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INTRODUCTION

Clinical trials (CTs) constitute the principal medium
through which clinical research can be “translated” into
innovative forms of treatment. Randomized CTs, the “gold
standard” for clinical research, make a paramount contri-
bution to evidence-based medicine and decision making,
primarily in the clinical setting, leading to approval of new
medications, extension of indications for use of medications,
and formulation of clinical guidelines, but also supporting
decisions on resource allocation, through the linkage of
CTs with parallel economic evaluation.’

CT research is a research and development (R&D) activ-
ity characterized by significant “positive externalities’, i.e.,
benefits that extend beyond the parties strictly involved in
the conduct of the trial, and which apply to a wider societal
perspective. Clinical research can positively influence eco-
nomic growth? by contributing to a healthier workforce,?
enhancing the knowledge capital of the economy* and
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through commercial development.’ In a pragmatic context,
CTs represent substantial capital inflow and investment,
and utilization of a highly specialized workforce.

Bearing in mind the above, a survey was performed
to document the volume and basic characteristics of CT
activity in Greece in the year 2010. A further goal was
to discuss the findings of the survey with respect to the
country’s position in a globalized setting of clinical research.

METHOD

Primary research in the pharmaceutical setting is mainly
undertaken by companies aiming to introduce prototype
drugs to the healthcare market. These companies are
represented in Greece by the Hellenic Association of Phar-
maceutical Companies (SFEE). Thus, to obtain the necessary
data for the analysis, a questionnaire-based survey was
conducted among all the members of SFEE in the four
months, December 2010 to March 2011. Each company
was requested to return via a web-based platform one
questionnaire per each interventional CT approved by the
National Ethics Committee of Greece between 1st January
and 31st December 2010. The questionnaire items focused
on the phase of the trial, the planned duration (measured
from the approval date until the final visit of the last patient),
the number of patients to be recruited, the number and
affiliation of recruiting sites, the therapeutic area of the
agent under survey and the study budget. The first five
questionnaires submitted served as a pilot for the final
instrument; no major changes were deemed necessary
following the pilot phase.

RESULTS

Fifty of the 65 SFEE members (77%) responded. Overall,
the companies that participated in the survey had a total
of 79 interventional CTs approved during 2010. The basic
characteristics of these trials were as follows:

Phase of trial

The majority of CTs were phase-lll (n=54, 68.3%), and
of the remaining 25, 2 were phase-l (2.5%), 11 (14%) were
phase-ll and 12 (15.2%) were phase-IV trials.
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Therapeutic area

The approved studies focused mainly on oncology
(26.5%), endocrine disorders (16.4%), cardiovascular diseases
(13.9%), diseases of the blood (10.3%), respiratory diseases
(6.3%) and musculoskeletal disorders (6.3%).

Duration

The mean duration per trial was 36.9+27.7 months, vary-
ing with the phase. Phase-lll trials had a mean duration of
37.9+26.7 months, while phase-ll and -V trials had a mean
duration of 43.84+38.3 and 20.5+10.4 months, respectively.

Number and affiliation of recruiting sites

On average 4.75+2.8 recruiting sites participated in each
study. The participating sites were mainly affiliated with
university (teaching) hospitals (46%) or National Health
Service (NHS) hospitals (46%).

Each site recruited 6.3+3.3 patients on average. The high-
est mean numbers of patients recruited per CT, according
to the therapeutic area of the agent under investigation,
were reported for circulatory diseases (53.2 patients per
trial), respiratory diseases (52.2), central nervous system
disorders (37.5) and endocrine disorders (25.8 patients).

Budget

The average budget per CT was 296,602 € (s.d. 389,948
€). Phase-ll trials had the highest budget, 367,563.6 € (s.d.
688,885 €), followed by phase-lll, 306,567.5 € (s.d. 365,845.5
€) and phase-1V, 234,515.5 € (s.d. 252,811.6 €).

DISCUSSION

The results of the analysis indicate fully developed CT
activity in Greece, in terms of the qualitative characteristics
of interventional trials, such as the phase, therapeutic area,
numbers of recruiting sites and average budget per trial. What
falls significantly short of the corresponding activity in other
countries that are comparable from a population point of
view is the absolute number of interventional CTs conducted
in Greece. A simple search for open interventional trials in
clinicaltrials.gov® shows that the number of CTs conducted
in Belgium or the Netherlands is three times higher than in
Greece, in Austria and Switzerland more than twice as high,
and in Hungary and the Czech Republic the number is over
175% higher. Similar findings have been reported by the
European Medicines Agency for pivotal trials.”
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This is strange, considering that there are no obvious
obstacles in the country in terms of infrastructure or capacity;
Greece’s population (>11 million) provides a sufficient pool
of patients, there is a fully developed and technologically
equipped health care system with 136 public hospitals,
23 of which are tertiary, there are 7 medical schools with
corresponding facilities and the country has the highest
number of physicians per capital among OECD members.?

Itis apparent that the reasons for this lag should be sought
elsewhere, and specifically in the regulatory framework and
the administrative procedures that outline the conduct of
CTs. Major hurdles to the organization of CTs appear to be
“bureaucracy”and the complexity of the approval process,
mainly within the NHS, lack of acknowledgement of CTs as
a key priority for research investment and the absence of a
strong framework for health technology assessment (HTA).

If stakeholders wish to take advantage of the capacity
and scientific expertise of the Greek system and benefit
from the significant inflow of R&D capital that accompany
CTs (an urgent necessity in view of the current economic
crisis), rapid changes will be necessary to cover the dis-
tance lost. Definitive steps towards the acceleration of
local administrative procedures are essential, specifically
the adoption of one approval per trial, on a central level,
fast-track approval of interventional CTs with already
approved medicines in their registered indications and
dosages, the pursuit of European harmonization on the
principle of mutual recognition of approvals of CT applica-
tions to national pharmaceutical organizations, leading to
the essential enhancement of HTA in Greece.
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H mapovoa peAéTn OTOXEVOE OTNV ATOTUTTIWON TNG SpPacTN-
ploTNTag oto Medio Twv KAIVIKWV Sokipwy (KA) otnv EAAGSa
e TANBUOUS avagpopdg To cUVoAo Twv KA mmou eykpiBnkav
amnd tnv EBvikn Emtpornr Agovtoloyiag katd to €1og 2010.
AT TNV €pguva CUANEXONKaV oTolxeia yia 79 KA, n TTA&Lo-
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voTnTa amnod TiG omoieg tav Sokipég @dong-lll (68,3%), Ku-
piwg otnv OykoAoyia (26,5%), EvSokpivoloyia (16,4%) kat
Kapdioloyia (13,9%), pe H€CO TTPOUTTOAOYIOUO AVA EYKE-
KPIUEVN MEAETN TA 296.602 €. Me Bdon S1ebvry Sedopéva, o
apBuog Twv KA mou Sie§ayovtat otnv EAAGSa gival onua-
VTIKA XaUNAOG. To yeyovog autd otolxeloBetei éva peifov
TPORANMA XAUEVWY EPEVVNTIKWY EVKALPIWY Kal PN a&lomoi-
NOoNG TOU UYEIOVOULKOU TIPOOWTTIKOU TNG XWPEAG, TO OTIoio
OUWG PUTTopEi va avalpeBei He TNV Apon TWV «YPaAPEIOKPA-
TIKWV» eumrodiwv €ykplong, KUpiwg o€ emimedo VOOOKOUE(-
WV, KAl TNV avayvwpion TnG vPnAng onpaciag twv KA wg
EUKALPLWV €PELVAG Kal avanTuéng, ISlaitepa O0Tn CNUEPLVA
OLKOVOMIKN cuyKupia.

Né&erg evpeTnpiov: AvBpwriivo Ke@dlato, Epguva kat avantuén,
KAwvikr Sokiun
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