
PHARMACOVIGILANCE IN 

SERBIA

Presented by: Marija Petronijevic 
Medicines and Medical Devices Agency of Serbia (ALIMS)

30/11/2010



PhV in Serbia2

Objectives

Beginnings of PhV in Serbia

Established system and achieved results

Regulatory PhV requirements

Changes by new legislation

Goals and constraints
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1972 – Centre for 
ADRs monitoring in 
Zagreb, Republic of 
Croatia?

Former Yugoslavia

ADR – Adverse Drug Reaction
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1994 – Clinical Centre of Serbia

2000 – Member of WHO Programme for 
International Drug Monitoring

2005 – Medicines and Medical Devices 
Agency of Serbia (ALIMS)

Republic of Serbia
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Legal basis 
Serbian PhV System

Established pharmacovigilance system for the 
collection and evaluation of information relevant to 
the risk-benefit balance of medicinal products.

Law on Medicines and Medical Devices (2010)

Bylaw defining the manner for reporting, collecting 
data and monitoring adverse reactions of medicinal 
products (2006 – under revision)

VOLUME 9A (EU)
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Serbian PhV System 
Roles and Responsibilities

Regulatory authority (ALIMS, Ministry of Health - MoH)

Marketing Authorization Holder – MAH

Health Care Professionals - HCP
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National Pharmacovigilance Centre - NPC

ADRs reporting (database and signal detection, 
communication, regulatory measures)

Regulatory procedures (authorizations, renewals, 
variations)
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Centralized System of Pharmacovigilance

ALIMS
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ALIMS

MAHHCP

Spontaneous 
reporting Mandatory

ADRs reporting

HCP - Health Care Professionals; MAH – Marketing Authorization Holder 
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ADRs reporting - HCP

NPC

Assessment 
(ICH E2D, WHO)

WHO database 
entering - VigiFlow

Feed-back 
assessment 

Inform MAH
within 15 days for 
serious cases

HCP - Health Care Professionals
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NPC

Serious case reports from Serbia 

Serious unlisted case reports from abroad

NO gateway for electronic reporting of ICSR

EXPEDITED 
REPORTING 
(15 days)

ADRs reporting - MAH

MAH – Marketing Authorization Holder
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Serbian Pharmacovigilance Database 
Reporting Rate

71 67
108 102

34 49 36
64 70 75

102

266

337

423

572

0

100

200

300

400

500

600

700

1995 1996 1997 1998 1999 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009

Year

N
um

be
r 

of
 c

as
e 

re
po

rts



PhV in Serbia16

49%

41%

10%

MAH

Physicians

Pharmacists

75%

25%

Other
medicines

Vaccines

Figure 1. Distribution of cases according to reporter Figure 2. Distribution of cases according to suspected drug

Serbian Pharmacovigilance Database 
Year 2009
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Serbian PhV Database 
Year 2009

Antineoplastics 70 15.18%

Antiinfectives for 

systemic use 64 13.88%

Antipsychotics 28 6.07%

Pruritus 33

Rash 32

Nausea 32

Urticaria 25

Flushing 23

Table 1. Most freuqently reported suspected drugs.

Table 2. Most freuqently reported ADRs.
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Number of case reports per milion inhabitants
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NPC – National Phv Centre; RC – Regional Centre

ESTABLISHMENT OF REGIONAL CENTRES

NPC

RC RC RC RC
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REGULATORY PROCEDURES
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Authorizations

National procedure 

Periodic Safety Update Report (PSUR) 

By the Law – full documentation: …Postmarketing 
experience…

Generic drugs ?

Risk Management Plan (RMP)

Detailed Description of PhV System (DDPS)
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PSUR cycle

Authorization
Launch

Renewal 1

1 year 1 year 3 years

SBR (4 years and 4 
months)

Addendum

6 months6 months

SBR (5 years)

Renewal 2

Addendum
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Changes of PSUR Cycle

The periodicity of PSUR submission may be 
amended (lower frequency than once every 3 
years is not possible) according to IBD/EU-HBD.

http://www.hma.eu/80.html

Part of application for Marketing Authorization;

Postauthorization phase - variation type II.

http://www.hma.eu/80.html
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Regulatory procedures 
Current practice in Serbia

Expedited ADRs reporting (within 15 days - serious 
ADRs from Serbia and serious, unexpected ADRs from 
abroad)

PSUR (assessed during authorization and renewal 
procedure) 

Safety variations 

Risk Management Plan (RMP) +/-
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Risk Management 
System

EU-RMP submitted;

Approval of DHCPLs and 
educational materials;

Very poor experience 
with initiating 
pharmacoepidemiological 
studies as a part of PhV 
plan.

DHCPL – Dear Health Care Professional Letter
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Revised Serbian regulation defines more 
requirements in accordance with EU

The applicant for a marketing authorization (MAA) is 
required to provide a detailed description of PhV 
system (DDPS);

The risk management system which the MAA will 
introduce, if necessary; 

Updates to the information provided in the DDPS 
should be made as type II variations.
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PhV Inspection in Serbia – Ministry of 
Health

To ensure that MAH comply with pharmacovigilance 
regulatory obligations.

Routine Inspections;

Targeted Inspections – when triggers are identified, 
e.g. submission of poor quality or incomplete PSURs, 
inconsistencies between reports and other information 
sources…

PhV Systems Inspections

Product-Specific Inspections
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Problems and Challenges

To improve reporting (quality of reports and annual rate)

PhV Inspection development

Serbia is not part of EU network – Work-sharing 
assessment reports ?

Vaccinovigilance – connecting with the national 
immunization programme

Crisis Management SOP

Transparency (ALIMS web site)

NPC capacity limits (need to increase number of staff, 
rationalize processes…)

Instead of 
CONCLUSION
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