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•Croatia applies 
for EU 
membership 

21.02.2003. 

•Commission 
approves 
Croatia's 
application for EU 
membership 

01.04.2004. 
 

•1st chapter of 
accession 
negotiations 
opens 

12.06.2006. 



Multi-beneficiary programme  
on participation of Croatia and Turkey in 

certain Community Agencies in 2006 and 2007 

 First visit in Zagreb, 11 July 2006 
– Sylvie Bénéfice (Project Leader) 
– Hans-Georg Wagner (EU telematics) 

 
 

„…These meetings were very successful and the 
presentations of the Croatian representatives were very 
useful and informative.  
The atmosphere of the meetings was encouragingly 
enthusiastic, and future exchanges were expected to 
be positive.” 



Multi-beneficiary programme  
on participation of Croatia and Turkey in 

certain Community Agencies in 2006 and 2007 

 The aims of this project were to build 
with Turkey and Croatia and the EMEA 

  
 

 to the NCAs, to the work carried out by the EMEA, for 
their future in EMEA networks  

 to contribute to the creation of 
enabling the future 

participation of Croatia and Turkey in the EMEA’s networks 
 to support Croatia and Turkey in their 

 
 to assist the NACs, in a practical manner, in 

of the EU. 



Multi-beneficiary programme  
on participation of Croatia and Turkey in 

certain Community Agencies in 2006 and 2007 

 
 15 August 2006 – Croatian participation at the 

in The Netherlands (Amsterdam) 
 Start of the implementation procedure in the Croatian 

Agency! 

 
 



Multi-beneficiary programme  
on participation of Croatia and Turkey in 

certain Community Agencies in 2006 and 2007 

Participants at this meeting 
included: 
• the Heads of National 

Competent Authorities,  
• the Heads of 

Pharmacovigilance,  
• Product Information, IT, 

Administration and the 
programme coordinators 



Multi-beneficiary programme  
on participation of Croatia and Turkey in 

certain Community Agencies in 2006 and 2007 

 
In line with an opinion of the legal service of the European 
Commission, Candidate Countries can appoint representatives as 
observers in non-product related meetings exclusively. 
 

GCP (Good Clinical 
Practice) Inspectors 
Working Group 

Ad Hoc Group on 3rd 
Country Clinical Trials 

Pharmacovigilance 
Inspectors Working 
Group 

GMP / GDP  (Good 
Manufacturing 
Practice/Good 
Distribution Practice) 
Inspectors Working 
Group 

GLP Inspectors 
Working Group 



Multi-beneficiary programme  
on participation of Croatia and Turkey in 

certain Community Agencies in 2006 and 2007 

 
 

ENCePP 

European Network of 
Centre for 

Pharmacoepidemiology 
and Pharmacovigilance  

HMPC 

Committee for  
Herbal  
Medicinal  
Products  



Multi-beneficiary programme  
on participation of Croatia and Turkey in 

certain Community Agencies in 2006 and 2007 













2006-07 

 
•Multi-

beneficiary 
programme  
 

2008 

 
• IPA 

Transition 
Assistance 
Programme 
 



IPA Transition Assistance Programme 
2008 

In order to support participation of the Candidate Countries, i.e. 
the Former Yugoslav Republic of Macedonia, Croatia and Turkey in 
the activities of certain Community Agencies in 2008. 



IPA Transition Assistance Programme 
2008 



2006-07 

 
• Multi-

beneficiary 
programme  
 

2008 

 
• IPA 

Transition 
Assistance 
Programme 

2009 - 11 

• Instrument 
for Pre-
accession 
Assistance 
project 
(IPA) 
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Instrument for Pre-accession Assistance 

(IPA) project 2009-2011   
 

Preparatory measures for the participation of the Candidate 
Countries, e.g. Croatia, the former Yugoslav Republic of Macedonia 
and Turkey as well as the Potential Candidate Countries namely 
Albania, Bosnia and Herzegovina, Montenegro, Serbia and Kosovo 
under UNSC Resolution 1244/99 in EMEA activities. 



 
Instrument for Pre-accession Assistance 

(IPA) project 2009-2011   
 



2006-07 

 
•Multi-
beneficiary 
programme  
 

2008 

 
•IPA 
Transition 
Assistance 
Programme 

2009 - 11 

•Instrument 
for Pre-
accession 
Assistance 
project 
(IPA) 
 

2011 - 13 

•Instrument 
for Pre-
accession 
Assistance 
project 
(IPA) 



 
•1st chapter of 
accession 
negotiations 
opens 

12.06.2006. 

•Last of the 35 
negotiating 
chapters is 
closed  

30.06.2011. 
 

•EU and Croatia 
sign accession 
treaty 

09.12.2011. 



 
Instrument for Pre-accession Assistance 

(IPA) project 2011-2013   
 

Extension of the IPA 2009-11 project, but now the project is focusing 
on Croatia to help foster its integration and provide further support 
for areas still needing development in view of its accession to the 
EU on 1 July 2013. 

Pre-accession linguistic check for Croatian 
 
In January 2011, EMA, together with the Croatian 
national competent authorities, started a pre-accession 
linguistic checking process for product information in 
the Croatian language. This procedure aims to facilitate 
the phasing-in of Commission Decisions on centrally 
authorised medicines once Croatia joins the EU. 





Zagreb, Knežija 



HALMED 

2003-2013 



2013 
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23% University
degree
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MAH 
HALMED 

ADR database 
• Gateway 

• Web trader 

EudraVigilance MSe 

E2B ICSR 
Message 

Ack 

ICSR from HR 

National ADR 
database 

ICSR from MAH 

SUSAR from third countries,  

All ADR from HR 
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•Introduced in Croatia on June 
30, 2010 
 

•Welcomed to submit eCTD or 
NeeS format 
 

•Not obligatory 
 
 
 

 
 



From May 
2012 



PALC III, (Pre-accession 
Linguistic Checking 

Procedure) 
1/3/2011 – 15/4/2013 

 
for 

human medicines   

 
Commission Decisions concerning 
marketing authorisations (MAs) a 
MAH and are valid in the whole 
territory of the EU.  
When a Croatia joins the EU, 
such decisions extend 
automatically to the territory of 
the new Member State. 
However, MAHs are legally 
obliged to provide translations in 
the new official language as of 
the date of accession 
(01/07/2013).  
 



• The upgrading of 
documentation for 
medicinal products is 
a harmonization of 
the documentation 
content with the 
Directive 2001/83/EC 
for medicinal products 
authorized in Croatia 
before the accession 
to the EU 

 



• Deadlines for 
dossier upgrading: 
– Until 30 June 2017 for 

medicinal products 
listed in the Appendix 
to the Annex V of the 
Accession Treaty. 

– Until 30 June 2013 for 
medicinal products 
that are not listed in 
the Appendix 
 
 

 





January 2006 





 
                               
 

 
 

 
Twinning LIGHT 

       2010/2011    
  (IPA programe) 

 

 
 

• Strengthening of expert 
capacity in 
implementation of EU 
legislation on medicines 
in the Croatian Agency 
for Medicinal Products 
and Medical Devices 
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Twinning LIGHT 

       2010/2011    
  (IPA programe) 

 

 
• Duration of the project: 6 months 
• 30 AEMPS experts divided into 11 visits held 

various training seminars and workshops : 
– instructed and trained HALMED’s experts to work in 

line with EU practice  
– trained to implement EU directives, rules and/or 

procedures for specific groups of medicinal products - 
quality, safety and efficacy evaluation of well-
established use medicines, herbal medicinal products, 
generics and biologicals (vaccines and sera, 
blood/blood products, biosimilars) 

– overview of pharmaceutical inspection and 
enforcement 

– trained to evaluate of  bioequivalence data 

 
• 2 study visits of HALMED’s experts to Spanish 

OMCL (on-site experience on Quality Control of 
biologicals) 
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and the New  







August, 2012 



SPCs and PILs available for all 
medicines authorized in Croatia 



The 
Pharmacovigilance 
Risk Assessment 
Committee (PRAC) 



Co-Rapporteur 

CHMP 

Rapporteur 

Rapporteur 

PRAC 

 
AT  
(QSE + 
PhV) 

Day 80 
AR 

Day 80 
AR 

Day 120 Day 121 

List of 
Questions 

Comments on RMP 

 
AT  
(QSE + 
PhV) 

 
AT  
(PhV + E) 



 



 
• Objective: 

• Facilitating collaboration among Member 
States for the effective operation of 
pharmacovigilance in the EU 

 
• Aim: 

• To support Member States to find solutions for 
organising and running their 
pharmacovigilance system in the context of 
the new PV legislation in the EU 

 
 
 
 
 



 

WP4 – ADR 
Collection– HR 

Project Core Group 
(Lead MS + WP Leads + Subproject leads) 

European Commission Strategic  
level 

Executive  
level 

Implementation  
level 

Lead MS  
Project management,  

Budgetary control,  
Risk Register 

Reporting 
Communications 

WP5 – Signal 
management – NL 

WP6 – Risk 
Communication – 
ES 

WP7 – Quality 
Management 
Systems – HU 

WP8 – Lifecycle 
pharmacovigilan
ce. - IT 

General advisory board 
A representative from all the participants 

Representative from the European Commission 
Chaired by coordinator/lead MS 

WP 2 Dissemination - UK 

WP 3 Evaluation Lead - PT 

WP 1 Coordination - UK 



An agency of the European Union 

Project 00305 – Implementation of 
pharmacovigilance legislation 
 
Project governance structure: slides to support the 
call for Project Team nominations 
20 February 2013 
 



Project  
Oversight  
Committee 
(ERMS-FG) 

Project  
Coordination 
Group* 

EMA/MSs 
Project  
Team 1 

Collection of key 
information on 
medicines 

2013 Project governance structure – endorsed by 
HMA  

Training 
 Content 
Group 

Heads of 
Medicines 
Agencies 

BEMA SG 

Pharmacovigilance 
Audit Facilitation 
Group 

- EudraVigilance 
- ‘e-submission’ 
activities 
- Patient reporting 

 
 

EMA/MSs 
Project  
Team 2 

Better analysis and 
understanding of 
data and 
information 

- Signal 
- RMP 
- PSUR 
- PASS/PAES 
- Additional 
monitoring 
 

 

EMA/MSs 
Project  
Team 3 

Committees, 
referrals and 
Communication 

- Referrals  
- Online publishing 
of information 
- Coordination of 
safety messages 
- Public hearings 
- Transparency 
- Product info 

 

ICT liaison  
With MB TC** 

* including GVP 
coordination and 
maintenance. 
 
** or equivalent 
under the new ICT 
governance 
structure. 
 
*** PRAC, CHMP, 
CMD-h, PhVIWG. 

Liaison with  
Committees/ 
Scientific fora *** 



 









 
1 July 2013 

 
Ready to join the 

European Medicines 
Regulatory Network 

 



Thank you  
very 

much! 
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