
CDISC STUDY DATA 
TA BU LATION MODEL

B. T H O M P S O N . We are carefully re v i e w i n g
the new Study Data Tabulation Model
(SDTM) to ensure that our company is doing
e v e rything possible to streamline submissions
of data to the agency. It should be a goal of
companies and the agency to find and imple-
ment greater efficiencies to shorten the time to
market for important new therapeutics.

D E A R H A M M E R . Kendle is embracing the
new standard format in a variety of ways to
e n s u re the highest quality data management

to manage multiple product types and will
need to adopt a new business model that
re q u i res changes at every stage in the value
chain. This model will not only affect their
critical operations but it will also entail new
ways of perf o rming daily activities, such as
accounting, human re s o u rces, and IT.

S H A N A H A N . The industry should take
lessons learned from other science-based
industries, such as the semiconductor, auto-
motive, and aerospace industries. Those sci-
ence-based industries have adopted form a l ,
modeling software applications, and the re s u l t
has been a dramatic increase in collaboration,
automated analytics, and more informed plan-
ning. The pharmaceutical industry still
depends on paper notebooks, passive picture s
of systems biology, and verbal communication
of re s e a rch goals and results. The complexity
of the re s e a rch problems and the development
of new automated platforms will demand a
revolution in scientific methodology.

S H E A I L . Roche has learned that a key to suc-
cessful alliance management is to help our part-

ners develop as entre p reneurial, independent
companies. To d a y, biotech companies expect
and deserve more of a role in the management
of alliances. We encourage our partners to get
involved at every stage of the alliance, fro m
early development through clinical trials to the
marketplace. By transforming our part n e r s h i p s
into true strategic alliances, we will continue to
expand deals with existing and new part n e r s
ultimately bringing new drugs to market.
To d a y, alliances between small biotech compa-
nies and large pharmaceutical companies are
helping to balance the risks of drug discovery
and are providing biotech companies with the
re s o u rces as well as the expertise they need to
advance projects aggre s s i v e l y. 
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Business Models

ce nte red marketing campaigns that focus on

d riving consumer be h avior through 

e d u cationally re l eva nt strategies and tact i c s.

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

FAIZ KERMANI, P H . D. Bu d g e t s, Pro po s a l s, a n d

Ma rketing Exe c u t i ve, Business Deve l o p m e nt,

Ch i l te rn Inte rn ational Ltd. , Sl o u g h , Un i te d

Ki n g d o m ; Ch i l te rn Inte rn ational has exte n s i ve

ex pe ri e n ce running clinical trials from Phase I

to Phase IV across a broad thera peutic ra n g e.

For more info rm at i o n , visit chilte rn . co m .

D O U G LAS M. KO LO D N Y - H I R S C H ,P H . D. ,

M BA . V P, Business Deve l o p m e nt, Ch e s a pe a ke

PERL Inc. , College Pa rk ,Md. ; Ch e s a pe a ke 

PERL is a pri vately held,p ro te i n - m a n u f a ct u ring 

co m p a ny whose PERLXpress plat fo rm 

te c h n o l ogy ove rcomes major barriers 

p re s e nted by cell-based sys te m s. For more

i n fo rm at i o n ,visit c-pe rl . co m .

CA ROL KOVAC .Ge n e ral Ma n a g e r, I B M

He a l t h ca re and Life Science s, So m e r s, N . Y. ; I B M

He a l t h ca re and Life Sciences brings tog e t h e r

IBM re s o u rce s, including IT,deep industry

i n s i g ht s,and re s e a rch ex pe rtise to help client s

d evelop and deliver safe r, m o re affo rd a b l e,a n d

m o re effe ct i ve diagnostics,d ru g s,and medica l

ca re.For more info rm at i o n ,visit 

i b m . co m / i n d u s t ri e s / h e a l t h ca re.

S T EVEN A. K R I E G S M A N . Pre s i d e nt and CEO,

CytRx Co rp. , Los An g e l e s ; CytRx is a

b i o p h a rm a ce u t i cal re s e a rch and deve l o p m e nt

co m p a ny focusing on the area of small

molecules and ri bonucleic acid inte rfe re n ce

( R N Ai ) . For more info rm at i o n ,visit cy t rx . co m .

RICH LEV Y. Co n s u l t a nt ; M r. Levy has more than

20 years of ex pe ri e n ce as a healthca re

a dve rtising exe c u t i ve. For more info rm at i o n ,

e-mail rl evy 1 1 4 6 2 @ a o l . co m .

S T EVEN LEV Y. Managing Di re cto r, Bu s i n e s s

Deve l o p m e nt, Fl e tc h e r / C S I ,Wi l l i s to n ,V t. ;

Fl e tcher/CSI provides custo m i ze d,

t a rg e te d, p ri m a ry co m pe t i t i ve and marke t

i nte l l i g e n ce to the wo rl d’s healthca re 

co m m u n i ty. For more info rm at i o n ,

visit fletc h e rc s i . co m .

WARREN P. L EV Y, P H . D. Pre s i d e nt and CEO,

Unigene La bo rato ries Inc. , Fa i rf i e l d, N . J . ;

Unigene is a biopharm a ce u t i cal co m p a ny

engaged in the re s e a rc h , p rod u ct i o n ,a n d

d e l i ve ry of peptide dru g s. For more

i n fo rm at i o n , visit unigene. co m .

GREGG DEARHAMMER
Kendle Inte rn ational Inc.

Kendle is embracing the new standard format in a
variety of ways. Most import a n t l y, we are using CDISC

s t a n d a rds as our programming defaults and have trained
all relevant programming, statistical, and clinical data

management associates on the CDISC standard s .

We are co m m i t ted to promoting 

s t a n d a rds and inco rpo rating 

CDISC data inte rchange models into the

f u n ct i o n a l i ty of our prod u ct suite.

KAT H RYN ROY
Phase Fo rwa rd



solutions for our customers. Most import a n t l y,
we are using CDISC standards as our pro g r a m-
ming defaults and have trained all relevant pro-
gramming, statistical, and clinical data man-
agement associates on the CDISC standard s .
Other eff o rts include working with our cus-
tomers to accept or adopt CDISC, SDTM, and
ADAM (active dire c t o ry application mode) as
their programming standards; working with
clinical labs to transfer data using the CDISC
LAB model; setting up a global work gro u p
with members from all relevant depart m e n t s
to review how well CDISC is working on cur-
rent projects; and identifying, pro g r a m m i n g ,
and validating SAS programs to increase eff i-
c i e n c i e s .

ROY. We are committed to promoting stan-
d a rds and incorporating CDISC data inter-
change models into the functionality of our
p roduct suite. Phase Forw a rd is a CDISC
p a rtner and is working closely with the org a-
nization. We have developed a CDISC com-
pliant sample study protocol in our Clintrial
Clinical Data Management System (CDMS)
that can be used to facilitate CDISC compli-
a n c e .

D RUG DEV E LO P M E N T

B O I LY. Developing a drug is like walking on a
t i g h t rope blindfolded. Drug development takes
between 10 years and 15 years and costs upward
of $800 million per drug, yet only 8% of all
d rugs in development ultimately receive FDA
a p p roval, according to FDA Commissioner
Lester Crawford. New financial models will be
re q u i red to share the significant costs and asso-

ciated risks involved in bringing new drugs to
market. 

CAU W E N B E RG H . The increased investment
in R&D at the private and public side is an illu-
sion. It is true that more money has been spent
in those departments. The increased spending,
h o w e v e r, primarily has covered increased over-
heads. Why is it that the fully loaded cost of a
full-time equivalent (FTE) is about $100,000
per year lower in small pharma compared with
big pharma? Watering the lawn and feeding
the ducks in the pond also costs money and the
overall cost of a heavy corporate overhead stru c-
t u re in big pharma contributes significantly to
the diff e rence. The increase in spending is in
p a rt also justified by the increased costs in are a s
such as re g u l a t o ry, QA, compliance, legal costs,
and IP protection. The FDA looks at fewer
NDAs because big pharma submits fewer

NDAs. That is because the financial machina-
tions that go behind a development decision
look at constantly increasing NPV re q u i re-
ments because of increasing internal costs: over-
heads. Drugs that take seven years to complete
development and that have annual sales poten-
tial of $400 million don’t make the cut in big
p h a rma. To overcome these obstacles, compa-
nies need to question the relevance and validity
of some of the re g u l a t o ry interf e rences. They
also need to stimulate controlled patent life
extensions. Why is it that Mick Jagger (or his
relatives) continue to get author right payments
on “I Can’t Get No Satisfaction” for a period of
50-plus years, whereas scientists see the time
span they have to profit from their brain child
reduced to less than 10 years as a result of
extended development times? Patent life exten-
sions could be considered in lieu of accepting
price control measures after the initial patent
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TED W. LOV E, M . D. C E O, Pre s i d e nt, a n d

Di re cto r, Nu velo Inc. ,Su n nyva l e, Ca l i f. ; Nu velo is

a biopharm a ce u t i cal co m p a ny dedicated to

the discove ry, d eve l o p m e nt, a n d

co m m e rc i a l i z ation of tre at m e nts for acute

ca rd i ovascular indications and ca n ce r. Fo r

m o re info rm at i o n , visit nuve l o. co m .

MERRILL MATT H EWS , P H . D. Re s i d e nt Scholar,

I n s t i t u te for Po l i cy Innovat i o n , Lew i s v i l l e,Tex a s ;

I n s t i t u te for Po l i cy Innovation is a nonpro f i t,

n o n p a rtisan public po l i cy think tank. For more

i n fo rm at i o n , visit ipi.org.

PA M E LA MCNAMARA .C E O,CRF Inc. ,Wa l t h a m ,

Ma s s. ;C R F,with global headquarters in He l s i n ki ,

Fi n l a n d,p rovides elect ronic pat i e nt diaries and

multichannel data ca p t u re for clinical tri a l s.Fo r

m o re info rm at i o n ,visit crf h e a l t h . co m .

While co m po n e nt te c h n o l og i e s, such as EDC,

p l ay a major role in these marke t s, s ys te m s

designed to manage multiple aspe cts of clinica l -

t rial management will dri ve adoption of CTM S

among pharmaceutical and

b i o te c h n o l ogy co m p a n i e s.

For similar ca p a b i l i t i e s, such as

automating trial pro cesses,

i n c reasing the efficiency of tri a l s,

and managing ope rations be t te r,

a cademic and gove rn m e nt insti-

tutions will look to CTM S . Ac co rd-

ing to the study, C ROs will select

a p p l i cations providing a co m p l e te range of func-

tions that these org a n i z ations can use to cre ate

g re ater efficiencies for outsourced clinical tri a l s.

L i fe Science Insight s’ s t u dy, U . S . Cl i n i cal Tri a l

Ma n a g e m e nt Sys tem 2004-2008 Fo re cast and

An a l ys i s, i l l u s t rates that clinica l - t rial sponsors will

i n c reasingly seek to optimize the clinica l - t rial pro-

cess by moving to fully functional CTM S . Su c ce s s-

ful providers will mat u re their sys tems with cro s s -

f u n ctional fe at u res able to meet growing inte g ra-

tion needs. Ad d i t i o n a l l y, p roviders must offe r

s ponsors the oppo rt u n i ty to save

in management costs with a lowe r

total cost of ownership co m p a re d

with homegrow n , d i s p a rate sys-

tems. Providers able to deliver

these applications at lower pri ce s

could turn the tables on curre nt

m a rket leaders.

“The market for CTMS is still re l-

at i vely immat u re,” s ays Ju dy Ha n ove r, re s e a rc h

a n a l ys t. “Cu rre nt market leaders cannot affo rd to

become complacent as this market evolves

be cause leadership and marke t - s h a re po s i t i o n s

remain in flux.”

So u rce : L i fe Science Insight s, an IDC co m p a ny, Fra m i n g h a m ,
Ma s s. For more info rm at i o n , visit life - s c i e n ce - i n s i g ht s. co m .

S T RONG CLINICAL-TRIAL MANAGEMENT SYSTEMS MARKET 
OFFERS OPPORTUNITIES FOR SUPPLIERS, C L I N I CAL SPONSORS,
AND CROS ALIKE

The U.S. clinical-trial management systems (CTMS) market is poised for steady
g rowth through 2008, achieving a five-year compound annual growth rate (CAGR)
of about 13%, a new re s e a rch study from Life Science Insights reveals. Analysts
expect the market for CTMS software licenses to grow during the same fore c a s t
p e r iod, from $193 million to $360 million.

Suppliers must offe r

s ponsors the

o p po rt u n i ty to save in

m a n a g e m e nt costs with

a lower total cost of

ownership co m p a re d

with homegrown 

s ys te m s.


