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Introduction

« Since 2006 HALMED’s employees participate in EU Telematics
meetings at EMA

* Participation is sponsored through EU pre-accession programmes
» Our role is transforming from observers to active participants

» Several EU telematics systems have already been successfully
Implemented in HALMED
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HALMED'’s participation in EU telematics

 Fully implemented EU telematics systems:
— EudraLink
— EudraNet
— EudraVigilance
— EURS (European Review System)
— EUTCT



N\—HALMED

Agency for Medicinal Products
and Medical Devices of Croatia

EudraVigilance

* Project started in 2008 - system was set up and tested
« 2009 — system was made operational

e 2010 - Croatia was granted to use EMA gateway infrastructure
despite not being a member state

* April 2010 — HALMED announced that it is ready for electronic
reporting

* 64 companies registered for electronic reporting with HALMED,
15 are actively sending reports
* More than 20 000 ICSRs received monthly
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EURS (European Review System)

« System that enables NCAs and EMA to receive, validate, store
and make available for review marketing authorisation
applications submitted in eCTD, NeeS format

« HALMED implemented the EURS system in 2010

* Beside the technical part of implementation, the internal
business process needed to be organized

* In June 2010 HALMED announced its readiness to work with
electronic formats of documentation
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EUTCT

* In 2011 HALMED recreated NRL
(National Registry of Medicinal Products)

« “Internal” lists were replaced with EUTCT lists
« EUTCT lists have been used in HALMED ever since

Conclusion:

« Cooperation with EMA and
participation in EU telematics
has been very successful so far
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HALMED decided to build extranet portal as a tool for
increasing efficiency, transparency and interactive work with
the industry

Through the portal, HALMED will receive medicinal
products applications from both national and European
marketing authorization holders, and allow marketing
authorisation holders to track their cases submitted to
Croatian Agency

10
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o Extranet portal will be a web portal for:

* submitting case applications and medicinal products
dossiers in electronic formats

« direct communication and interactive work of industry
representatives with the Agency’s employees through
messages and document exchange

» direct communication between stakeholders and their
representatives

* automatic notification of users on certain procedure changes
 tracking the progress of applications

11
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How we started:

- By analysing existing problems in internal business processes

- By analysing existing problems in current practice with electronic submissions
- By analysing existing approaches and solutions from the Irish agency

- Held workshops for applicants as future users of the portal
- By consulting with software developers

Test phase

l July 2013>

September 2013>

Pilot production phase

A

Medicinal products
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« Submitted applications are loaded into our
central system where they are processed

Changes in the processing status are
synchronised with the extranet database

- Aplication downloading
- Data synchronisation Extranet -= NRL

- Data synchronisation NRL -> Extranet
- Case tracking
- Reports

A/
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Functionalities:

« My Page — every user defines which contents are going to be displayed
 Applications in Draft — applications currently in draft

* Applications under Assessment — all applications sent to the Agency
and under assessment

 Applications — search and display of complete applications
« Medicinal Products — search and display of medicinal products
« Messages — display of messages

 Reports — page for creating reports regarding the application processing
and medicinal products

 Administration — page for local administrators and portal administrators
All portal pages will be in Croatian or English.
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o EMA’s EU Electronic Application Forms (eAF)
are used for:

registration
renewal
variation of marketing authorisation

o HALMED designed intelligent PDF forms for:

transferral of a marketing authorisation
withdrawal of a marketing authorisation
upgrading existing dossiers
homeopathic products

o All forms will be in Croatian or English
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EKSTRANET PORTAL

APPLICATION FORM

SUMMARY OF THE DOSSIER

APPLICATION FORM : ADMINISTRATIVE DATA

The application form is to be used for an apgplication for a marl of a medicinal product for human
submitzed to (a) the European MEd'»urE}’gm nder the centr. |sec|gprecedrenr{b) Member Smte(aswe\laslnelad
Liechtenstein and Marway) under either a national, mutual recognition pruzhranrdmmlngedpmmd
Usual Ily upﬂmlaq)plahnnfnnnforea\:hslmngﬂl mlplunmnuﬂ:lnlhnnlsmq jired.

a combined application form is acceptable (i n each ical form and
strength should be pmwded sun:mswe\y where appropriate].

DECLARATION AND SIGNATURE

Product (inventad) name [ ]

Pharmaceutical Form: 2]

Strength:

Active Substance(s):

ARTICLE

Applicant details:

Name

Person authorised for communication*, on behalf of the Applicant:

Tite

First name

Sumame

Itis herel:y nunlirmedthat Il existing da tawhn:hara relevant to the guality, safety and efficacy of the medicinal product
have been suj in the dossier, as appropi;

Itis hereby Dunﬁrmed that fees will be pa d."haue been psid according to the national/Community rules**,

On behalf of the applicant
Title refer to

First name

Surname

Function

Dnmple application
Refer to Notice to Applicants, Volume 24, Chapter 1
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APPLICATION FORM

W a\ y S SUMMARY OF THE DOSSIER
\—iYﬁJ APPLICATION FORM : ADMINISTRATIVE DATA
The application form is to be used for an apgplication for a marl medicinal product for human

of a
ubrmiteed 20 [2) the European Medicnes Agency ander the cencr |sec|gprecedrenr{b) Member Smte(aswe\laslndad
Liechtenstein and Marway) under either a national, mutual recognition pruzhranrdmmngedpmmd

Creating a new application: A e i i o e e 1 il o

DECLARATION AND SIGNATURE

Product (inventad) name [ ]

1. By filling out an empty form 1]

2. By editing a form pre-filled with s
downloaded medicinal product data

Active Substance(s):

3. By editing a form pre-filled with
downloaded data from an existing case

‘Add Active Substance(s)

Populate data ARTICLE

4. By importing an XML file
from the user's system

Applicant details:

Name

Person authorised for communication*, on behalf of the Applicant:

Tite

First name

Sumame

Itis herel:y nunlirmedthat Il existing da tawhn:hara relevant to the guality, safety and efficacy of the medicinal product
have been suj in the dossier, as appropi;

Itis hereby Dunﬁrmed that fees will be pa d."haue been psid according to the national/Community rules**,

On behalf of the applicant
Title refer to

First name

Surname

Function

Dawlu application
Refer to Notice to Applicants, Volume 24, Chapter 1
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* Filled out application can be edited, — T
updated, corrected, even deleted until = ...
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submission S
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e Multiple user roles:

- user who fills the application e v R e Al o
* user who verifies the application = . . . B
e user who approves the T T T e e e )
submission e T = T, e e (e
» Only the user authorised for e e Sl

approving the application can D% O Oz mowee B B D T
Submit it . . .Q;QI .m = I.:::}:ulll VRSTA ZAWTI A POSLMITL [ RASLOY

* The user must re-enter DD
username and password g T oo g
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« The “Application Tracking” list - T _———
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|
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* Figure: the case is in the Clock e e s s s
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1 178953 UPA1-530-09/08-01/205 12.07 2012 Nacionalni. RH  Davanje odobr

Levitra

BAYER v
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prov|d|ng additional T e
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d t t h I d W6T6T  Logest i [ - S— - - — = | s
ocumentation nave already R /2 | T T TR
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P wew e | —TTALMED EKSTRANET PORTAL X sut manerm

235617 Logest

178953 Levitra
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asmin ] |

119235 Canesten U H H

178952 Saridon

» IZVIESTANL > K3

> LUEKOVI ‘ » PORUKE

MET67  Loges Broj predmeta 34567 Vrsta postupka Nacionaini

7.2012 epublitc a

e Datum 17.07.200 Podvrsta postupka Republika Hrvatska

Nosit BAYER d.0.0. Referentna zemlja
178971 Yasmin
. - Podnositelj zahtjeva BAVER d.0.. Vrsta zahtjeva lzmijena odabrenja
« EXc ange o1 wWorking aocun 1ents Is D

wweniy (7] Novieneomer R pRuEnOs [ 1seisi 2| v 2viz)
7 Erre Sl i d PRAVA PREDMET W e

O E
supported by the portal — : ! : : =

STATUSI PREDMETA U IZRADI DATUM STATUSA POSTAVIO STATUSI PREDMETA U OBRADI
 Submitted documents can be edited s neve M T
Potpisan 27.09.2012. BAYER\ istipic OCJENA - Valjanost zahtjeva Zavrieno
u nti | HAL M E D ’S i nte rn al u Se r Poslan /u najavi 27.09.2012 BAYER\ istipic ij::::zl:l\(::n::;k(\i\i:l;k::‘:::nmmtijn ::’NH - ®
- OCJENA - Dokumentacija o sigurnosti primjene Zavrieno
checks them in — -
1 (BROJLUEXA WK KROVNILUEK _ KIASA________ VASTAZAMLEVA . VRSTAIZMJENE . PODVASTAIZMJENE, FARMACEUTSKIOBUK  DOZA. _____ AKWWA. .
* When internal users request S —————,
- 225377 Aspirin Aspirin UP/1-530-09/08-01/526  |zmjena odobrenja "W 17a filmom oblozena tableta 100mg SPC L
updates or changes, working —_— ; 1 ‘
1 | SIFRAPAKOVANJA(EUTCT)  VASTAPAKOVANJA _ SADRZAJ PAKOVANJA VELICINAPAKOVANIA
documents are unlocked to edit s S —— " g
1 8 100000073502 blister 30 (2x15) tableta u blister pakovanju, u kutiji 90 UNU VAN

Copyright © 2007-2012. Agencija za lljekove | medicinske proizvode. Sva prava pridrzans, PUTE ZA KORISTENJA HALMED EXSTRANET PORTALA - HELP DESK - OBAVUESTI
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« Communication by messages is available during
the whole process

« Each message corresponds to a specific
application

* Two types of messages: local and HALMED
messages

* Local messages for communication between
users

« HALMED messages for communication
between the users and the Agency
employees

~Reports” page for searching and displaying the
statistics

Additional features:

* Printing all data in PDF format
* Exporting all lists into xIs format
* Exporting each application into XML format

19
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HMA Common European

Heads of Medicines Agencies S u b m i S Si 0 n P I a tfﬂ r m

« Transport mechanism for sending electronic documentation from
MAH to NCA

» Benefits:
L T

e Saving time ﬁ
* Interoperability

. Consistency with other EU Agencies Croatia
Participating Agencies
— il b — am - -+ il
Austria Belgium Cyprus Czech Republic Croatia Denmark E=stonia Finland France{Anses)
(USKVBL)
L_ L_ £ (| il H — E— o
German y(BfATM) Germany(PEI) Iceland Ireland ltahy (AIFA) Malta The Netherlands Norway Portugal
- - am S S
eden UK (MHRA) UK (WMD)

2 0 Slovenia Spain Sw
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Applications will be submitted through
Extranet Portal

Dossiers will be submitted through CESP
portal

Submitted dossiers are reposited on
HALMED'’s FTP server

Dossiers are automatically validated by
EURS is Yours tool

Dossiers are finally transferred to
HALMED’s DMS

21

CESP — EXTRANET PORTAL

External IT systems

CESP
EMA eAF CESP portal CESP ftp
l \
HALMED IT system
HALMED ftp

Extranet portal

Registration office National drug eCTD review tool
database Registry EURS is YOURS

—

Working dokuments
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Conclusion

 Many IT projects are initiated at HALMED
* EU telematics projects and HALMED's initiative enable HALMED:

« To be fully interconnected with the network of European Medicines Agencies
* To provide information to public and MAHSs in a more efficient way
* To increase the quality and speed of its services

« HALMED is prepared for all future challenges
that will come with the EU membership

22
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Thank you for your attention!

Hvalal

(® ' o)
Q & A7

dubravka.sudic@halmed.hr
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