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S H A N A H A N . In life sciences, the curre n t
a p p roach of connecting lab informatics silos to
accelerate R&D is at a point of diminishing
re t u rns. Storing valuable lab information in
o ffice document formats, restricting collabora-
tion through rigid lab databases, and re l y i n g
on IT programming to support new pro j e c t s
a re failing propositions as the margin pre s s u re
on R&D continues. R&D productivity can
b reak through the current lab informatics bar-
rier only when a flexible software solution sup-
p o rts the entire life cycle of lab re s e a rch and
closes the loop between design, experimenta-
tion, analysis, and re p o rt i n g .

CA RA B E L LO. The pharmaceutical industry
will continue to invest an exorbitant amount
of capital and human re s o u rces into patient
recruitment. Whether results improve
depends on whether the industry adopts new
a p p roaches, such as the use of aggre g a t e d
h e a l t h c a re data. Rather than relying so pre-
dominantly on traditional marketing-driven
re c ruiting methods, a data-driven appro a c h
would enable the industry to more accurately
and rapidly develop clinical-trial study models
and protocols as well as to initiate and com-
plete the patient-re c ruitment process. The old
ways are time-intensive and consume signifi-
cant funds; new data methodologies help
sponsors reach their endpoints faster, with bet-
ter targeting and more control of risks and
outcomes. The increased availability of man-
a g e d - c a re data is significantly changing the
landscape for today’s R&D pro f e s s i o n a l s .

Z E L D I S . Dealing with the journal editors’
demands for public databases that discuss on-
going and completed trials is now a challenge.
While straightforw a rd in concept, the devil is
in the details. For example, if the database lists
the results before publication of the trial in a
p e e r- reviewed journal, will a journal refuse to
publish the manuscript because of “embarg o ”
rules? Investigations will be disclosed to the
public and this could lead to increased inter-
actions/distractions from the external audi-
ences. If the time of last patient visit and the
time of database lock are listed (as demanded
by the editors), will this lead to unfair bench-
marking of the pharmaceutical companies by
analysts and others? 

S . L EV Y. R e g u l a t o ry bodies and other stake-
holders are demanding greater disclosure of all
clinical trials conducted to re s e a rch pharm a-
ceuticals. Whereas in the past a clinical trial
was considered the private pro p e rty of the
p h a rmaceutical company that sponsored it, if
many groups get their way, trials and their
results will be disclosed in a compre h e n s i v e
public database. Many players, such as New

Yo r k ’s Attorney General Eliot Spitzer, medical
j o u rnal editors, physician groups, and several
members of Congress, are lining up to make
this a new reality for drug companies. Pharm a-
ceutical companies are leaning toward self-re g-
ulation on this matter and are hoping that vol-
u n t a ry databases of clinical-trial inform a t i o n
will suffice. Whether voluntary or under feder-
al mandates, pharmaceutical companies will be
f o rced to disclose more information about their
clinical trials, and this will have implications
on strategy. Clinical-trial programs can high-
light a company’s market-launch strategy, and
this strategy will be made public for the first
time in 2005. In theory and in practice, com-
petitors will be able to study each other’s trial
designs and results, revealing safety and eff i c a-
cy data early, as well as the company’s life-cycle
plans for future indications. Being the first-in-
class in the industry will no longer be a strict
advantage, as additional disclosure will allow
late fast followers to learn from the mistakes of
innovating companies for the first time. Also,
t h e re may indeed be fewer, but more success-
ful, new studies since pharmaceutical compa-
nies will learn collectively which trial pro t o c o l s
succeed or fail. The pharmaceutical industry
will face interesting choices in 2005, because
t r a n s p a rency is here to stay, but so is privacy, at
least in 2005.

F I N A N C I N G

KO LO D N Y - H I R S C H . As a long-time part i c i-
pant in this industry, it is certainly encourag-
ing to finally see that more biotech companies
a re on the verge of pro f i t a b i l i t y. Nonetheless,
t h e re are still hundreds of private and publicly
traded biotech firms that are in the red and
s t ruggling to survive. This issue is not likely
to go away soon and is compounded, in part ,
by the lack of access to lower cost, public equi-
ty financing. In the face of capital challenges,
companies must sharply focus their spending
plans, investing in activities that support near-
e r- t e rm commercial opportunities. This means
concentrating on core competencies and seek-
ing partnering programs outside the scope of
each company’s key strengths. One pre s s i n g
issue facing the industry is that the number of
b i o p h a rmaceuticals entering clinical trials and
gaining re g u l a t o ry approval has far outpaced
existing industry capacity. Construction and
validation of these facilities typically re q u i re
long lead times of four to five years at a cost of
$500 million or more. In a depressed market
e n v i ronment, increasing internal capacity is
not a viable option. The need to balance finan-
cial risk in the face of growing demand will
drive the industry to outsource protein manu-
facturing and other core competencies. This
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The model needs to evolve

Ma ny issues face the industry

in the near te rm , including the

po s s i b i l i ty of pri ce co nt ro l s,

i m po rt at i o n , and maintaining an

i n n ovat i o n - f riendly env i ro n m e nt.

Th e re is, h oweve r, a large stru c-

t u ral issue that needs to be ove r-

come be fo re the env i ro n m e nt will change for the be t te r.

The co m p u ter-chip industry faced a similar ty pe of

s t ru ct u ral issue. Th at industry pro s pe red for decades on a

m odel of eve r - f a s ter chip spe e d s, u ntil the incre m e nt a l

gains in speed no longer yielded increased prod u ct i v i ty

and growth slowe d. While speed is still impo rt a nt, t h e

m odel now is to prod u ce multifunction chips that do more

but ope rate with the least amount of energy nece s s a ry.

For the last two deca d e s, the pharm a ce u t i cal industry

has wo rked under the “b l oc kb u s ter theory,” and new

a g e nts had to be in high-incidence disease state s, such as

hy pe rte n s i o n ,a l l e rgy,or depre s s i o n .Bu t,l i ke the chip indus-

t ry, the model has changed. The po s s i b i l i ty of co nt i n u a l l y

d eveloping a bloc kb u s ter in the big cate g o ries has dimin-

ished as co ntinual thera peutic adva n ces have yielded a

wide va ri e ty of ve ry effe ct i ve drug choice s.Th u s,the mod e l

needs to evo l ve to discove ring agents in multiple spe c i a l ty

disease states where there are fewer options.

The number of newly approved drugs is at an all time

l ow and the co rre s ponding loss of pate nt pro te ction fo r

m a ny prod u cts will put pre s s u re on companies as they try

to maintain profits and shareholder va l u e, while facing

t remendous scru t i ny about raising pri ces on in-marke t

p rod u ct s. This may lead to more co n s o l i d ation and/or

m o re co l l a bo rations and alliance s.

The challenge will be in we at h e ring the sto rm while

the innovation model tra n s fo rms to focus on more targ e t-

ed disease states as well as co m p l e tely new discove ri e s.
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bodes well for contract manufacturing org a n i-
zations with spare capacity and innovative
p l a t f o rm s .

B O N N EY. To get to the point of filing a NDA
a company needs substantial investment and
staying power and this re q u i res real patience
f rom the investment community — from VCs
to mutual funds. If the investors see or perc e i v e
a threat to the biotech industry because of the
popular attacks on the economically chal-
lenged pharmaceutical industry in general and
on drug pricing in part i c u l a r, investors ask
themselves, why invest? If this happens there
will be fewer NDAs and fewer new dru g s
b rought to the patient population. So, we need
to make sure that politicians and voters con-
nect the dots and understand the long-term
damage that will be done to the biotech indus-
t ry if the investment cycle is thre a t e n e d .

G LO BAL ISSUES

BUA . Corporate citizenship in the global soci-
ety will face increasing pre s s u re to pro v i d e
innovative pharmaceutical products to third -
world countries at a discount and to pro v i d e
p roducts that have no IP protection in the
i n t e rest of public health. This will cre a t e
o p p o rtunity losses for pharma, instead of the
o p p o rtunity gains that could result fro m
focusing manufacturing capabilities in more
p rofitable areas. In addition, increased global-
ization and improved communication will cre-
ate pre s s u re to equalize pricing across coun-
tries. This, in turn, could remove incentives
for R&D innovation.

BA R R E TT. Recent health issues, such as
SARS, have demonstrated that disease doesn’t
respect national borders. Neither can compa-
nies running clinical trials. With patient
re c ruitment becoming more difficult and clin-
ical trials requiring more specialized popula-
tions, the healthcare industry needs to find eas-
ier and better ways to globalize its eff o rts. Of
course, with globalization compliance issues
explode. Companies need to ensure they are

meeting all the regulations worldwide, point-
ing to standardization and automation.

B O N N EY. Infection does not have boundaries,
and there is a need for new therapies in many
countries. We must deal with multiple re g u-
l a t o ry regimes around the world. The payers
a re very diff e rent in each re g i o n / c o u n t ry and
that can add complexity and challenge the
p rofitability of the company. And, of course,
the largest issue is the disparate contribution
to R&D made by the various developed coun-
tries of the world. Overall, the cost and eff i-
ciencies of healthcare delivery in the United
States compared with other developed coun-
tries are challenges.

XA N T H O P O U LO S . Infectious diseases con-
tinue to present a growing healthcare pro b l e m
on a global basis, especially as more and more
patients develop resistance to available tre a t-
ments. For example, hepatitis B affects about
350 million people worldwide. For hepatitis
C, the CDC estimates that by 2010, the num-
ber of deaths attributed annually to the viru s
could surpass HIV/AIDS. As these viru s e s
develop resistance to existing treatments such
as lamivudine, Anadys is focusing on the
development of novel, high-potency, low-tox-
icity treatment alternatives that either show
activity against resistant strains or use a novel,
immune-stimulating mechanism of action
that is less likely to result in re s i s t a n c e .

CAU W E N B E RG H . With the price gap get-
ting bigger, it is likely that developing coun-
tries will follow the lead of South Africa and
decide that on an “as-needed” basis for diseases
that become a national threat, they will not
respect patents anymore. Parallel import and
p rotectionism will become global issues, as
will acceleration of infectious diseases in devel-
oping regions of the world in the presence of a
lackluster interest in pharmaceutical compa-
nies to seek solutions. 

T U R E TT. The lines between the developed and
developing world are blurring with the entry
of Eastern European countries into the EU, the
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Altering the business model

I be l i eve seve ral factors —

the revisions to the Me d i ca re Act

to provide prescription drug

cove ra g e, the growing numbe r

of baby boomers moving into

the Me d i ca re sys te m ,rising med-

i cal co s t s, i m po rt at i o n , l i a b i l i ty

i s s u e s, the higher costs of R&D, doing business globally,

and less co m petition be cause of co n s o l i d ation — will

fo rce the remaining industry players to alter significa nt l y

the way they do business.

These companies will likely have to ope rate under

some level of pri ce - co nt rol re s t ri ctions in the Un i te d

St ate s, i m posed by the fe d e ral gove rn m e nt, d e s p i te the

re e l e ction of Pre s i d e nt Bu s h . Ph a rma companies will

be come much more select i ve about how they invest in

R&D and for what pro j e ct s.Th ey will have to rely more on

s t rategic and co l l a bo rat i ve alliance s / p a rtnerships with

other companies for greater access to combined

re s o u rce s. And they will have to redefine their custo m e r

mix and focus more on marketing and distribution than

on re s e a rch and innovat i o n .Pro f i t a b i l i ty and acco u nt a b i l-

i ty pre s s u res will be more challenging. Ex pe ct ations and

s t a n d a rds for these may need to be re d e f i n e d.
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Th e re is a lot of pre s s u re from inve s tors to deliver 
a p p rovable prod u cts as quickly as po s s i b l e.

Ma ny inve s tors don’t wa nt to wait the 10 years to 
14 years it takes to develop a drug from scratc h .


