
Aging fe m a l e
po p u l ation pre s e nt s
N EW CHALLENGES i n
H RT MARKET

The growing number of postmenopausal
women tra n s l ates into new challenges for clinicians
and is leading to increased focus on the horm o n e
re p l a ce m e nt thera py marke t.

Ho rmone Re p l a ce m e nt Th e ra py, a study fro m
Decision Re s o u rces Inc. , i d e ntifies oppo rtunities fo r
p rod u cts co m peting in the
HRT market. For example,
companies are trying to
expand the number of co m b i-
n ation prod u cts available in
t ra n s d e rmal fo rm and,in some
ca s e s, p rovide them in once -
weekly doses. Single-agent
p atches will offer tra n s d e rm a l
formulations of several
m o l e c u l e s, such as nore t h i s-
te rone and te s to s te ro n e, p reviously available only in
pill fo rm . Companies are loo king to combine estro-
gen with a host of prog e s t ational agents that have
not yet been made available for the management of
H RT. These agents are ex pe cted to have fewer pro-
g e s tog e n - re l ated side effe cts than some curre nt l y
available agent s.

The most exciting area of HRT deve l o p m e nt
i nvo l ves select i ve estrogen re ce p tor mod u l ato r s,a l s o
kn own as SERMs. Co ntinued deve l o p m e nt of these
a g e nts may lead to a prod u ct that can allev i ate va s o-
m o tor sympto m s, or at least will not ex a ce r b ate
these sympto m s.

Re s e a rch focuses on SERMs’ a b i l i ty to preve nt
o s te o po rosis and Al z h e i m e r’s disease, as well as on
its ca rd i o - p ro te ct i ve pro pe rt i e s, and its effe ct on
b reast and endometrial tissues.

Two novel SERMs are in late-stage deve l o p m e nt :
• Wye t h - Aye r s t / L i g a n d’s TSE-424 
• Pfize r / L i g a n d’s lasofox i fe n e
Promising ev i d e n ce has emerged from pre l i m i-

n a ry trials with these agent s,as measured in te rms of
bo n e - d e n s i ty marke r s, c h o l e s te rol leve l s, and lack of
va s o m o tor side effe ct s.

Wyeth-Ayerst’s conjugated equine estrogen
p rod u cts — Pre m a ri n , Pre m p ro, and Premphase —
are expected to continue to lead the market
t h rough 2010.

New SERMs, n ovel co m b i n ation HRT prod u ct s,
and synthetic ste roidal horm o n e s,h oweve r,will make
some inroads in the next deca d e. The most pro m i s-
ing oral co m b i n ations under deve l o p m e nt include
Ave nt i s / Wye t h - Aye r s t’s estra d i o l - t ri m e g e s tone and
C E E - t ri m e g e s tone co m b i n at i o n s. Tri m e g e s to n e
p romises to have more benign side effe cts than
other prog e s togens curre ntly on the marke t.

O n ce re l e a s e d, the drugs are ex pe cted to boo s t
sales of oral co m b i n ation prod u cts from $850 million
in 2000 to almost $1.5 billion in 2010.
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PHARMA TRAX
SALES, MARKETING,
AND R&D TRENDS AFFECTING
THE HEALTHCARE INDUSTRY 

Wye t h - Aye r s t /

L i g a n d’s TSE-424 

P f i ze r /

L i g a n d’s l a s o fox i fe n e

TWO NOVEL SERMS

ARE IN LAT E - S TAG E
D EV E LO P M E N T

s e g m e nt s, re s pe ct i vely commanding a 48% and
42% market share.

In addition, inhaled pro teins such as pulmozy m e,
and other small molecules re p re s e nt the gre ate s t
m a rket growth oppo rtunities with curre nt shares of
4% and 2% each. The pro tein segment share is fo re-
cast to grow from $293 million in 2000 to just more

than $1.2 billion by 2005. Driving this growth will
be seve ral prod u ct launches including Ex u-
be ra , a dry - powder inhaled insulin tre at m e nt

f rom Ave ntis Ph a rm a ce u t i cals Inc. t h at is cur-
re ntly in late-stage deve l o p m e nt. Ex u be ra is ex pe ct-
ed to lead its cate g o ry.

The U.S. re p re s e nts about 44% of the wo rl dw i d e
m a rket due to a large number of asthma suffe r-
ers and a favo rable re i m b u r s e m e nt po l i cy fro m

t h i rd - p a rty paye r s.

Nu t ritional awa re n e s s
INCREASES DEMAND
in N U T RAC E U T I CA L S
m a rke t

Demand for prod u cts that claim health and
medicinal benefits is ex pe cted to expand rapidly as
awa reness of the link be tween nutrition and health
g rows.

A new re po rt by Frost & Su l l i va n , St rategic An a l y-
sis of the U.S. Nu t ra ce u t i cals Ma rke t, i n d i cates the
total market for functional ingre d i e nt s, f u n ct i o n a l
food s, f u n ctional beve ra g e s, d i e t a ry supplement s,
and foods for special dietary use is about $50 billion
at pre s e nt.

“ Realizing the po te ntial of this industry segment
will gre atly depend on gove rn m e nt re g u l at i o n s,
which curre ntly do not offer the nece s s a ry fra m e-
wo rk to ensure the future success of the nutra ce u t i-
cals marke t,” s ays Ca rlos Aya l a , an analyst at Frost &
Su l l i va n .

Nu t ra ce u t i cals and functional foods curre ntly do
not have official definitions from the gove rn m e nt.
La rge pharm a ce u t i cal and food companies re cog-
n i ze the promise of these prod u ct s, but are re l u ct a nt
to commit significa nt re s o u rces until there are re g u-
l ato ry assura n ces that their inve s t m e nts will be
rewa rd e d.

Me rgers have be come key strategies for marke t
p a rt i c i p a nt s.While some companies co ntinue to use
m e rgers to gain dominance in a particular segment,
others hope to acquire co m p l e m e nt a ry te c h n o l o-
g i e s. For small co m p a n i e s, a l l i a n ces will allow acce s s
to established distribution channels and nece s s a ry
re s e a rch re s o u rce s.

“The middle and lower-tier companies will be n-
efit most from strategic part n e ri n g,” s ays An i n d i t t a
Sav i t ry, a Frost & Su l l i van analys t.“ Rapid growth rate s
in key demog ra p h i c s, including health-co n s c i o u s
co n s u m e r s, should provide the small and mid-size
acquisitions of niche food companies with more
l o n g - te rm pro f i t a b i l i ty than many of the re ce nt
m e g a - m e rg e r s.”

Wo rl dwide 
P U L M O N A RY d ru g
d e l i ve ry marke t
F O R E CAST TO
D O U B L E by 2005 

The wo rl dwide pulmonary dru g - d e l i ve ry marke t
is ex pe cted to double in the next four years to $15.2
billion in 2005 from $8.4 billion in 2001, a c co rding to
a re po rt from Fro nt Line St rategic Ma n a g e m e nt
Co n s u l t i n g.

Growth through 2010 is ex pe cted to be mod e r-
ate but ste a dy, s ays the re po rt. Co nt ributing to
g rowth are new te c h n o l ogies such as dry - powd e r
i n h a l e r s, displacing injectable therapies and phased-
out CFC-based sys te m s.

Leading pharm a ce u t i ca l
p u l m o n a ry brands include
Fl ove nt,Se reve nt, Pu l m i co rt,
Atrovent, Ventolin, Com-
b i ve nt, and Adva i r / Se re t i d e.
Combined, these brands
a c co u nted for $4.7 billion,o r
63% of the marke t, in 2000.
According to analysts,
generics, however, are
ex pe cted to co ntinue to
i n c rease their share of the
bronchodilator and anti-
i n f l a m m ato ry marke t s.

New co m b i n ation asth-
ma therapies are rapidly
gaining adoption and co n-

t ributing to strong grow t h . Cu rre nt l y, b ro n c h od i l a-
tors and ant i - i n f l a m m ato ries re p re s e nt the larg e s t

Adva i r / Se re t i d e

At rove nt

Co m b i ve nt

Fl ove nt

Pu l m i co rt

Se reve nt

Ve nto l i n

COMBINED T H E S E
B RANDS ACCO U N T E D

FOR $4.7 BILLION 
(63% OF THE MARKET)

IN 2000
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AC T I V E BA B Y
B O O M E R S p ro pel 
first-aid and spo rt s -
medicine market 

Act i ve baby boomers could be the source of a
multibillion-dollar market in the first-aid and spo rt s -
medicine are n a ,a c co rding to the latest publicat i o n
f rom Pa c kaged Fa ct s.

Ac co rding to the re po rt, the U.S. Ma rket for Fi r s t
Aid and Spo rts Medicine Prod u ct s, the needs of baby
boomers have dri ven demand for first-aid and
s po rts-medicine prod u cts to new highs, and will,
along with seve ral other facto r s,p ro pel the market to
$2.6 billion in annual sales by 2005.

Rising healthca re costs also are identified by the
re po rt as a factor in the increase of home-ca re prod-
u ct use.

“ People are taking medical mat ters into their
own hands,” s ays Meg Ha rg re ave s, VP of Re s e a rc h
Publishing for Ma rke t Re s e a rc h . co m , which ow n s
Pa c kaged Fa ct s.“Consumers are opting to purc h a s e
first-aid supplies and spo rts-medicine prod u cts fo r
use in the home rather than extending hospital stays
or even visiting medical facilities at all.”

The re po rt outlines the co u nt ry’s youth as a co n-
s i d e rable fo rce in the marke t.“Ch i l d ren are demand-
ing fun alte rn at i ves to plain taupe bandages,” M s.
Ha rg re aves says. “Ma rke ters have been quick to
understand the influence children have in the pur-
chasing habits of their pare nts and have begun cre-
ating prod u cts that appeal spe c i f i cally to childre n .”

The U.S. Ma rket for First Aid and Spo rts Me d i c i n e
Prod u cts provides detailed info rm ation about co n-
sumer demog ra p h i c s, as well as distribution and mar-
keting tre n d s, p rod u ct deve l o p m e nt, and emerg i n g
retail ca m p a i g n s.

La rgest OTC MARKET
S E G M E N T on the ve rg e
of BIG CHANGE

Big changes could be in sto re for the ove r - t h e -
co u nter (OTC) allergy and asthma prod u ct market in
the near future, a c co rding to a new study from Ka l o-
rama Info rm ation and available through Ma rke t Re-
s e a rc h . co m .Al l e rgy and asthma prod u ct s, the larg e s t
OTC segment in the U.S. with sales surpassing $1.7
billion last ye a r, could be getting some co m p a ny on
the alre a dy crowded dru g s to re shelve s.

The new study, The U.S. Ma rket for Ove r - t h e -
Co u nter Al l e rgy and Asthma Prod u ct s, i d e ntifies at
least 10 likely ca n d i d ates for Rx-to - OTC switches in this
a rea in the next few ye a r s. The most impo rt a nt cate-
g o ry — nonsedating antihistamines such as Cl a ri t i n ,
Al l e g ra ,and Zy rtec — will most likely be available OTC
by 2003,a c co rding to the study.These allergy medica-
tions could grab upwa rds of 25% of the total marke t
almost immediately after their int rod u ct i o n .

Although the study found modest growth to be
the norm in most of the areas cove re d, remedies fo r
ocular allergies generated respectable growth
( a bout 10%) re ce nt l y, and the po te ntial OTC ca n d i-

d ates likely to reach the market by 2003 are fo re ca s t
to generate healthy growth rate s, m o re than 12%, i n
s u b s e q u e nt ye a r s.

“Modeling OTC markets is noto riously difficult,”
s ays Steven He f f n e r, acquisitions editor at Ka l o ra m a .
“Th e re are many more unpre d i ctable va riables to
t a ke into acco u nt than in pre s c ription marke t s : co n-
sumer be h avior and brand loya l ty, f i e rce pri c i n g
co m petition especially in the robust generic are a ,
and unce rtain re i m b u r s e m e nt policies from phar-
m a cy benefits co m p a n i e s. Our analysts loo ked at
consumer and re g u l ato ry trends and co m p i l e d
exce l l e nt market info rm ation from both the re t a i l
unit sales side to the manufact u re r s’dollar volume to
a n a l y ze this co m p l ex marke t.”

N EW N C E P
G U I D E L I N E S will lead
to significa nt changes in
t re ating H I G H
C H O L E S T E RO L

Physicians will significa ntly change the way they
t re at high-blood choleste ro l , as a result of new
guidelines issued in May by the National Ch o l e s te ro l
Ed u cation Prog ram (NCEP) Ex pe rt Panel on De te c-
t i o n ,Eva l u ation and Tre at m e nt of High Bl ood Ch o l e s-
te rol in Ad u l t s.Ac co rding to a Ma rket Me a s u res Inte r-
a ct i ve study on the impact of the reva m ped NCEP
g u i d e l i n e s, 87% of doctors say they will now place
m o re pat i e nts on pharm a co l ogic thera py, with 42%
planning to skip ex pe ri m e nting with diet and exe r-
cise alone, m oving more of their pat i e nts dire ctly to
d rug tre at m e nt s.

In addition, 87% of physicians indicate they will
be come more aggre s s i ve in tre ating diabetics with
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Di s cove ry and Deve l o p m e nt of New Me d i c i n e s

The U.S. p h a rm a ce u t i cal industry leads the wo rld in the discove ry and
d eve l o p m e nt of new medicines. New tre at m e nts are being discove red at a
f a s ter rate than ever be fo re,with more than 370 new medicines added to the
medicine chest in the last 10 years alone and more than 400 medicines in
d eve l o p m e nt to tre at ca n ce r.

• The pharm a ce u t i cal industry is pro f i t a b l e, which enables it to at t ra ct the
i nve s t m e nt needed to re s e a rch and develop new medicines in a high-ri s k
e nv i ro n m e nt.

• Drug pri ce increases are in line with inflat i o n . Total pre s c ription dru g
ex pe n d i t u res are going up be cause more people are getting more and
be t ter medicines. This is good news be cause pre s c ription medicines are
o ften the least inva s i ve, most effe ct i ve, and most co s t - e f fe ct i ve fo rm of
h e a l t h ca re.

• The National Institutes of Health (NIH) leads the way in basic re s e a rc h ,b u t
this re s e a rch ca n’t help pat i e nts unless pharm a ce u t i cal companies tra n s-
l ate this kn owledge into medicines. The industry outspends NIH on

b i o m e d i cal re s e a rc h . To put it in pe r s pe ct i ve, this year the industry is
ex pe cted to spend more than $30 billion on R&D, t h at’s more than the
e nt i re budget of the NIH.

• Ac co rding to Pri ce Wate rh o u s e Coo pe r s,“the pharm a ce u t i cal industry pays
m o re tax than 97% of all industri e s.” And the Co n g ressional Re s e a rch Se r-
v i ce wa rned that raising taxes on the pharm a ce u t i cal industry would mean
t h at drug companies would be able to undert a ke fewer re s e a rch pro j e ct s.

• IMS Health re po rts that the pharm a ce u t i cal industry spends far more on
R&D than on marketing — $25.7 billion on R&D in 2000 co m p a red with
$15.7 billion on marke t i n g. And more than half the marketing ex pe n d i-
t u res we nt to providing doctors with free samples to give pat i e nt s.

• Thanks to a 1984 law, g e n e ric drugs can enter the market as soon as an
i n n ovato r’s pate nt ex p i re s.Tod ay,g e n e ric drugs make up about 50% of the
p h a rm a ce u t i cal marke t.Without pate nts there would be no bre a k t h ro u g h
d rugs — and no generic co p i e s.

So u rce : 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 ) ,

Wa s h i n g to n , D. C .

THESE ALLERGY MEDICATIONS CO U L D
G RAB UPWARDS OF 25% OF THE TOTA L
MARKET ALMOST IMMEDIAT E LY.

Cl a ri t i n

Al l e g ra

Zy rte c

L I K E LY NONSEDATING ANTIHISTIMINE 
CA N D I D ATES FOR RX - TO - OTC 

S W I TCH BY 2003

So u rce : Ma rke t Re s e a rc h . co m

P H A R M A FAC TS
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n o rmal lipids; 81% will use higher doses of stat i n
t h e ra p i e s, such as an 80-mg dose of Zoco r; and 75%
will use more co m b i n ation therapies in a wider
range of pat i e nt ty pe s.

The new MMI study also shows that the rev i s e d
guidelines have doctors loo king for new tre at m e nt
o p t i o n s, with almost half of re s ponding phys i c i a n s
re po rting that they are eagerly awaiting the next
g roup of super statins to be approved for marke t i n g
by the Food and Drug Ad m i n i s t rat i o n .

Fielded in June via the Inte rn e t, the MMI study
p rovided phys i c i a n s’ real-time re s ponses to ques-
tions ex p l o ring how the new NCEP re po rt wo u l d
a f fe ct their approach to tre ating dys l i p i d e m i a . Th e
study gathered feedback from 294 physicians,
including pri m a ry - ca re phys i c i a n s, e n d oc ri n o l og i s t s,
and ca rd i o l og i s t s.

“Our new Inte rnet study on Lipids demonstrate s
the power of the Web in helping the industry quick-
ly eva l u ate the impact of new deve l o p m e nt s, f u l l y
understand their implications and swiftly take the
ri g ht actions to seize oppo rt u n i t i e s,” s ays Ch ris Na e-
g l e, managing dire ctor of MMI’s Prod u ct and Ma rke t
As s e s s m e nt Gro u p.

St u dy Q UA N T I F I E S
R I S K to pat i e nt s
p a rt i c i p ating in
C L I N I CAL TRIALS 

A re ce nt Ce nte r Watch study finds that the inci-
d e n ce of deaths at t ri b u ted to inve s t i g ational tre at-
m e nt s, d u ring both gove rn m e nt and industry - s po n-
s o red clinical tri a l s, is ra re. The study also finds that
one adverse eve nt per re s e a rch subject is ty p i ca l l y
re po rted on new drug applications approved by the
Food and Drug Ad m i n i s t rat i o n .

“To our kn ow l e d g e, no info rm ation about the
g e n e ral risks assoc i ated with clinical trial part i c i p a-

tion has ever been assessed,” s ays Ken Ge t z , CEO of
Ce nte r Watc h . “Ye t, co m m u n i cating this info rm at i o n
to po te ntial study vo l u nteers should be an impo r-
t a nt part of health consumer education and of the
i n fo rmed co n s e nt proce s s. Our pri m a ry goal in pub-
lishing this info rm ation is to stimulate discussion
among industry pro fe s s i o n a l s, re g u l ato r s, and the
g e n e ral public.”

In Se p te m ber 2001, Ce nte r Watch gat h e red dat a
f rom 130 randomly selected new drug applicat i o n s
( N D As) that had re ce i ved approval since 1987. Th i s
re p re s e nted about one-third of all new molecular
e ntities approved by the FDA during this pe ri od.

In to t a l ,m o re than 122,000 pat i e nts part i c i p ate d
in the clinical drug trials eva l u ate d. About 3,500 seri-
ous adverse eve nts (SAEs) we re re po rte d. Ac co rd i n g
to the study, the industry re po rted a total of 13
d e aths to study drug effe ct s.

Ac co rding to Ma ry Jo La m be rt i ,Ph . D. , manager of
Ce nte r Watch Re s e a rc h , the findings pre s e nt metri c s
on general risks but these metrics are ave rages that
fail to co nvey the wide va ri a b i l i ty in risk be twe e n
c l i n i cal studies.

Ac co rding to analys t s, t h e re are numerous va ri-
ables that will impact re s e a rch ri s k , including the
ty pe of disease, the ty pe of drug being re s e a rc h e d,
and the study durat i o n .

“Our analysis is also based on FDA data fro m
a p p roved NDAs,” Dr. La m be rti says.“We have not ye t
eva l u ated the many industry - s po n s o red trials that
a re te rm i n ated be fo re an NDA is filed.”
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THE MMI STUDY SHOWS T H AT THE VA S T
M A J O R I TY OF PHYSICIANS — 76% — 
ARE AWARE OF THE EXECUTIVE SUMMARY,
HIGHLIGHTING THE NEW NCEP 
G U I D E L I N E S .

74% of physicians cite journals as the

re s o u rce that has been most useful in alert-

ing them to the revised NCEP standard s

43% of physicians cite pharm a ce u t i cal reps as

being a valuable info rm ation source

42% of physicians cite pe e r s

29% of physicians cite the Inte rnet 

24% of physicians cite medical symposia 

22% of physicians cite news bro a d casts 

JOURNALS CITED AS THE MOST USEFUL
I N F O R M ATION SOURC E

C E N T E RWATCH is a Bo s to n - b a s e d

i n fo rm ation serv i ces co m p a ny that

focuses on the clinical trials industry.

Ce nte r Watch offers a va ri e ty of

p u b l i cations and serv i ces for clinica l

re s e a rch and health pro fe s s i o n a l s, p at i e nt s

and health co n s u m e r s. For more

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

DECISION RESOURCES INC., a provider 

of pharm a ce u t i cal re s e a rch and 

a dv i s o ry serv i ce s, is based in Wa l t h a m ,

Ma s s. For more info rm ation visit

d re s o u rce s. co m .

F RONT LINE STRATEGIC MANAG E M E N T

CO N S U LTING INC., o f fers strate g i c

business consulting and is based in Fo s te r

Ci ty, Ca l i f. For more info rm ation visit

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

F ROST & SULLIVAN is an inte rn at i o n a l

s t rategic marketing consulting and

t raining co m p a ny based in San Anto n i o,

Tex a s. For more info rm ation visit

food. f ro s t. co m .

KA LO RAMA INFORMAT I O N, a division of

Ma rke t Re s e a rc h . co m ,supplies the latest in

m a rket re s e a rch for the life science s.For more

i n fo rm at i o n ,co nt a ct Steven He f f n e r,2 1 2 - 8 0 7 -

2634 or sheffner@marke t re s e a rc h . co m .

MARKET MEASURES INTERACTIVE L.P.,

L i v i n g s to n ,N . J . , is an NOP Wo rld He a l t h

co m p a ny, and a supplier of pri m a ry

re s e a rch to the global healthca re

co m m u n i ty. For more info rm ation on the

Lipids TC S . n e t, please co nt a ct Ch ris Na e g l e,

managing dire ctor of MMI’s Prod u ct and

Ma rket As s e s s m e nt Gro u p, by calling 800-

4 5 6 - 4 4 0 5 , ext. 420 or e-mailing

c n a e g l e @ m m i . n o pwo rl d. co m . For more

i n fo rm ation or additional press releases on

M M I , please visit mmi-re s e a rc h . co m .

PAC KAGED FAC TS, a division of

Ma rke t Re s e a rc h . co m ,p rod u ces re s e a rc h

re po rts on a wide range of co n s u m e r

i n d u s t ries and is based in New Yo rk .Fo r

m o re info rm ation call Alison Williams at

212.807.2649 or visit marke t re s e a rc h . co m .

Follow up

Meet Them on the We b
In the last deca d e,meetings and eve nt s

h ave be come a key part of pharm a ce u t i ca l
p rod u ct pro m o t i o n . Mo re re ce nt l y, t h e
I nte rnet has be come a hot meeting place
for drug companies and their pre s c ri p t i o n -
w riting custo m e r s, a c co rding to the Phys i-
cian Meeting & Eve nt Audit (PMEA) fro m
S co t t - Lev i n As s oc i ates Inc. , New tow n , Pa . , a
Qu i ntiles Tra n s n ational co m p a ny.

From Fe b ru a ry 2001 through Ap ri l
2 0 0 1 ,S co t t - Levin surveyed its PMEA panel
eve ry month to dete rmine the exte nt of
“e - eve nt” a ct i v i ty. Mo re than 3,100 phys i-
cians part i c i p ated in the study.

39% of physicians indicate that they
had been inv i ted to an eve nt
co n d u cted via the Inte rn e t
30% have po s i t i ve at t i t u d e
64% will part i c i p ate in future e-
eve nt s

W H AT’S UP DOCS

I N D U S T RY SNAPSHOT


