
No Fazing
Phase I
Growth
Phase I studies have become
more complex as drug sponsors
want critical data about their
compounds to help inform
decision-making and avoid
expensive late-phase failures.

For CROs that o�er early phase
services, the future looks good.
Demand for outsourced phase I
work is increasing at a 13% to
15% rate, slightly higher than
the 12% growth rate reported
last year.

M any drug sponsors—
under pressure to
develop new drugs

quickly and at the lowest possi-
ble cost—have focused on phase
I in an e�ort to get more infor-
mation about their drug candi-
dates in a shorter period of time.

Phase I studies have become
more complex, ask more ques-
tions and add patient volun-
teers earlier than in the past as
drug sponsors want critical
data about their compounds to
help inform decision-making
and to potentially avoid an
expensive late-phase failure.

seePhase I on page 16
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Given the uneven length of
global clinical trial experience
in CEE countries, many indus-
try insiders consider that the
region has both emerging and
“emerged” countries. Growth is
expected to continue generally
in the CEE region, perhaps
more quickly in the largest
countries, such as Russia and
Ukraine.

CRO opportunities are many in
Central and Eastern Europe.
Global CROs made three major
acquisitions between the end of
October 2007 and mid April
2008, and that trend should con-
tinue. More protocols in the
major centers are driving
increased competition for sites
and clinical research personnel
and pushing CROs outside met-
ropolitan research centers to
more regional sites. 

In Part I of CenterWatch’s two-
part series on Central and Eastern
Europe, we discussed some of the
advantages, such as patient access,
that the region has to o�er, as well
as the challenges that remain with

regard to regulatory and cultural
di�erences. Though costs have been
rising, the time savings that CEE
countries can o�er make the region
a major contributor to global clini-
cal development programs.

B y this point it should be
clear that the Central and
Eastern European region

cannot be treated as one bloc.
Some countries are members of
the EU, others are not—
although they are trying to har-
monize their regulations with the
EU’s. Cultural norms vary, di�er-
ent languages are spoken and
political climates di�er. And, as
one moves west to east, clinical
trial experience decreases.

Some of the CEE countries
have more than a decade of glob-

al clinical research experience,
such as Czech Republic and
Poland, and other countries,
such as Serbia, have had that his-
tory interrupted. Some CEE
countries, such as Latvia and
Lithuania, are newer to clinical
research but o�er an established,
reliable clinical research environ-
ment. Still other countries are
relatively new to clinical research
but are growing very fast, such as
Russia and Ukraine, with the
promise of much more growth.
Finally, there are countries, such
as Belarus and other former
Soviet Republics, that are just
beginning to enter the clinical
research market. Although
Georgia, for example, has found
that it is not entirely free from
Russia’s in�uence.
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