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Central Europe – Look Behind the Curtain of 
Trials for On The Ground Knowledge

In the last 5–10 years we have seen global sponsors and global 
CROs increasingly looking to open investigator sites or acquire 
resources in Central and Eastern Europe. Following the recent 
Bio Europe – where eastern Europe site options were a hot topic 
among execs –Pavel Marek, Managing Director of Emmes Europe, 
shared his view on what’s ahead in the region for the next few 
years. In particular, he explores the growing role Central and 
Eastern European trial sites are now playing in early-stage trials.  

To understand what’s driving the region’s growth you need to 
look at its recent history and the underlying trends. So, for example, 
most of the recent trial expansions have primarily benefited Central 
European countries. These countries joined the European Union 
(EU) in 2004 and fully implemented the harmonised EU directives 
and regulations a long time ago. So now these countries in Central 
Europe can offer the combination of high standards of healthcare, 
high quality site staff and very good access to patients with relevant 
diagnoses. 

Delving deeper, much of this was empowered by the centralisation 
of healthcare in the region – whereby public healthcare grants 
provide access to modern therapies for the entire population. 
But to keep costs down, healthcare payers (like state insurance 
companies or state sick funds) designed specialised centres with 
the strong diagnostic infrastructure and highly qualified healthcare 
staff authorised to prescribe the expensive innovative therapy. 
Consequently, this clustered the experience of the newest therapies 
and most experienced clinicians.

However, that’s not to say there are no challenges, and the 
difference between success and failure will be how a CRO marries 
this upside with solutions to overcome regional complexity. 

For example, as a region of many disparate countries – despite 
a common regulatory framework – there are a number of hard 
and soft barriers. So that means often subtle differences in the 
implementation of EU rules – sponsors are often surprised by this – 
combined with local language barriers. Not surprisingly, and hardly 
unique to Eastern Europe, it means inevitably there is a great deal 
of value CROs can deliver from good hard yards on the ground and 
local experience – it’s easier enough to open an office here but much 
more difficult to replicate the knowledge to seamlessly navigate 
eight languages, regional practices, and vagaries of receptive patient 
populations.

Yet operations driven from Central Europe give you the unique 
combination of access to: centralised hubs, the traditional big EU 
countries (which are attractive for global sponsors as strategic markets 
for future launches), as well as the very productive Central European 
countries generating high quality clinical data relevant for the EU 
population and Eastern European countries. 

The other obvious advantage of the region is in its access to 
patients. Operations in Central Europe are an excellent base for 
further expansion in neighbouring Eastern European countries, 

Market Report

where the density of clinical trials is still much lower than in other 
comparably regulated markets.

 
Less trial competition of course in itself brings a number of 

further advantages beyond patient recruitment as it automatically 
improves quality. This is because the sites can stay focused on just 
one or a few projects running in parallel. They can provide patients 
with that, all too underrated, trial benefit, increased doctor-patient 
time. Clinicians can therefore concentrate more on patients and 
become the real experts on protocol and all study-related procedures 
in a relatively short timeframe. Dedicating significant time for direct 
communication between investigator and patient, addressing all 
questions and concerns of the patients or their families carefully. 
Ultimately, this translates through to the Sponsor as an improved 
adherence to study protocols, with minimum dropouts and protocol 
deviations. Looking further ahead, this also helps deliver positive 
outcomes during FDA or EMA inspections at the sites who can 
observation this first hand.

Speaking of regulators, another previous hesitance has been the 
sheer number of countries here, but there is an ever increasingly 
harmonised environment here. In fact, all 27 EU member states now 
follow one legislation related to clinical research. Obviously, there are 
some local differences in its implementation; however, for CROS with 
history and local presence in these EU states, it can be relatively easy 
to address. 

Moving to the non-member CEE countries, they have also 
voluntarily decided to harmonise their clinical research legislation 
with key EU regulations. Opening an even wider base of patients. 
There are challenges around language but another positive outcome 
from the harmonisation is that Application File and key study 
documents like the Trial Protocol and Case Report Form (CRF) can 
be submitted in either English or a local language.  Its entirely at 
the sponsors preference. It is important to note that patient-facing 
materials like Informed Consent Forms or patient questionnaires, 
however, must all be available in local languages. 

Another commonality that has implications for CROs is that both 
US and European markets, focus on trial allocation strategy as an 
integral part of registration and launch strategies. Especially in area 
of increasing numbers of targeted therapies, so sponsors want to be 
ready to submit to the relevant authorities – FDA and EMA – data 
generated both in the US and European environments. Yet this is 
even more relevant for submissions of their data to local European 
Health Technology assessment (HTA) agencies and HC payers. In a 
nutshell, they want to be ready to address all challenges regarding 
relevance of their clinical data for the particular population, specific 
lifestyle, alimentary habits, standards of care, etc.  

This means it‘s crucial to understand the specific patient profiles, 
including being able to identify sites with good access to these 
patients. From this perspective, Central Europe provides a unique 
combination of important elements: a European environment and 
lifestyle that is similar to other EU countries, highly developed 
GCP environments with the strategic central role of EMA, and very 
good access to specific patient profiles concentrated in specialised 
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treatment centres. This is a very attractive combination for innovative 
sponsors, like dynamic biotechnological companies or pharma 
players focused on high-quality drug candidates.

And, surprisingly to what many expect, direct costs for things like 
investigator grants do not always differ that greatly. The site fees and 
investigators fees are around 30% lower than in the US and Western 
Europe, so the difference in these direct costs is not so robust as 10–15 
years ago.

Instead sponsors see indirect savings generated by quicker 
recruitment, higher number of patients accessible on one site and 
generally good adherence to the protocol. 

With that said, auxiliary costs in a trial, such as for monitoring, 
couriers, postage etc., are often significantly less expensive.

In terms of therapeutic indications, like other regions, oncology 
trials are always the overall biggest percentage (at around 22%) of 

registered trials in CEE. But we are also seeing increasing interest 
in neuroscience, ophthalmology, respiratory, IBD, immunology, 
cardiology and respiratory in CEE – and for these areas we also 
see some regionalisation with a trend of stronger individual 
country profiling. For example, the Czech Republic, where Emmes’ 
European headquarter are located, is – from a global perspective 
– a very attractive place for trials in MS, Ophthalmology, IBD, and 
haematology.

Another area where we have seen increased growth in CEE is for 
orphan drug and rare disease trials. For these therapeutic areas, it’s 
obviously beneficial to have as wide a global remit as you can and to 
work with national centres with concentrations of patients for these 
indications. 

The difficulty for sponsors, particularly in Central and Eastern 
Europe, is finding a CRO with experience of working in this area, 
leveraging local expertise and cross-border coverage, and combining 
so called “old” western EU member states, “new” CE EU member 
states and Eastern European countries still outside the European 
Union. Consequently, Emmes’ team in Europe continues to do 
extremely well from this perspective – it's one of those areas where 
there is no replacement for experience.

So, if I was asked to put all of this together, as a package of advice 
for a sponsor new to the region? I would say think about the culture 
and size of who you pick to work with. By this I mean you need that 
local niche aspects of regional networks but combined with cross-
border coverage,and backed-up with global resources. 

Ideally with early medical consultancy on protocol design and 
strategic trial allocation through optimum identification of sites, 
regulatory authority and ethics committee (RA/EC) approvals and 
data collection through data analysis and Clinical Study Report 
completion all wrapped in a package. 

You also need to dig deeper and see what the depth of relations 
are. For example, where are clinical study managers and site 
monitors allocated from a geographical perspective? Could we 
expect that they will be experts on local conditions, i.e., will they be 
able to address all the potential challenges from local RA/ECs and 
are they ready to establish strong collaboration and cooperation 
with principal investigators and site staff in a reasonable  
timeframe? 

But it you can get the right partner and manage the geographical 
complexity sponsors are very soon left asking why they did not enter 
the region sooner.

Pavel Marek

Pavel Marek, a physician by education 
founded Emmes Europe with his brother in 
2004. Before entering the pharma industry 
Pavel was a Neonatologist at Faculty Hospital 
in Prague, Czech Republic. Now with more 
than 30 years in the business, Pavel remembers his previous 
experience of working for companies like Pfizer as a Medical 
Advisor and as a CRA for Quintiles (now IQVIA). Thanks to this 
experience and his professionalism, Pavel set a very successful 
start for the Emmes Europe from the beginning. His vision 
continues with Emmes Europe growth. We are now in most 
European countries, and our services are remaining high quality.


