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An Insight into Conducting Clinical Trials  
in Lithuania and Latvia

Latvia and Lithuania are compelling countries in which to 
conduct clinical trials, despite being relatively small – with a 
total population of about 4.7 million (1.9 million in Latvia and 
2.8 million in Lithuania).1,2

Clinical trials of medicinal products have been conducted since 
the early 1990s in Latvia and Lithuania. The number of studies has 
increased every year, reaching a peak in 2008 when 105 new clinical 
trials authorisations were issued in Lithuania, and 88 in Latvia. Due 
to the global economic crisis in the subsequent years, there was a 
decline in the authorisation of new clinical trials, but the new clinical 
trial application dynamics can now be considered as stable. An 
average of 73 new clinical trial applications per country per year were 
authorised; however, today there are 244 ongoing studies in Lithuania 
and 196 in Latvia.3,4

Regulatory Analysis
After joining the European Union in 2004, Latvia and Lithuania 
have implemented EU GCP Guidelines, Directives 2001/20 and 
2005/28 into national legislation. Conducting clinical trials in each 
country is governed by the following legislation:

• Order of the Ministry of Health of Lithuania No V-435 of May 
31 2006 “Regarding confirmation of the description of the order 
on approval to conduct clinical trial of medicinal product, 
issuance of certificates and permissions to conduct clinical 
trial of medicinal product, order of performance and control 
of trials”.5

• Law of the Republic of Lithuania No VIII-1679 of May 11 2000 
“On Ethics of Biomedical Research”.

• Cabinet Regulation No 289 of Latvia of 23 March 2010 
“Regulations on Conducting Clinical Trials and Non-interventional 

studies and Labelling of Investigational Medicinal Products, and 
Procedure for Conducting Inspections on Compliance with the 
Requirements of Good Clinical Practice”.2

Clinical trials are governed by the State Medicines Control Agency 
in Lithuania and the State Agency of Medicines in Latvia. 

In both countries, the ethical reviews of clinical trials are done 
by central ethics committees (CECs). The Lithuanian Bioethics 
Committee (LBEC) is the main institution responsible for ethical 
evaluation of clinical research in Lithuania. In addition to the 
LBEC, there are two regional ethics committees for biomedical 
research: one in the Kaunas region (founded at the Lithuanian 
University of Health Science) and one in the Vilnius region (founded 
at the Medical Faculty of the Vilnius University). These Regional 
Committees have the right to review applications for clinical trials, 
which are planned only at research sites within the committees’ 
areas of activity. Therefore, the applications for multicentre trials 

covering both regions are submitted for review by 
the LBEC, which has the power to issue a single 
opinion for the whole country. Both the LBEC and 
regional committees review applications within a 
deadline of up to 60 days. In Lithuania, additional 
to approval from an ethics committee and 
competent authority, an approval from the State 
Data Protection Inspectorate (SDPI) must also be  
obtained.

There are five independent ethics committees 
in Latvia, and an opinion from only one ethics 
committee is required. Applicants are free to 
decide to which CEC they will submit. According 
to regulations, ethics committees shall provide 
a written opinion within 30 days after the 
registration of the clinical trial application.

Applications may be submitted in parallel to all authorities. It is 
worth noting that the competent authority approval will be issued 
only after receipt of a positive opinion from an ethics committee. 
Permission from the Lithuanian SDIP to conduct a clinical trial will 
be issued once the opinions of the competent authority and the ethics 
committee have been received. On average it takes about 60 days to 
get all the necessary permissions.

Latvia and Lithuania also accept applications submitted through 
the international harmonisation procedure.

Study Designed Protocols
The majority of clinical studies conducted in Latvia and Lithuania 
are Phase III studies. In 2017, 35 approvals of Phase III trials were 
issued in Latvia and 37 approvals of Phase III trials in Lithuania, 
which together accounted for nearly 67% of all applications 
submitted in both countries. The second largest segment is Phase II 

Figure 1. Approved studies in Latvia and Lithuania, 2008–2018
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studies. In 2017, 12 approvals were issued in Latvia and 17 approvals 
issued in Lithuania – which accounted for 27% of all the applications 
submitted. Phase IV studies in 2017 only accounted for about 3% of 
the total number of applications (one study in Lithuania and two in 
Latvia). In the same year, four approvals for Phase I studies were 
issued (one in Latvia and three in Lithuania), representing almost 
4% of all applications submitted.7,8

Historically, across both Latvia and Lithuania, most clinical trials 
are performed in oncology. In 2017 there were eight new studies in 
Latvia and seven in Lithuania. Gastroenterology research studies 
are equally as common, with eight new projects in Lithuania and 
seven in Latvia. The graph below shows the top 10 research areas in 
Latvia and Lithuania in 2017. It is noteworthy that, according to the 
data available on the State Medicines Control Agency of Lithuania 
website, gastroenterology and oncology are also the most prevalent 
areas for studies in 2018.

Investigators, Sites and Training
There are around 200 hospitals in Latvia and Lithuania and more 
than 5000 outpatient clinics (GP’s practices and doctor’s private 
practices). Multifunctional hospitals are concentrated in the 
larger cities – Riga, Liepaja, Daugavpils, Valmiera in Latvia, and 
Vilnius, Kaunas and Klaipeda in Lithuania. These hospitals are well 
equipped and can perform all necessary examinations – CT, MRI, etc. 

Currently, research covers the whole of Latvia with clinical trials 
also being conducted in GP’s practices. In 2017, 
clinical trials were conducted in 93 research centres. 
The most popular of them were P. Stradins Clinical 
University Hospital, Riga Eastern Clinical University 
Hospital (clinic “Gailezers”, Latvian Oncology Center, 
clinic “Bikernieki”), Daugavpils Regional Hospital, 
Vidzeme Hospital, Children's Clinical University 
Hospital, Health Center 4, Liepaja Regional Hospital, 
and Piejuras Hospital in Liepaja.

Across both countries, there are many 
laboratories that offer high-quality tests staffed 
by physicians who are highly-skilled/qualified 
professionals. Additionally, physicians see 
clinical trials as an opportunity to improve their 
knowledge, skills and qualifications, as well as 
providing patients with free modern treatment and 
diagnostics.

Most investigators are trained in Good Clinical Practice. In 
Latvia there are no strict requirements for GCP re-training, but 
now investigators and research staff follow sponsor requirements 
and perform GCP training at least once every five years. The GCP 
training in Lithuania is regulated by the Law on Good Clinical 
Practice Training, (No. 1A-91, January 18, 2007). This law requires 
investigators to attend an eight-hour GCP training course and refresh 
their knowledge with a half-day course every five years.9

Patients
According to the World Health Organization (WHO), the incidence 
of oncological and cardiovascular disease in Lithuania and Latvia 
is higher than the global average. Lithuania and Latvia also have 
one of the highest cardiovascular mortality rates in the European 
Union.10 There are a significant number of previously untreated 
patients in Lithuania and Latvia. One of the main factors in the 
successful recruitment of subjects into a clinical trial is the doctor's 

encouragement to participate, and in both 
countries there is a high level of patient trust and 
confidence in the doctor’s recommendation.

Logistics
There are no import / export licence requirements 
within the European Union for materials related 
to clinical trials – investigational medicinal 
products (IMPs), laboratory kits, medical devices, 
etc. In addition, the export of biological samples to 
other EU countries does not require any licences.

Clinical Trials in Russia11,12

The clinical trial industry in Russia developed in 
the late 1990s and reached its peak in the early 
2000s. The clinical research market in Russia 
has great potential – the total population is 144.5 
million (according to statistical data from 2017) 
and there are good numbers of large medical 
centres with qualified doctors and the necessary 
research equipment to service the population.

The new clinical trial application dynamics can be considered 
as stable, despite the fact that the total number of permits issued 
has decreased slightly compared to previous years. In 2018, 653 
approvals were issued, which is 7% less than in 2017 (when 700 
approvals were issued). As for today, there are 1210 ongoing studies 
in Russia. The graph below shows information about studies 
approved in Russia since 2008. (Abbreviation: IMCT = International 
multicentre clinical trial.)

Figure 2. Top 10 research areas in Latvia and Lithuania on 2017 approved studies. 

Article 3. Approved studies in Russia, 2008–2018  
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Regulatory Analysis
Clinical trials conducted in Russia are supervised by the Ministry of 
Health of the Russian Federation and are governed by the following 
legislation:

Federal Laws

• Federal Law “On Circulation of Medicines” 61-FZ, 12 April 2010
• FEDERAL LAW On Public Health Protection in the Russian 

Federation, No. 323-FZ, 21 November 2011

Government Decrees

• Government Decree No. 714 “Approval of rules for compulsory 
insurance of the life and health of patient”

• Government Decree No. 673 of 3 September 2010 “Approval of 
Rules for Import and Export of Biological Materials Obtained 
in Clinical Trials of a medicinal product for medical use into 
and from the Russian Federation”

• Government Decree No. 683 of 3 September 2010 “Approval of 
Rules for Accreditation of Medical Institutions for the Right to 
Conduct Clinical Trials of Pharmaceutical Drugs for Medical 
Application”

• Government Order No. 771 of 29 September 2010 “On 
Procedure of Import of medicines for medical use into the 
Russian Federation”

Orders

• Order No. 200n dated 1 April 2016 of the Ministry of Health of 
the Russian Federation On Approval of Rules for Good Clinical 
Practice

• Order No.1071 dated 15 February 2017 of the Federal Service 
for Surveillance in Healthcare Concerning Approval of 
Pharmacovigilance Procedure

The Ministry of Health of the Russian Federation are responsible 
(within five working days from the date of the application) for:

-  conducting an inspection;
-  examining of documents for obtaining permission to conduct   

clinical trials and ethical analysis;
-  notification of the decision to the applicant;
- preparation and submission to the ethics council and 

the expert institution. The task of conducting the relevant 
examinations and reporting conclusions by the commission 
of experts and the ethics council on the approval/rejection of 
clinical studies and sending these conclusions to the Ministry 
of Health of the Russian Federation are carried out within a 
period not exceeding 30 working days from the date of receipt 
of the application.

If the result of both examinations is positive, the Ministry of 
Health of the Russian Federation decides on issuing a permit 
for conducting a clinical study and issues an appropriate permit 
within five working days from the date of receipt of expert 
opinions.

In practice, the average time for issuing authorisations by the 
Ministry of Health of Russia in 2018 (calendar days):

Authorisation to conduct clinical trial – 92 days
Authorisation to import drugs for clinical trial – 14 days 
Authorisation to import / export biosamples – 21 days
Authorisation to amend the protocol – 47 days

The share of applications for which no requests or comments 
were received, according to a survey in 2018, was only 38.8%. 
Moreover, a significant part of the comments were made by the 
ethics council. The ethics council made comments or refused to 
hold IMCTs in 43.9% of cases.

Study Designed Protocols
The majority of clinical studies conducted in Russia are Phase III 
studies (see Article 4). In 2018, 192 approvals of Phase III trials were 
issued (67% of all applications submitted). Phase II studies also well 
represented (63 approvals (22%)). Whereas Phase IV studies in 2018 
accounted for only 5% of the total number of applications.

Oncology traditionally is the most prevalent area of study, 
with a total 77 approvals for new studies in 2018. Together 
with oncohaematology, oncological studies accounted for 97 
authorisations for new studies. That represents one-third of all new 
permits (33.8%). The second most popular area is gastroenterology, 
with 37 permits followed by cardiology / cardiovascular diseases 
with 21 approvals for new studies.

Article 4. Distribution of IMCTs in Russia by phases, 2018

Logistics
In Russia, an import licence is required for IMPs and any study 
material needed by clinical sites. The requirements to obtain an 
import licence include:

Import (export) of biological materials is carried out for their 
study on the territory of the Russian Federation and (or) outside the 
territory of the Russian Federation on the basis of a permit issued 
by the Ministry of Health and Social Development of the Russian 
Federation.

To obtain permission to import (export) biological materials, the 
applicant organisation shall make a submission to the Ministry of 
Health and Social Development of the Russian Federation:

a)  a statement on the import (export) of biological materials;
b)  justification for calculating the number of units of each type of 

imported (exported) biological material;
c)  a copy of the permission to conduct clinical research issued in 

accordance with the established procedure;
d)  copies of constituent documents and certificate of state 

registration of a legal entity, certificate of registration with the 
tax authority of the applicant organisation. If the applicant 
organisation is a foreign legal entity in the event of a clinical 
trial of a medicinal product for medical use in the Russian 
Federation, documents must be submitted that confirm the 
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accreditation of the representative office of a foreign legal 
entity in the Russian Federation.

Within 10 working days from the date of the adoption of the 
documents, the Ministry of Health and Social Development of the 
Russian Federation will conduct an inspection and decide on the 
issue of permits for the import (export) of biological materials or 
the decision to refuse to issue permits for the import (export) of 
biological materials.

The fee for issuing permits for the import (export) of biological 
materials is not charged.
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