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PHARMA TRAX
SALES, MARKETING,
AND R&D TRENDS AFFECTING
THE HEALTHCARE INDUSTRY 

Gove rn m e nt and
Consumer St u d i e s
CONFIRM VA LUE OF
D TC ADV E RTISING 

A Ce nter for Me d i ca re and Me d i caid Se rv i ce s
s t u dy shows that pre s c ription drug costs acco u nt fo r
only 10 ce nts of the nat i o n’s total healthca re dollar.
Other healthca re goods and serv i ces acco u nted fo r
n e a rly five times the increase in healthca re costs as
p re s c ription dru g s.

“We’re still seeing unsubstant i ated claims that
d rugs are making healthca re unaffo rd a b l e, but my
s o n’s 7th grade math class would conclude from the

CMS study that pre s c ri p-
tion drugs are a ve ry small
po rtion of total healthca re
co s t s,” s ays Rick Sm i t h ,
senior VP for po l i cy and
re s e a rch at The 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 (Ph R M A ) .“ It’s basic

a d d i t i o n , s u b t ra c-
t i o n , and division.
Pre s c ription dru g s
a re only 10 ce nt s
of the ove ra l l
h e a l t h ca re dollar.”

The new gove rn-
m e nt study shows that

Am e ri cans spe nt $141 bil-
lion on drugs in 2001, o u t
of $1.424 trillion on all
h e a l t h ca re — 9.9% of all
h e a l t h ca re spe n d i n g. Th e
study also shows that healthcare spending
i n c reased by $115 billion be tween 2000 and 2001.Of
t h at, only $19 billion was acco u nted for by drugs —
16.6% of the ove rall increase in healthca re co s t s.

PhRMA also has highlighted the results from two
studies measuring the impact of dire ct - to - co n s u m e r
( D TC) adve rtising on doctors and co n s u m e r s.Pre l i m-
i n a ry findings of a FDA survey co n f i rm that phys i-
cians consider DTC adve rtising to have a “po s i t i ve
public health funct i o n .”

In addition, a re ce nt National Consumer Le a g u e
s u rvey found that DTC adve rtising led consumers to
seek more info rm at i o n , raised awa reness about their

m e d i cal conditions or available tre at m e nt s, and led
them to visit their doctor to discuss diseases that
m i g ht otherwise go undiagnosed.

“Critics attack such ads for provo king pat i e nts to
ask their doctors for ex pe n s i ve drugs for which they
m ay not have a medical need,” s ays Linda Go l od n e r,
National Consumer League pre s i d e nt. “ But if these
ads are encouraging dialogue of any nature
be tween doctors and their pat i e nt s, this can hard l y
be a bad thing.”

Ma rket fo r
A LT E R N ATIVE DRU G
D E L I V E RY SYS T E M S
Will Reach $66 Billion 
by 2007

Adva n ced te c h n o l ogies that improve safe ty and
p rovide more co s t - e f fe ct i ve tre at m e nt options are
ex pe cted to pro pel growth for the alte rn at i ve dru g
d e l i ve ry sys tems (ADDS) m a rke t. Fro nt Line St rate g i c
Consulting Inc.’s re po rt,Al te rn a-
t i ve Drug De l i ve ry Sys te m s : A
St rategic Ma rket As s e s s m e nt,
p ro j e cts the wo rl dwide ADDS
m a rket will ex pe ri e n ce a 10%
overall compound annual
g rowth rate. O ral co nt ro l l e d -
release prod u cts are the larg e s t
m a rket segment with a 53%
m a rket share in 2002. The U.S.
m a rket share is at 56%, Eu ro pe
has 29% of the marke t, a n d
Japan has 9%.

“Trends in the ADDS marke t
will influence the strategies of
both existing companies and
n ew companies over the next
f i ve ye a r s,” s ays Molly Va rn a u,
d i re ctor of strategic market re po rts for Fro nt Line
St rategic Consulting Inc. “ New options will incre a s e
d rug thera py revenue and extend pate nt life of ce r-
tain thera p i e s. The change in aging demog ra p h i c s
will dri ve the demand for drugs that are often be s t
a d m i n i s te red via ADDS, such as drug tre at m e nt s
re q u i ring a co nt rolled administration rate over time.”

The factors driving the deve l o p m e nt of ADDS
include pat i e nt and healthca re provider inte re s t s,
d rug co m p a ny inte re s t s, and new market oppo rt u-
n i t i e s.

Seve ral factors are ex pe cted to cause the ADDS
cate g o ry to expand during the next five ye a r s. Th ey
include traditionally administe red drug delive ry limi-
t ations that are eliminated by ADDS, such as gas-
t ro i ntestinal digestion, which allows for slow, s u s-
tained drug re l e a s e.

Ce rtain re d u ction of side effe cts are at t a i n e d
be cause lower dosages are re q u i red to reach dru g
e f fe ct i ve n e s s ; ADDS also act loca l l y, reducing the
a m o u nt of drug diffused through the body.

Ove ra l l ,p hysicians re po rted that DTC adve r-

tising INCREASED PATIENT AWA R E N E S S o f

possible tre at m e nt s, i nvo l ve m e nt in their

h e a l t h ca re, co m p l i a n ce, and docto r - p at i e nt

i nte ra ct i o n .

Doctors be l i eve that PAT I E N TS UNDER-

S TA N D t h ey need to consult a healthca re

p ro fessional about appro p ri ate tre at m e nt :

82% of physicians be l i eve pat i e nts under-

stand ve ry well or somew h at that only a

d octor can decide if the drug is ri g ht for the

p at i e nt.

Of the 59% of doctors who re called be i n g

a s ked for a specific brand-name prod u ct,

O N LY HALF PRESCRIBED THE DRU G. An d

88% of the time pat i e nts asked about a dru g

by name, t h ey had the condition the dru g

t re at s.

So u rce : FDA Doctors Su rvey,Ja n u a ry 13, 2 0 0 3

P H YSICIAN SURV EY ON DTC

Mo re than half of adults who saw a DTC ad

we re M OT I VATED TO TAKE AC T I O N and of

t h o s e, most we re inte re s ted in finding out if

the medication could help themselves or a

family membe r.

Of adults who talked to or visited their docto r,

few (9%) had alre a dy decided they wa nte d

the medicat i o n , although 51% wa nted to

FIND OUT IF IT WAS RIGHT FOR T H E M.Mo s t

of the remaining wa nted to find out the be s t

way to tre at their co n d i t i o n .

So u rce : National Consumer League Su rvey, Ja n u a ry 9,

2 0 0 3

PATIENT SURV EY ON DTC

“ Trends in the ADDS
market will influence
the strategies of both
existing companies
and new companies
that emerge over the
next five years,”
Molly Varnau says.

“ I t ’s basic addition,
subtraction, and
division. Prescription
drugs are only 10
cents of the overall
healthcare dollar,
and it is ludicrous to
suggest that they’re
responsible for most
of the $115 billion
increase in
healthcare costs,”
Rick Smith says.
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A M E R I CANS HAV E
F EW CO N C E R N S Abo u t
How Ph a rm a ce u t i ca l
Companies Ma rket to
Docto r s

A Wall Street Journal O n l i n e / Ha rris Inte ra ct i ve
He a l t h ca re Poll shows that 67% of adult Am e ri ca n s
t rust their doctors to choose the best drugs fo r
t h e m , d e s p i te the influence that drug marke te r s
m ay have on their decision-maki n g. The poll wa s
co n d u cted online among a nationwide cross sec-
tion of 4,173 adults.

“In genera l , p at i e nts think their doctors make
g ood judgments about when to be l i eve or not to
be l i eve the drug co m p a n i e s,” s ays Humphrey Tay-
l o r, c h a i rman of The Ha rris Poll from Ha rris Inte ra c-
t i ve.“The public does not be l i eve that their phys i-
cians are manipulated by the pharm a ce u t i ca l
i n d u s t ry.”

MARKETING SPEND
TO INCREASE For New
Wave of Bl oc kb u s te r s

The next generation of pharm a ce u t i cal bloc k-
b u s ters will be backed by intense marketing spe n d-
ing and ex pe ri e n ced staffs in 2003, a c co rding to a

re ce nt s t u dy by Cutting Edge Info rm at i o n , a re s e a rc h
f i rm in Du rh a m , N . C . H i g h - i m p a ct prod u cts will
s pend upwa rd of $200 million for marketing act i v i-
ties — and top pharm a ce u t i cal companies are
ex pe cted to ramp up activities as a launch nears,
expanding co m m e rc i a l i z ation budgets by an ave r-
age of 34%.

“Th e re are many po te ntial bloc kb u s ters sitting in
p h a rm a ce u t i cal pipelines ri g ht now,” s ays Cu t t i n g
Edge Info rm at i o n’s Pre s i d e nt Jason Ri c h a rd s o n .

“The companies we’ve studied have been suc-
cessful launching bloc kb u s ters be cause they under-
stand how and when to spend their marketing dol-
l a r s.”

Bl oc kb u s ter drugs re q u i re seve ral hundred mil-
lion dollars in marketing budgets. Brand te a m s
s pend 46% of their total budgets during a prod u ct’s
l a u n c h , and some companies increase brand te a m
staffing by 100%.

Cutting Edge analysts say a host of new bloc k-
b u s ter hopefuls is ex pe cted to pro pel pharm a ce u t i-
cal companies to double-digit po te ntial earn i n g s
g row t h .

Companies Plan to
I m p l e m e nt 
Te c h n o l ogies to
I M P ROV E
R E G U LATO RY
P RO C E S S E S

CDC Solutions Ltd.’s Re g u l ato ry Su b m i s s i o n s
Trends Su rvey 2002, has found that life - s c i e n ce
companies of all kinds plan to increase their use of
re g u l ations submission softwa re. While only 7% of
global re g u l ato ry depart m e nts curre ntly are using a
p u rely elect ronic submissions sys te m , n e a rly 60% of
re s po n d e nts plan to increase their use of such soft-
wa re.

Within the next 12 mont h s, 19% of survey
re s po n d e nts say they plan to move to a full elec-
t ronic sys tem in 2003, while an additional 34% say
t h ey plan to make the change in more than 12
m o nt h s.

Mo re than half of re s po n d e nts (58%) ant i c i p ate
their use of re g u l ato ry submissions softwa re will
i n c re a s e, and survey re s po n d e nts identified proce s s
i m p rove m e nt and co m p l i a n ce with 21 CFR Pa rt 11,
the re g u l ations that address elect ronic submissions
of new drug applicat i o n s, as the gre atest benefits to
using re g u l ato ry publishing softwa re.

Ne a rly 50% of re s po n d e nts ant i c i p ate that their
use of outsource vendors as a whole will increase or
s t ay the same over the next ye a r. The majori ty of
re s po n d e nts indicate they are either co m p l i a nt with
21 CFR Pa rt 11 or are planning to be come co m p l i a nt.

But to be come co m p l i a nt, re s po n d e nts be l i eve
it will impact their co m p a ny’s pe o p l e,p roce s s e s,a n d
te c h n o l og i e s.

6 7 % of those surveyed say they trust their
d octors to decide on the best drugs to use,
2 3 % of those surveyed said their docto r
m ay be too influenced by the industry’s
m a rketing effo rt s
2 5 % said they think pharm a ce u t i cal co m p a-
nies are much too aggre s s i ve, 3 0 % said they
a re a little too aggre s s i ve in their marke t i n g
of drugs to docto r s, and 2 6 % of re s po n d e nt s
be l i eve drug marketing by pharm a ce u t i ca l
companies is acceptable and re a s o n a b l e
6 4 % of re s po n d e nts be l i eve that docto r s
should decide for themselves whether or
not to meet with pharm a ce u t i cal co m p a n i e s
to learn of the benefits of their dru g s, 2 1 %
p re fer their doctors to meet with them; a n d
8 % p re fer their doctors not meet with dru g
m a rke te r s
7 2 % said pharm a ce u t i cal companies should
be allowed to sponsor co ntinuing educat i o n
p rog rams that are designed to help them
d e s c ri be the benefits of their dru g s, 1 1 %
said they should not be allowe d, and 1 8 %
we re not sure

A M E R I CANS T RUST THEIR PHYS I C I A N S

T E C H N O LOGY USAG E
3 7 % of re s po n d e nts curre ntly are using a
p a per-based sys tem for submissions, 3 4 %
a re using a co m b i n ation of paper and
e l e ct ronic means 
ALMOST 60% plan to increase their use of
re g u l ato ry submissions softwa re 
When asked what they see as the benefit to
re g u l ato ry publishing softwa re,p roce s s
i m p rove m e nt ( 3 9 % ) and co m p l i a n ce with
21 CFR Pa rt 11 ( 3 4 % ) we re most ofte n
n o te d
MORE THAN 40% a re using a doc u m e nt
m a n a g e m e nt sys te m , and the majori ty of
those ( 6 0 % ) i n d i cated that they use
Doc u m e ntum as their DMS solution

O U TS O U RCING T R E N D S
Of the survey re s po n d e nt s, 1 4 % c u rre nt l y
use outsource vendors for submissions, ye t
o n e - fo u rth ( 2 5 % ) s ay they do not use
o u t s o u rce ve n d o r s
Cl i n i cal re s e a rch to p ped the list of areas that
a re outsourced ( 3 5 % )
ALMOST 50% of re s po n d e nts say their use
of outsource vendors as a whole will
i n c rease or stay the same

R E G U LATO RY T R E N D S
The majori ty of re s po n d e nts indicate they
a re either co m p l i a nt with 21 CFR Pa rt 11
( 1 1 % ) or are planning to be come co m p l i a nt
( 4 2 % )
To be come co m p l i a nt, re s po n d e nts be l i eve
it will impact their co m p a ny’s people ( 3 7 % ) ,
p rocesses ( 4 3 % ) , and te c h n o l ogies ( 4 2 % )
Companies we re asked about their plans to
m i g rate the submission process to the eCTD:
2 0 % of re s po n d e nts said they are unce rt a i n ,
1 2 % said they do not, and 3 5 % said they do
h ave plans to migrate to eCTD
MORE THAN ONE T H I R D( 3 4 % ) be l i eve the
eCTD will re q u i re a longer te rm change in
their submissions processes (within the next
18 mont h s )

CDC SOLUTIONS REPORT FINDINGS

El e ct ro n i c
6 . 7 %

No An s we r
2 1 . 9 %

Pa pe r - b a s e d
3 7 . 1 %

Bo t h
3 4 . 3 %

So u rce : CDC So l u t i o n s

W H AT KIND OF SYSTEM DO YOU USE FOR SUBMISSIONS?
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SERIOUS SHORT-
FALL IN B I OT E C H
M A N U FAC T U R I N G

Ca p a c i ty Ex pe cted 

The biote c h n o l ogy industry’s rapid growth rate
has affe cted the bioprocessing industry, a c co rding to
a re ce nt re po rt by Drug &
Ma rket Deve l o p m e nt Pu b l i-
cat i o n s. The growth of the
b i o te c h n o l ogy industry has
been paralleled by the
g rowth of the bioproce s s-
ing industry.The pre s s u re to
i n c rease efficiency, re d u ce
p rod u ction co s t s, a n d
s peed time to market is
being met with co nt ra ct
m a n u f a ct u rer ex p a n s i o n s,
m o re efficient ex p re s s i o n
s ys te m s, and dow n s t re a m
p roce s s i n g.

Drug & Ma rket Deve l-
o p m e nt’s re po rt, The Bi o-
p rocessing Industry, s ays
the wo rl dwide co nt ra ct
m a n u f a ct u ring market fo r
b i o p h a rm a ce u t i cals wa s
valued at $780 million in
1 9 9 8 .By 2000, it was pro j e cted to exceed $1.1 billion.

“Cu rre nt pro j e ct i o n s, based part i c u l a rly upon the
n u m ber of monoclonal ant i body prod u cts in the
p i pe l i n e, po i nt to a serious shortfall developing with-
in three ye a r s, e s pecially in mammalian cell culture,”
s ays the re po rt’s author, Al ex D. Ka n a re k , Ph . D. ,p re s i-
d e nt of Bi o - Deve l o p m e nt Consulting Se rv i ce s.

The re po rt finds that there is co n ce rn by co nt ra ct
m a n u f a ct u ring org a n i z ations that if their ex p a n s i o n s
a re too late they will be fo rcing clients to re co n s i d e r
c re ating or expanding their own facilities. Ac co rd i n g
to Dr. Ka n a re k , s eve ral manufact u rers alre a dy have
decided to go it alone,rather than rely upon the ava i l-
a b i l i ty of co nt ra ct ca p a c i ty.

Tu fts Pre d i ct s
INCREASED OTC
S W I TC H E S a n d
I m p rove m e nts in
Bi o tech Ma n u f a ct u ri n g

As pate nts ex p i re on existing medicines, d ru g
companies loo king to boost revenue will incre a s i n g-
ly find it at t ra ct i ve to switch drugs from pre s c ri p t i o n
to ove r - t h e - co u nter stat u s, a c co rding to the Tu ft s
Ce nter for the St u dy of Drug Deve l o p m e nt.

“With seve ral bloc kb u s ter pre s c ription drugs hav-

“Current projections,
based particularly
upon the number of
monoclonal antibody
products currently in
the clinical-trial
pipeline, point to a
serious shortfall
developing within
three years in manu-
facturing capacity, ”
says Alex D. Kanarek,
Ph.D. 

In 2002, the Food and Drug Ad m i n i s t rat i o n
(FDA) gra nted approval for 89 new medicines,
including 17 new molecular entities and 9 new
b i o l og i c s. An additional 172 new indications fo r
previously approved medicines also were
a p p roved by the FDA.

“The new tre at m e nts added to the nat i o n’s
medicine chest this year will save lives and
i m p rove the quality of life for individuals suffe r-
ing from diseases with a te rrible human cost to
p at i e nts and their families,” s ays Alan F. Ho l m e r,
p re s i d e nt of The 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 (Ph R M A ) .

In addition, a c co rding to the FDA, the num-
ber of po te ntial medicines ente ring clinical tri a l s
was 15% higher in 2001 (the latest available ye a r
for which these numbers are available) than the
p revious five ye a r s. The total number of clinica l
t rials of new medicines increased by more than
1,000 in the past 15 ye a r s.

De s p i te the increase in approved dru g s, t h e
FDA has announced a broad initiat i ve to help
m a ke innovat i ve medical te c h n o l ogies ava i l a b l e
s ooner and to re d u ce the costs of deve l o p i n g
those prod u ct s.This FDA-wide initiat i ve invo l ve s
all four of the FDA’s medical prod u ct rev i ew ce n-
te r s : d ru g s, b i o l og i c s, d ev i ce s, and ve te ri n a ry
m e d i c i n e.

In 2002,t h e re we re fewer marketing applica-
tions and longer total approval times in some
significant product areas. Approval times
i n c reased for pri o ri ty new molecular entities fo r
d rugs and for some biologic applications and
d e c reased for some standard drug and biolog i c
a p p l i cations and for significa nt new animal dru g
a p p l i cat i o n s.

“We noted a decline in prod u ct applicat i o n s
in some key are a s, which co nt ri b u ted to an
i n c rease in ave rage and median rev i ew times,”
s ays FDA Commissioner Ma rk B. Mc Cl e l l a n ,M . D. ,
Ph . D.“Th e re is some ev i d e n ce that this finding is
a result of te c h n o l ogy deve l o p m e nt be co m i n g
m o re costly and re o ri e nting to new areas as a
result of bre a k t h roughs in basic re s e a rc h . Th e s e
results call for decisive action now, so that the
t rends of the future are not towa rd fewer prod-
u cts with higher deve l o p m e nt co s t s.”

The agency plans, when po s s i b l e, to avo i d
multiple cycles of FDA rev i ew through earl y
co m m u n i cation and other ste p s. Also planned is
the adoption of a quality sys tems approach to
m e d i cal prod u ct rev i ews. In addition, the FDA
will clarify the re g u l ato ry pat h ways — pat h ways
ex pe cted to cut across the FDA’s prod u ct ce n-
ters — in three emerging areas of te c h n o l ogy:
cell and gene thera py, p h a rm a cog e n o m i c s, a n d
n ovel dru g - d e l i ve ry sys te m s.

I N D U S T RY SNAPSHOT

FDA Ap p roves 89 New Medicines in 2002

N EW MEDICINES AND INDICAT I O N S
A P P ROVED BY THE FDA IN 2002 INCLU D E :

• Four new medicines for H E A RT DISEASE.

• Fi ve new medicines for CA N C E R.

• Th ree new medicines to T R E AT INFECTIOUS
D I S E A S E S — one for hepatitis C, one fo r

h e p atitis B, and one for deadly fungal

i n fe ctions that attack people with we a ke n e d

immune sys te m s.

• A new medicine for pat i e nts with C H RO N I C
RENAL FA I LU R E to increase re m oval of fluid

f rom the blood s t ream during dialys i s.

• A medicine that re l i eves the debilitat i n g

s y m p toms of M I G RAINE HEADAC H E S.

• A new once-daily tablet that re l i eves the

s y m p toms of S C H I ZO P H R E N I A with few side

e f fe ct s.

• A new monoclonal ant i body that blocks a

p ro tein re s ponsible for the inflammation of

R H E U M ATOID ART H R I T I S.

• A new medicine that decreases the

f re q u e n cy of attacks in M U LTIPLE SCLERO S I S.

• Four new medicines for diseases that affe ct

c h i l d ren plus two vaccines to preve nt

CHILDHOOD DISEASES.

• A new medicine for I R R I TABLE BOW E L
S Y N D RO M E.

• A new I M AGING AG E N T to help in the

diagnosis of heart disease.

• A new medicine for CATA P L E XY, a

n e u ro l og i cal disorder assoc i ated with

n a rco l e p s y.

• A n ew drug for an INHERITED PROT E I N
D E F I C I E N C Y t h at leads to emphys e m a .

• The first in a new class of drugs called 

B O N E - F O R M ATION AG E N TS was approve d

for the tre at m e nt of oste o po ro s i s.

• A once-daily capsule for the tre at m e nt of

C H RO N I C ,M O D E RAT E - TO - S EVERE PA I N i n

p at i e nts who re q u i re co ntinuous thera py.

• A new tre at m e nt for MAJOR DEPRESSIVE
D I S O R D E R.

• A medicine previously approved for chro n i c

myeloid leukemia was approved to tre at

G A S T ROINTESTINAL STROMAL T U M O R.

• A medicine previously approved fo r

o s te o a rt h ritis and pain was approved fo r

R H E U M ATOID ART H R I T I S.

• A medicine previously approved fo r

s c h i zo p h renia was approved to REDUCE T H E
RISK OF SUICIDAL BEHAV I O R in pat i e nt s

with schizo p h re n i a .

So u rce :U . S . Food and Drug Ad m i n i s t rat i o n
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ing lost their pate nts in 2002, d rug spo n s o r s, t h i rd -
p a rty paye r s, and re g u l ato ry agencies will push to
s w i tch prod u cts from pre s c ription-only to OTC stat u s,
re t u rning to the higher levels of switches of the mid-
1 9 9 0 s,”s ays Tu fts Ce nter Di re ctor Kenneth I. Ka i t i n .

Ac co rding to the Tu fts Ce nte r, f i ve pre s c ri p t i o n
d rugs changed to ove r - t h e - co u nter status in the U.S.
in 1995.Th at dro p ped to ze ro in 1998 and has be e n
rising since.Last ye a r, four prod u cts made the switc h .

“With new medicines increasingly difficult to
d evelop — especially bloc kb u s ter drugs — mov i n g
p re s c ription drugs with re ce ntly ex p i red pate nts to
ove r - t h e - co u nter status has proven to be a va l u a b l e
a p p ro a c h ,” M r. Kaitin says.

P H YSICIANS WILL USE
F EWER BRA N D E D AC E
I n h i b i tors and Ca l c i u m
Channel Bl oc ke r s

A shift in pre s c ribing pat te rns for major ant i hy pe r-
te n s i ve drugs is possible in 2003, a c co rding to a study

by marke t R x .The po te ntial shift fo l l ows release of the
A L L H AT study, which showed low - cost thiazide
d i u retics to be generally as effe ct i ve in improv i n g
p at i e nt s’health as more ex pe n s i ve pre s c ription dru g s.

Physicians inte rv i ewed ex pe ct to decrease net use
of ACE inhibitors ove ra l l .Si m i l a rl y, p re s c riptions for ca l-
cium channel bloc kers could decline ove ra l l . In addi-
t i o n ,p hysicians plan increasingly to shift from bra n d-
ed agents to generi c s. These physicians ex pe ct the
pe rce ntage of their pat i e nts on generic ACE inhibito r s
and calcium channel bloc kers to jump this ye a r.

DISEASE MANAGEMENT PRO G RA M

ACC R E D I TATION WILL RISE, with 15 new

disease management firms likely to be

a c c re d i ted by the National Co m m i t tee on

Qu a l i ty As s u ra n ce in 2003, up from the 10

t h at we re first accre d i ted in 2002.

In the absence of fe d e ral pre s c ription dru g

l e g i s l at i o n ,i n i t i at i ves such as the E S TA B L I S H-

MENT OF MULT I - S TATE PURC H A S I N G

ENTITIES WILL EXPA N D, f rom 26 U.S. s t ate s

in 2002 to about 35 by the end of 2003.

In re s ponse to calls for re fo rm of the fo r - p ro f-

it pharm a cy benefits manager industry,

PBMS WILL FURTHER INTEGRATE T H E

COST AND CLINICAL ASPECTS OF T H E I R

BUSINESS AC T I V I T I E S.

S H O RT-TERM DELAYS IN BIOLO G I C S

LICENSE APPLICATION APPROVALS MIGHT

O CC U R as FDA rev i ew of thera peutic bio-

p h a rm a ce u t i cal prod u cts shifts from the

F D A’s Ce nter for Bi o l ogics Eva l u ation and

Re s e a rch to its Ce nter for Drug Eva l u at i o n

and Re s e a rch (CDER).

C D E R’S AU T H O R I TY OVER BIOPHARMA-

C E U T I CAL REV I EWS WILL INTENSIFY ex a m-

i n ation of the re g u l ato ry and legal fra m e-

wo rk surrounding generic biolog i c s. S c i e nt i f i c

a dva n ces assoc i ated with pro teomics might

be the key that unlocks the door to generi c

b i o p h a rm a ce u t i cal prod u ct s.

Assuming 70% of the prod u cts curre ntly in

Phase III study are succe s s f u l , CDER can ex pe ct

35 ADDITIONAL NEW APPLICATIONS DUR-

ING THE NEXT ONE TO THREE Y E A R S.

So u rce :Tu fts Ce nter for the St u dy of Drug Deve l o p m e nt

NEAR-TERM PHARMAC E U T I CAL 
I N D U S T RY T R E N D S

CDC SOLUTIONS LT D., Ch i p pe n h a m ,U . K . ,

with U.S. h e a d q u a rters in Co n s h o h oc ke n ,

Pa . , is a market leader in co m p l i a n ce -

re a dy, d oc u m e nt-based solutions to the

l i fe - s c i e n ce industri e s. For more

i n fo rm at i o n , visit cd c s o l u t i o n s. co m .

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

N . C . , is a business inte l l i g e n ce firm

p roviding pri m a ry and seco n d a ry re s e a rc h

re po rts on a wide range of business

s u b j e ct s. For more info rm at i o n ,v i s i t

c u t t i n g e d g e i n fo. co m .

D OW JONES & CO M PA N Y, New Yo rk ,

publishes The Wall St reet Jo u rnal Online,

the largest paid subscription news site on

the Web with more than 664,000

s u b s c ri be r s. For more info rm at i o n ,v i s i t

ws j. co m .

D RUG & MARKET DEV E LO P M E N T

P U B L I CAT I O N S, We s t bo ro u g h ,Ma s s. ,i s

p a rt of the Info rma Group Pl c. a n d

publishes D&MD News l e t ter and

Bi o p rocess News, in addition to its line of

D&MD Re po rt s, Exe c u t i ve Bri e f i n g s, Foc u s

Re po rt s, and How - To Gu i d e s. For more

i n fo rm at i o n ,visit dru g a n d m a rke t. 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

p ro te cts the public health by helping safe

and effe 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.

F RONT LINE STRATEGIC CO N S U LT I N G

I N C ., San Mate o, Ca l i f. , is a leader in

s t rategic consulting and market analys i s

for the life - s c i e n ce industri e s, o f fe ri n g

s t rategic business inte l l i g e n ce thro u g h

exc l u s i ve consulting engagements and

co m p re h e n s i ve strategic market re po rt s

of key thera peutic and te c h n o l ogy are a s.

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

f ro nt l i n e s m c. co m .

HARRIS INTERAC T I V E, Roc h e s te r, N . Y. , is 

a wo rl dwide market re s e a rch and

consulting firm best kn own for The Ha rri s

Po l l ,and for pioneering the Inte rn e t

m e t h od to co n d u ct scient i f i cally accurate

m a rket re s e a rc h . For more info rm at i o n ,

visit harri s i nte ra ct i ve. co m .

M A R K E T RX, Bri d g ewate r, N . J . , is a

m a rketing info rm atics co m p a ny that

p rovides innovat i ve softwa re - b a s e d

p rod u cts and serv i ces to 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

m a n u f a ct u rers wo rl dw i d e. For more

i n fo rm at i o n , visit marke t rx . 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.

T U F TS CENTER FOR THE STUDY OF

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

i n d e pe n d e nt, a ca d e m i c, n o n p ro f i t

re s e a rch group affiliated with Tu ft s

Un i ve r s i ty.The CSDD provides strate g i c

i n fo rm ation to help drug deve l o pe r s,

re g u l ato r s, and po l i cy makers improve the

q u a l i ty and efficiency of pharm a ce u t i ca l

d eve l o p m e nt, rev i ew, and utilizat i o n .Fo r

m o re info rm at i o n , visit csdd. t u ft s. e d u.

Follow up


