proce-
d u res for subject re c ru i t m e nt and
s t u dy co n d u ct, i nte g rated QA study
a u d i t s,a highly trained team of pro fe s-
sionals ex pe ri e n ced in the handling of
ra d i o l a beled dosage fo rm s, and co m-

p re h e n s i ve clinical trials inco rpo rating key study
o b j e ct i ves into a single inte g rated study design.Th e
s e rv i ce also allows the inco rpo ration of co m m o n
s t u dy object i ves into a single co m p re h e n s i ve study,

in either normal healthy subjects or
p at i e nt po p u l at i o n s, to include: w h o l e
body imaging for dosimetry and effi-
ca cy; a s s e s s m e nt of subject safe ty; co l-
l e ction and analysis of exc reta for mass
b a l a n ce and metabolic pro f i l i n g ; a n d
b l ood co l l e ction for pharm a co ki n e t i c
and safe ty endpo i nt s.

Re ce ntly revised FDA guidelines
h ave sought to clarify and expand the
scope of early-phase clinical trials
re q u i red for new diagnostic agent s.
These regulations place increased
emphasis on the pharmacological
and tox i co l og i cal re s ponse of both the
radionuclide and the ligand (ca rri e r )
co m po n e nt s, in addition to the eva l u-
ation of the ra d i ation absorbed dose
and biod i s t ri b u t i o n .

“ De s p i te revisions to the FDA re g u-
l ations in this are a ,t h e re is much co n f u-
sion and unce rt a i nty within the design
of early-phase clinical tri a l s,” Dr. He l l e r
s ays. “Our ex pe ri e n ce during the past
s eve ral years in assisting clients with the
o p t i m i z ation of clinica l - t rial object i ve s,
to address the co n ce rns set fo rth by
re g u l ato ry agencies such as the FDA,
sets us apart from other ce nte r s.”

I nte rn ational PGR St u dy Group Fo rmed to
FOCUS ON DIABETES MANAG E M E N T

A group of inte rn ational diabe tes ex pe rts has
fo rmed the Inte rn ational PGR St u dy Group to prov i d e
n ew insights and re co m m e n d ations for the manage-
m e nt of diabe te s. The team of No rth Am e ri ca n , Eu ro-
pe a n , and Japanese specialists are focusing on the
e m e rg i n g,ove rl oo ked co n cept of prandial glucose re g-
u l ation as a key co m po n e nt of diabe tes management.

The three most common measure m e nts of
b l ood glucose are fasting-prandial glucose — the
m e a s u re m e nt of glucose in the blood 12 hours fo l-
l owing a meal; h e m oglobin A1c — the measure-
m e nt of the ave rage glucose co n ce nt ration in the
b l ood during a pe ri od of time, usually 3 months to 4
m o nt h s ; and po s t p randial glucose — the measure-
m e nt of glucose in the blood two hours fo l l owing a
m e a l . Prandial glucose re g u l ation is the act i ve co n-
t rol and management of that glucose co n ce nt rat i o n .

The group is advocating a fundamental change in
the diagnosis and tre at m e nt of diabe tes to re d u ce the
b u rden of ca rd i ovascular disease and other diabe te s -

re l ated co m p l i cat i o n s. The goal is to achieve pra n d i a l
g l u cose re g u l ation as part of the tra d i-
tional diabe tes management mix. Th e
g roup of physicians and scientists has
come together to further the under-
standing of PGR and its role in pre d i ct i n g
disease outco m e.

“The role of the Inte rn ational PGR
St u dy Group is quite simple,” s ays Pro-
fessor Antonio Ce ri e l l o, chair of inte rn a l
medicine at the Un i ve r s i ty of Ud i n e,
It a l y,and the group chair.“Ma ny pe o p l e
with diabe tes are dying from ca rd i o-
va s c u l a r - re l ated outco m e s. It’s clear
t h at traditional tre at m e nt appro a c h e s
need to be upd ated and PGR is the
n ext step in diabe tes management.”

The group is funded through an
u n re s t ri cted educational gra nt fro m
Novo No rd i s k .

Pharmaceutical Profiles’
biodistribution service
determines the safety 
and efficacy of radio-
pharmaceuticals in 
Phase I/IIa trials.

The role of the
International PGR Study
Group is to ensure that
healthcare professionals
around the world have the
most current information
and tools for treating 
d i a b e t e s .

Antonio Ceriello

Ph a rm a ce u t i cal Profiles is first CRO to offer a
TA I LOR-MADE BIODISTRIBUTION SERV I C E
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Michael S. Ja b bo u r, a
h e a l t h ca re industry ve te ra n
with more than 25 years of
ex pe ri e n ce, and fo rm e r
p re s i d e nt of Lewis Ga ce
Bozell He a l t h ca re Wo rl d-
w i d e, has established MSJ
He a l t h ca re Co n s u l t i n g.

Providing strategic and
c re at i ve insights and solu-
tions to adve rtising agen-
c i e s, p h a rm a ce u t i cal co m-

p a n i e s, and public-re l ations firm s, M r. Ja b bour func-
tions in a va ri e ty of ro l e s, including tro u b l e s h oo te r,
l e ct u re r, wo rkshop leader, f a c i l i t ato r, m e nto r, s t rate-
g i s t, and business deve l o p m e nt co n s u l t a nt.

M r. Ja b bour has ex pe ri e n ce in sales, sales man-
a g e m e nt, p rod u ct management, s t rategic plan-
n i n g, a dve rt i s i n g, public re l at i o n s, and new business
d eve l o p m e nt.

He has held senior positions on domestic and
i nte rn ational levels with in-depth ex pe ri e n ce in
po s i t i o n i n g, s t rate gy, c re at i ve, m a rke t i n g, a n d
b ra n d i n g.

A RACCEL CO R P., Ho r s h a m , Pa . ,p rov i d e s

va l i d ate d, i n n ovat i ve, and proven e-clinica l

solutions that ca p t u re, m a i nt a i n ,a n a l y ze,

d i s t ri b u te, m a n a g e, and re po rt clinica l - t ri a l

d at a ,t h e re by ex pediting the clinica l - t ri a l

p roce s s. For more info rm at i o n , visit 

a ra c ce l . co m .

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

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

c l i e nts efficient dat a - m a n a g e m e nt prod-

u cts and serv i ces for co l l e ct i n g, m o n i to r-

i n g, and assessing quant i t at i ve and quali-

t at i ve study dat a . For more info rm at i o n ,

visit etri a l s. co m .

THE FOOD AND DRUG ADMINISTRA-

T I O N, Roc k v i l l e, Md. ,p ro m o tes and pro-

te cts the public health by helping safe and

e f fe ct i ve prod u cts reach the market in a

timely way, and monitors prod u cts fo r

co ntinued safe ty after they are in use. Fo r

m o re info rm at i o n , visit fd a . g ov.

G R EY HEALT H CARE GROUP INC., New

Yo rk ,p rovides serv i ces in suppo rt of bra n d

a c ce l e rat i o n , including insight - d ri ve n

b rand strate gy and bra n d i n g, a dve rt i s i n g,

po rt folio and franchise marke t i n g, d at a -

based re l ationship marke t i n g, m e d i ca l

e d u cat i o n , public re l at i o n s,Web initiat i ve s,

and meeting and symposia management.

For more info rm at i o n , visit ghgro u p. co m .

H E A LT H E D,We s t f i e l d, N . J . , is a pat i e nt -

e d u cation agency focusing on deve l o p i n g

p at i e nt - ce nte red health education pro-

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

h e a l t h e d. co m .

INSIGHT INTERACTIVE GRO U P, Ph i l a d e l-

p h i a , is an inte ra ct i ve marketing agency

t h at strate g i cally builds brand loya l ty with

m e a s u red re s u l t s. For more info rm at i o n ,

visit insight - i nte ra ct i ve. co m .

THE INTERNATIONAL PGR STUDY

G RO U P, a virtual org a n i z ation with global

re p re s e nt at i o n , is co m m i t ted to prod u c i n g

ev i d e n ce-based re co m m e n d ations fo r

i nte g rating prandial glucose re g u l at i o n

i nto the management of diabe te s. Fo r

m o re info rm at i o n , visit novo n o rd i s k . co m .

MSJ HEALT H CARE CO N S U LT I N G, Bo s to n ,

p rovides strategic and cre at i ve insight s

and solutions to adve rtising agencies,

p h a rm a ce u t i cal co m p a n i e s, and public-

re l ations firm s. For more info rm at i o n ,e -

mail msjabbo u r @ ya h oo. co m .

THE PHARMAC E U T I CAL RESEARC H

AND MANUFACTURERS OF AMERICA,

Wa s h i n g to n , D. C . , re p re s e nts the co u nt ry’s

leading re s e a rch-based pharm a ce u t i ca l

and biote c h n o l ogy co m p a n i e s, which are

d evo ted to inve nting medicines that allow

p at i e nts to live longer, h e a l t h i e r, and more

p rod u ct i ve live s. For more info rm at i o n ,

visit phrm a . o rg.

P H A R M AC E U T I CAL PRO F I L E S,

Ru d d i n g to n ,U . K . , is a global earl y - p h a s e

d eve l o p m e nt co m p a ny.The co m p a ny’s

U . S .h e a d q u a rters are in Pri n ce to n ,N . J .

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

p h a rm p ro f i l e s. co. u k .

Follow up

Fo rmer Ag e n cy Head launches 
MSJ HEALT H CARE CO N S U LT I N G

Michael Jabbour
launches a consulting
company to provide
strategy and creative
insights and solutions.

FDA Co n s o l i d ates 
Rev i ew Re s po n s i b i l i t i e s
for New Ph a rm a ce u t i ca l s

The Food and Drug Ad m i n i s t ration has
co n s o l i d ated the re s po n s i b i l i ty for rev i ew-
ing new pharm a ce u t i cal prod u cts into its
Ce nter for Drug Eva l u ation and Re s e a rc h .
The wo rk previously was pe rfo rmed in part
by FDA’s Ce nter for Bi o l ogics Eva l u ation and
Re s e a rch and in part by CDER.

“ F D A’s drug and biolog i cal prod u ct
rev i ews have long been the gold standard
for the wo rl d,” s ays Dr. Le s ter M. Craw fo rd,
d e p u ty commissioner of the FDA.“ By ca re-
fully combining part of our pre s e nt biolog-
ics rev i ew ope ration re s ponsibilities with
our drug rev i ew ope rat i o n , FDA will be
optimally positioned to uphold that gold
s t a n d a rd by co ntinuing to rev i ew nove l
p h a rm a ce u t i cal prod u cts promptly and
ri g o rously in an acco u ntable and co n s i s-
te nt manner.”

The co n s o l i d ation will allow CBER to
co n ce nt rate its scientific ex pe rtise and
e f fo rt in the areas of vaccines and blood
s a fe ty, and co n ce nt rate its ex pe rtise on cut-
ting-edge biologic scientific are a s, such as
gene thera py and tissue tra n s p l a nt at i o n .

A wo rking gro u p, which will be chaire d
by Dr. Mu rray M. Lu m p ki n , senior assoc i ate
co m m i s s i o n e r, has been established to
d evelop an implement ation action plan
and time line for the co n s o l i d ation by Ja n-
u a ry. The action plan will address issues
re l ated to the prod u ct and process log i s t i c s
of the co n s o l i d at i o n .Cu rre nt FDA po l i cy on
g e n e ric biologics will not be affe cted by
this decision. In the inte ri m , the FDA adv i s-
es companies to co ntinue to wo rk with
CBER and CDER until the FDA issues furt h e r
g u i d a n ce on any change in ove r s i g ht
re s ponsibilities and pra ct i ce s.

The FDA’s decision was met with
a p p roval from the industry’s largest org a n i-
z at i o n .

“Biotechnology is playing an ever
i n c reasing role in the deve l o p m e nt of new
medicines by the pharm a ce u t i cal indus-
t ry,”s ays John T.Ke l l y,M . D. ,Ph . D. ,senior VP of
s c i e ntific and re g u l ato ry affairs at the Ph a r-
m 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 . “We applaud the FDA’s co m m i t-
m e nt to enhance the effe ct i veness and
e f f i c i e n cy of the rev i ew of thera peutic bio-
l og i c s. As always, Ph R M A’s prime co n ce rn is
getting safe, effective, and innovative
medicines to pat i e nts as quickly as po s s i-
b l e. PhRMA looks fo rwa rd to wo rking with
CDER in its augmented ro l e.”
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