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Clinical Trials in Slovakia

The history of clinical trials in Slovakia goes back to the mid-
1990s and the quality has been improving since the beginning. 
In the last couple of years, we have reached the point where 
we have implemented and built legislation that meets the 
global standards, so that we can be a part of big, international, 
multicentric trials. Our doctors are well-trained specialists, 
who are compliant with GCP, EU legislation and also local 
legislation.

Clinical trials represent a signifi cant benefi t to the Slovak healthcare 
system, especially in terms of medical care, because:
• they give the Slovak patients an opportunity to benefi t from the 

most innovative treatments that are not available on market yet, 
or that are not a part of standard care

• from a scientifi c point of view, they allow Slovak doctors 
to develop their skills and to work with the latest scientifi c 
methods and knowledge

• the fi nancial aspect is also a huge benefi t for the healthcare 
system – clinical trials annually support the Slovak economy to 
the tune of several million euros.

In 2012, the involvement in clinical trials rose and there were 
more than 900 patients per million inhabitants involved, which 
meant 6th place within Europe.

Participation in clinical trials is a huge benefi t for both sides – it 
means a new chance for the patient and professional development 
for the doctor. Patients that wouldn’t have a chance in normal 
practice were successfully treated in clinical trials.

Most trials in Slovakia are in the following areas of medicine: 
neurology, mental health, cancer, rheumatology, cardiology, 
dermatology and diabetology.

The regulatory authority – State Institute for Drug Control 
(SUKL) – received 108 new submissions for clinical trials last year, 
three of which were rejected. Rejected applications either did not 
meet the required completeness and form so SUKL could not 
assess the balance between benefi ts and risks for the clinical trial, 
or activities described in the application did not correspond to such 
trials on medicinal products.

Slovakia is an interesting destination for many sponsors and CROs 
because of:
• Many experienced and well-trained sites and investigators – 

most of the investigators have many years of experience and 
are GCP trained

• Sites that are equipped with the certifi ed equipment – 
certifi cates available upon request

• Good level of English language – older generation usually just 
in reading and writing, younger generation also speaks fl uently

• Clear and easy local legislation – all that is needed can be found 
on SUKL website and in Act No 362/2011

• Regulatory and ethics timelines – no additional committ ees
• Meeting enrolment goals – all doctors choose patients from 

their own databases, therefore they can start prescreening 
before the trial and start enrolment on time

Patient retention – Slovakia is a very small country, so we do not 
usually have problems with patients that are lost to follow-up.  

Ethics Committ ees
In Slovakia we have central and local ethics committ ees. Each site 
has its own LEC: when the site is a private practice, the LEC of 
the self-governed region is applicable. The LEC/CEC issues initial 
approval within 60 days from the receipt of documents. When it is 
an additional submission, protocol amendment or notifi cation, the 
timeline is 35 days. If the IMP is for genetically modifi ed organisms, 
gene therapy or somatic cell therapy, the initial timelines can be 
prolonged by 90 days.

Regulatory Authority – State Institute for Drug Control (SUKL)
Timelines for the RA are the same as for the LEC/CEC – 60 days 
from receipt of the initial submission, 35 days for additional 
documents. If the trial drug is a product containing genetically 
modifi ed organisms, gene therapy or somatic cell therapy, it can be 
prolonged for another 90 days.

Local Legislation
Local legislation regarding clinical trials is a part of Act No 362/2011 
Col. This has all necessary information regarding clinical trials in 
Slovakia. As a local legislative advantage, we can state the fact that 
the study drug can be kept at site, with no need for a pharmacy 
if the site has a proper study drug storage place. A special local 
requirement is notifying health insurance companies. There are 
three health insurance companies (patients choose one where they 
pay for insurance) in Slovakia, and one of the local requirements 
is to inform them of the enrolment in and withdrawal from / 
completion of a clinical trial, as well as all SAEs during the whole 
duration of the trial. Another local requirement is the GP lett er – 
this is a lett er where the PI informs the patient’s general practitioner 
that the patient is participating in a clinical trial, which contains a 
short description of the trial and the PI’s contact details.

Contracts
Contract negotiation is quite easy in private practices, but can be a 
bit longer in big hospitals (both privately owned and governmental).

Types of Sites
Clinical trials are conducted in many private practices – this is the 
easiest sett ing, and the PI is usually also the owner of the practice. 
Another option is hospitals – either private or governmental, where 
it can sometimes take a bit longer to set up a trial and negotiate a 
contract. One more option is to use the only professional clinical 
trial site in Slovakia – the Slovak Research Center, which specialises 
in conducting clinical trials, and the trial startup phase and contract 
negotiation are the fastest. Some private practices already started to 
employ the study coordinators, but it is not a common practice yet.
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