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  Legislation background 

• Croatia joined European Union on July 1st, 2013  
• Croatian Medicinal Products Act, along with 

accompanying Bylaw on Pharmacovigilance, 
entered into force the same day 

• Croatian legislation harmonized to the fullest 
with European legislation 

• However,  
– Croatia has already adopted the new European 

Pharmacovigilance Directive before accession to the 
EU  



  Examples of pre-
accession practices  

• Croatia started using EudraVigilance 
Gateway for ICSR submission by MAHs to 
HALMED in 2010 

• Patient reporting of ADRs introduced in 
2009 

• On-line patient ADR reporting introduced 
2012 

• Assessing RMPs and risk minimization 
measures since 2008 (DHCP 2005) 



New challenges 

• Active participation in EMA’s Scientific 
Committees (CHMP, PRAC, COMP, PDCO) 

• Taking over referrals and the role of rapporteur 
• National Implementation of PRAC 

recommendations 
• Signal Management for the designated active 

substance(s) 
• PhV inspection 
 



 Good example of “old 
practice” - Patient reporting 



           Patient’s reporting in 
Croatia 

• Introduced in 2009 
• Paper version 

available on 
HALMED’s web page 
(www.halmed.hr) 
 

 

http://www.halmed.hr/


            Croatia 1st country in            
  the world to start using 

UMC on-line application 
 

 
• August 17th, 2012 

 
• Uppsala Monitoring  
 Center application for  
 on-line patient reporting 



 

Croatia 1st country in the world  
to start using UMC application for patient 

reporting 



      Yearly increase in number 
of ADR reports by patients 

0

5

10

15

20

25

30

35

40

45

50

2010. 2011. 2012.

Number of reported
ADRs by patients



  Actions taken by HALMED 
to raise awareness on patient 

reporting   
• Media campaign about on-line application  
• Information on patient reporting available on HALMED’s 

web page 
• Booklet „ADR reporting – Guide for Patients” distributed 

to patient organizations, available on HALMED’s web 
page for downloading 

• Lectures delivered in Patient organizations - 7th 
European Transplant & Dialysis Games (August, 2012) 

• Link to on-line patient ADR reporting available from one 
of the most popular healthcare web portals in Croatia 
(Cybermed.hr) 
 
 
 



  
 Influence of Media 

Coverage and Campaign 
 • New campaign started 5th September 

2013:  
– „HALMED’s Public Educational  Campaign 

Promoting Importance of Patient Leaflet 
Reading and ADR reporting” 

 



Campaign 

• National level 
• 2 months duration (05/09-31/10/2013) 
• 2 main messages: 

– Importance of PIL reading  
– Importance of ADR reporting 







  Patient ADR reports in 
2013 by month 
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Importance of Patient Leaflet 
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New practices 



  The MAH’s person responsible for 
pharmacovigilance in the Republic of 

Croatia (local requirement) 
 

• Must reside in the Republic of Croatia 
• Establises and implements the MAH's 

pharmacovigilance system in the Republic of Croatia 
• Have an overview of the safety profiles and any safety 

concerns for medicinal products for which MAH holds 
authorizations 

• Contact point for HALMED, available 24 hours  
• Contact point for pharmacovigilance inspections in 

Croatia 

 



 PhV internal audit in 
HALMED 

• Obligation under Article 101(2) Directive 
2001/83/EC: 
„Member State shall perform a regular audit of their 
PhV system and report reults to the Commission on 21 
September 2013” 

• Audit held 11-12th September 2013 
Generally, all PhV processes evaluated adequate, 
appropriate and effective to provide reasonable 
assurance that potential risks are being properly 
managed and objectives are met. 
 



Introducing new practices into 
„old ones” 



  Review of risk minimization 
measures (educational materials)   - 

transparency 
 

• Review and approval  of educational materials 
sporadically started in 2008 

• Need for systemized review identified, in 
collaboration with local QPPVs in 10/2012  

• Questionnaire distributed to all local QPPVs - 
Project started 12/2012  

• Feedback form QPPVs obtained in 15 days 



 Example of the table 
distributed   

Medicinal product 
name Material 1 Material 2 Material 3 Material 1 Material 2 Material 3

On the market 
in Croatia 
YES/NO

If not on the market, expected 
date of putting on the market

xy Letter to HCP Questionnaire Educational material YES
zy YES
yy YES
zz

Marketing Authorisation Holder:
HCP material Patient material



Deliverable  

• Following the feedback from QPPVs 
obtained: 
– Tracking system for educational materials 

established 
– Possibility to track updates and different 

material versions 
– Obligatory paragraph about the 

obligation/possibility to report ADRs included 
in every educational material 



 
  Transparency  - new PhV 

regulation requirement 
 • In the near future, HALMED plans to 

 educational materials on our 
official web site 

• Points to reflect: 
– To make all materials avaliable to patients 

and HCPs or to divide viewing rights  
– In which form to be published:  

• table listing materials /pdf of actual materials 
– To publish materials in bulk or succesively 



  Transparency  - new PV 
regulation requirement cont. 

 
– new challenge 

– Need to have only ONE material for the same 
active substance 

– Having different materials for each medicinal 
product with the same active substance is 
contraproductive 

– Co-ordination of MAHs essential 



   
  Transparency  - new PV 

regulation requirement 
 • Need for  of HCPs and patient 

organizations 
– Highlight difference between promotional and 

educational materials 
– Medicinal Products' Safety Committee 

• Emphasize the difference between group 
and medicinal product specific materials 
– Agency’s visibility on educational materials 



  Educational materials – 
follow up 

• PhV inspection to check if all actions 
agreed with HALMED have been 
performed 

• Measuring the effect/outcome of using 
educational materials – challenge 
– How ? 
– Which method to use ? 
To be determined in the future… 

 



 Croatian PhV team 



www.halmed.hr 
halmed@halmed.hr 

http://www.halmed.hr/
mailto:halmed@halmed.hr
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