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Trends in number of investigative sites



In Serbia

• Everybody wants to do clinical trials !!!



7 centers
17 sites

The oldest psychiatric 
institution in the Balkans was 
established in Belgrade in 1861 
(the ‘Home for Insane People’), 
with 25 beds. 
Nowadays, there are 46 in- 
patient psychiatric institutions 
in Serbia and 71 out-patient 
services in municipal health 
centres. 
The entire mental health 
sector has approximately 60 
beds per 100,000 inhabitants. 
The number of psychiatrists in 
the country is 538 and child 
and adolescent psychiatrists
30. A third of them work in the 
capital, Belgrade. 
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In Serbia…

• Increasing awareness of clinical trials
• Increasing number understands the need for research 

comparators
•But still majority don’t know or understand the 

importanse of clinical trials
•Willingness to participate or even consider to do so is 

still in question



Aspect Serbia EU USApublic disclosure 
(ClinicalTrials.gov)

Regulatory Authority ALIMS + Ministry of Health EMA + national 
authorities

FDA

Ethics Approval National Centralized/local 
committees

IRBs

Legal Basis Law on Medicines and 
Medical Devices (2010, 
amended)

EU Clinical Trials 
Regulation 536/2014

Federal Food, Drug, and 
Cosmetic Act + 21 CFR

Approval Timeline 60–90 days ≈60 days ≈30 days

GCP Compliance ICH-GCP adopted ICH-GCP mandatory ICH-GCP mandatory

Phase I studies  prohibited  allowed  allowed

Location private + public private + public private + public

Data transparency Limited Mandatory public 
disclosure (EUCTR)

Mandatory public disclosure 
(ClinicalTrials.gov)

Specific Features ALIMS + MoH dual 
approval

Streamlined via CTIS Direct IND submission to 
FDA



https://www.alims.gov.rs/english/medicinal-products/clinical-trials



privacy regulative u SPrivacy Regulation: Serbia vs EU vs USAerbia, EU 
i USA

Aspect Serbia European Union (EU) United States (USA)

Main Law
Law on Personal Data Protection 
(2019) – largely aligned with 
GDPR

General Data Protection 
Regulation (GDPR, 2018)

HIPAA (Health Insurance Portability and 
Accountability Act) + state laws (e.g., 
CCPA in California)

Regulatory 
Body

Commissioner for Information of 
Public Importance and Personal 
Data Protection

National Data Protection 
Authorities (one per EU 
member state)

HHS Office for Civil Rights (OCR) + 
state-level regulators

Scope

Applies broadly to all personal 
data, including health data; 
additional patient consents often 
required

Applies to all personal data; 
health data classified as 
special category data 
requiring explicit consent

Applies only to covered entities 
(healthcare providers, insurers) and 
business associates; clinical trials not 
always directly covered

Cross-border 
Data Transfer

More complex; additional 
approvals often required outside 
EU

Allowed within EU; outside 
EU requires adequacy 
decision or Standard 
Contractual Clauses

Generally flexible; governed by contracts 
and IRB approval, no unified federal 
restriction like GDPR

Specific 
Features

GDPR-like standards but weaker 
enforcement; more bureaucracy 
and paperwork in practice

Strongest privacy protection 
globally; harmonized rules 
across EU

More flexible but fragmented; HIPAA 
protections narrower and do not cover 
all clinical trial contexts



Approaches to Subject Enrollment in Serbia

• Mailing lists
• Advertising in the media
• Flyers in patient care areas
• Direct enrollment on-site using research assistants



So how are we doing it?

• Role of the physician 
• Collaboration with collegues and patients !!!
• Change a public opinion about clinical trials - hard
• Providing more information about trials to the community

• INFORM AND EDUCATE



Patient Recruitment Issues
• For the trial to work – participants must be motivated and 

informed!
• It is important that patients understand protocol 

instructions
• Payment matters!!!

• reimbursement all out of pocket expenses associated with 
attending clinical trial visits 

• Increase communication
• Show empathy !!!
• Respond to complaints



Summary

• Regulatory and privacy follows EU and USA laws
• Phase I is prohibited
• Clinical research relies on volunteer subjects
• There are many barriers to participation

• Fear, inconvenience, lack of interest, lack of 
awareness

• Patients/families are more likely to participate if 
their clinician discusses research opportunities

• Payment is important
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