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DIA offers a neutral forum for 
discussions between stakeholders 
– this was the message conveyed 
in free workshops held during 
the last two years in European 
countries new to DIA.

When the DIA Advisory Council of 
Europe (ACE) was discussing the 
needs of those countries that had 
joined the European Union since 
2004, the idea was put forward 

that workshops might offer the 
ideal platform for both DIA and the 
professionals in those countries to 
get to know each other. Instead 
of the usual meetings in the 
centre of Europe, the ACE met in 
Budapest, Warsaw, Zagreb, Sofia 
and Istanbul. 

The workshops consisted of two 
sessions. In the mornings the 
ACE agenda was discussed and 

EUROPE

Exploring New Countries 
– DIA Advisory Council of 

Europe (ACE) Meets Colleagues 
in Their Home Countries

V
O

L
 4

  
  

  
  

  
  

  
  

 I
S

S
U

E
 2

62 TATyANA 

BENISHEVA 

AND  

GESINE BE-

JEUHR

Reach.indd   62 3/15/12   3:57 PM



in the afternoons, ACE members 
volunteered to give presentations 
on topics based on their expertise 
to the representatives from the 
industry and regulatory authorities.

These free workshops started 
with an introduction to DIA by Dr. 
Brigitte Franke-Bray, Director DIA 
Europe, Global Training Officer. 
These were complemented by 
local speakers who gave their 
views on current legislative 
procedures and guidelines. 
Tailored to the needs of the 
respective host country, local and 
EU-experts were invited to present 
their thoughts about burning 
issues. When we were planning 
these workshops, no one knew 
that we would sometimes face 
snow and ice, hours of delay at 
airports and speakers who literally 
arrived as their presentation 
went up on the screen. These 
workshops proved to be great 
experiences both of collaboration 
and of hospitality. 

BUDApEST, 27 NOVEmBEr 
2009

Faculty

•		Peter	Bachmann,	European	
Drug and International Affairs, 
BfArm, Germany, (CmD(h) 
member; now chair)

•		Gesine	Bejeuhr,	Regulatory	
Affairs/ Quality, vfa – research-
Based pharmaceutical 
Companies, Germany 

•		Gyula	Fehér,	Vice	President	
Hungarian regulatory Affairs 
Society (HUrAS), registration 
manager, KrKA, Hungary

•		Brigitte	Franke-Bray,	FFPM,	
Director DIA Europe, Switzerland 

•		Anthony	Humphreys,	Head	
of Sector, regulatory Affairs 
and Organisational Support, 
European medicines Agency

•		Yves	Juillet,	Senior	Advisor,	
LEEm, France, current 
president, DIA

•		Sandor	Kerpel-Fronius,	
professor, m.D. D.Sc. 
Department of pharmacology 
and pharmacotherapy, 
Semmelweis University 
Budapest, Hungary

•		Henrik	K.	Nielsen,	Corporate	
Vice president regulatory 
Affairs, marketed products, 
Novo Nordisk A/S, Denmark

•		Tamás	Paál,	Professor,	President	
of the Operative Board to the 
Director-General, National 
Institute of pharmacy, Hungary

•		Lívia	Stankovics,	
pharmacovigilance and 
regulatory medical Affairs 
manager, Chinoin/Sanofi-
Aventis, Hungary

•		Dagmar	Stara,	at	this	time	Head	
of the EU Affairs Coordination 
Unit, State Institute for Drug 
Control, Slovakia

The first workshop was held in 
Budapest on a cold and wet 
November day in 2009. The 
participants received the latest 
news about European regulations 
and discussed their practical 
implementation in Hungary. 
regulatory priorities in Hungary 
were	presented	by	Gyula	Fehér	
and Sandor Kerpel-Fronius. 
Then ACE-member Henrik K. 
Nielsen chaired the session, 
“Changing EU requirements and 
Their National Impact”. The fight 
against counterfeit products was 
described by ACE-member (now 
DIA	president)	Yves	Juillet	in	his	
update on the EU pharmaceutical 
package. This was complemented 
by	Tamás	Paál	with	his	
presentation on inspections of ApI 
manufacturers. The improvement 
in	pharmacovigilance	(Lívia	
Stankovics and the technical 
impact of the readability 
Guidelines [ACE-member Gesine 
Bejeuhr]) were other aspects of 
the changing environment that 
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The audience is very attentive as DIA President Yves Juillet opens the discussion
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•		Christer	Backman,	EU	
Coordinator & Senior Expert, 
medical products Agency (mpA), 
Sweden (CmDh member)

•		Ivana	Ferber,	Regulatory	
Lead Croatia / Bosnia and 
Herzegovina, merck Sharp and 
Dohme d.o.o., CArpC member, 
Croatia

•		Brigitte	Franke-Bray	FFPM,	
Director DIA Europe, Switzerland 

•		Anthony	Humphreys,	Head	
of Sector, regulatory Affairs 
and Organisational Support, 
European medicines Agency

•		Angelika	Joos,	Head	Regulatory	
policy, EU & most of World, 
merck Sharp & Dohme (Europe) 
Inc., Belgium

•		Yves	Juillet,	Senior	Advisor,	
LEEm, France, current 
president, DIA

•		Dagmar	Stara,	Teacher	at	
Faculty of pharmacy, Comenius 
University, Bratislava

•		Ivana	Starešinić-Šernhorst,	
regulatory Affairs, Assistant 
Director, BELUpO Inc., Croatia 

•		Siniša	Tomić,	Head	of	Agency,	
Agency for medicinal products 
and medical Devices, Croatia 
Anu Tummavuori-Liemann, 
Associate Director European 
regulatory Liaison, Celgene, 
Switzerland

In Zagreb, Croatia in pouring 
rain in November 2010, 100 
people attended this workshop, 
easily exceeding the number 
of participants at the previous 

•		Lidia	Retkowska-Mika,	Head,	
Legal Legal Unit, Office for 
registration of medicinal 
products, medical Devices 
and Biocides, poland (CmDh 
member)

•		Pawel	Sztwiertnia,	Director	
General, INFArmA, poland

Warsaw greeted us with warm 
sunshine in may 2010. Under 
the heading, “Changing EU 
requirements and Their National 
Impact”,	ACE-members	Yves	
Juillet,	Peter	Bachmann	and	
Christer Backman presented an 
update of regulations (Variations 
and pharmacovigilance). marcin 
Kolakowski and Lidia retkowska-
mika put this into context for the 
polish audience.

pawel Sztwiertnia and Gesine 
Bejeuhr chaired the discussion 
on the “pharmaceutical package 
– Gmp requirements and 
Inspections, Falsified medicines 
in the pharmaceutical package 
proposal” where ms. Lidia 
retkowska-mika gave an overview 
from the CmDh-viewpoint. 
particulars about clinical trials 
in poland were presented 
by Anna Dziag and Elzbieta 
mokwinska. A speaker from 
the polish pharmacoeconomic 
Society together with Wojciech 
matusewicz explained the way 
pharmacoeconomics work in 
poland. 

ZAGrEB, 30 NOVEmBEr 2010

Faculty

•		Peter	Bachmann,	European	
Drug and International Affairs, 
BfArm, Germany, (CmD(h) 
member; now chair)

were covered. regulatory Affairs’ 
work was further complicated by 
the Variation regulation.

ACE-member Anthony Humphreys 
co-chaired this session and ACE-
member peter Bachmann asked, 
‘Update on Implementation Status 
- Are We ready?’ ACE-member 
Dagmar Stara presented her 
practical experience with “National 
Implementation Activities”.

WARSAW,	28	MAY	2010

Faculty

•			Peter	Bachmann,	European	
Drug and International Affairs, 
BfArm, Germany, (CmD(h) 
member; now chair)

•		Christer	Backman,	EU	
Coordinator & Senior Expert, 
medical products Agency (mpA), 
Sweden (CmDh member)

•		Gesine	Bejeuhr,	Regulatory	
Affairs/ Quality, vfa – research-
Based pharmaceutical 
Companies, Germany 

•		Anna	Dziag,	Associate	Director,	
Site Start Up, Quintiles poland 
Sp. z o.o.

•		Brigitte	Franke-Bray	FFPM,	
Director DIA Europe, Switzerland 

•		Yves	Juillet,	Senior	Advisor,	
LEEm, France, current 
president, DIA

•		Marcin	Kolakowski,	Vice-	
president, Office for registration 
of medicinal products 

•		Wojciech	Matusewicz,	Head	of	
AOTm, poland

•		Elzbieta	Mokwinska,	Director	
Clinical Operations, Quintiles 
poland Sp. z o.o.
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workshops. many ACE members 
faced difficulties in getting to 
Zagreb as snow had affected 
nearly all other European regions 
and flights were massively 
delayed. 

The local regulatory authority 
was very supportive and active 
in the preparation and conduct 
of	this	workshop.	Prof.	Siniša	
Tomić,	Head	of	Agency,	Agency	
for medicinal products and 
medical Devices, Croatia, gave a 
welcome address and presented 
his vision for working within the 
EU regulators’ Network. He 
chaired the session, “preparing 
for European marketing 
Authorisation”, where ACE-
member Anthony Humphreys 
spoke about “Accession Tools 
& EU requirements for Cp 
products” and explained what 
the EmA expected from New 
member States. peter Bachmann 
described how regulators 
assisted regulators through 
close collaboration and twinning 
projects before the accession of 
new member states in 2004. Anu 
Tummavuori-Liemann presented 
lessons learned from those earlier 
accessions.

In a session, “Facilitating Smooth 
Transition into the New Era,” 
(Session Chairperson: Ivana 
Ferber), Dagmar Stara shared 
practical experiences from EU 
Accession and how candidate 
Agencies transitioned smoothly 
into the EU regulators Network.

Ivana	Ferber	and	Ivana	Starešinić-
Šernhorst	presented	the	current	
challenges and expectations 
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Here follows a detailed impression of this workshop:

Influence of the EU Legislation on the  
Bulgarian Drug Industry 

In relation to the new Pharmacovigilance  
provisions and HTA

Yves	Juillet,	DIA	President	and	Brigitte	Franke-Bray	welcomed	
all the participants, including those from the Bulgarian 
regulatory authority and from industry.

On Behalf of the republic of Bulgaria the Deputy minister 
of Health, Gergana pavlova, sent a welcome address to the 
participants of the workshop: 

DEAR COLLEAGUES, ESTEEMED GUESTS,

I have exceptional pleasure extending my congratulations to 
the participants and the organisers of today’s meeting and to 
address my wishes for a successful work.

I believe that the actuality of the topic of the impact of the 
European legislation to the Bulgarian pharmaceutical industry 
will allow you to familiarise with what has been done to 
date, to enrich your practical experience, and to realise new 
professional contacts. I am assured that, in the course of 
your discussions, you will find the answers to a lot of the 
issues concerning your everyday professional practice.

Conducting a rational pharmaceutical policy and the 
establishment of an effectively functioning system of 
provision and distribution of medicinal products in Bulgaria is 
one of the major priorities in the management program of the 
ministry of Health.

The introduction and implementation of the requirements of 
united Europe relating to the trade in medicinal products, 
their quality and safety, can only be achieved by joint efforts 
of the state institutions, professional organizations, and the 
whole professional community.

The ministry of Health is conducting a policy of active and 
correct dialogue with all participants in the process of 
manufacturing, trade and distribution of medicinal products. 
Our aim is to jointly find the most effective solutions to 
protect and guarantee the interests of the whole society, of 
all Bulgarian citizens.

I wish all participants in this working meeting fruitful work 
and further success!”
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Birka Lehmann introduced 
the legislators’ views with her 
presentation, “Clinical Trials 
- report of the European 
Commission and New Guidelines 
on Adverse Event reporting and 
publication in EUDrACT“. The 
main objective for new legislation 
in 2001 was the protection of both 
subjects participating in clinical 
trials and of trial data, the single 
decision per member state by 
competent authorities, and single 
opinion by Ethics Committees, 
and the principles of Good 
manufacturing practice (Gmp), 
Good Clinical practice (GCp). 

Birka stated that on February 
9, 2011, a public Consultation 
on a concept paper on the 
revision of the ‘Clinical Trials 
Directive ‘2001/20/EC had been 
published. It was a medium/long-
term project, aimed at structural 
improvements.

In addition, the existing detailed 
guidance of the Commission 
on adverse reaction reporting, 
including SUSAr reporting, should 
be amended. These improvements 
had, out of necessity, to be limited 
to what was possible under the 
current legal framework. 

The EU Clinical Trials register 
website update launched on 
march 22, 2011 enabled the 
public to search for information in 
the EudraCT database; such as 
eg, the description of a phase II - 
IV of adult clinical trials where the 
investigator sites were in the EU 
member states and the European 
Economic Area (EEA). The 
navigation and the web content 
of the newly launched register 

the industry is facing. ACE-
member Christer Backman – who 
had literally just arrived at the 
meeting - completed the picture 
and showed how the Swedish 
agency co-ordinated mr and DC 
procedures. 

SoFIA,	26	MAY	2011

Faculty

•		Peter	Bachmann,	European	
Drug and International Affairs, 
BfArm, Germany, (CmD(h) 
member; now chair)

•		Christer	Backman,	EU	
Coordinator & Senior Expert, 
medical products Agency (mpA), 
Sweden (CmDh member)

•		Gesine	Bejeuhr,	Regulatory	
Affairs/ Quality, vfa – research-
Based pharmaceutical 
Companies, Germany 

•		Tatyana	Benisheva,	Assoc.	
prof. Drug regulatory Affairs, 
Bulgarian medical University 
Sofia

•		Deyan	Denev,	Executive	Director,	
Arpharm, Bulgaria

•		Luca	De	Nigro,	Postmarketing	
drug register coordinator, AIFA-
Italian medicines Agency

•		Brigitte	Franke-Bray	FFPM,	
Director DIA Europe, Switzerland 

•		Anthony	Humphreys,	Head	
of Sector, regulatory Affairs 
and Organisational Support, 
European medicines Agency

•		Yves	Juillet,	Senior	Advisor,	
LEEm, France; current 
president, DIA

•		Birka	Lehmann,	Head	of	
Licensing Division 3, BfArm, 
Germany

•		Yavor	Pomakov,	Clinical	Maniger	
of ppD in Bulgaria 

•		Maria	Popova,	Head	of	
medicines Use Control, 
Department at the Bulgarian 
Authority, Bulgarian Drug 
Agency 

On may 26, 2011 in Sofia, the 
DIA Workshop focused on the 
“Influence of the EU Legislation on 
the Bulgarian Drug Industry”. Our 
colleagues in Bulgaria rose to the 
challenge and when we arrived 
had registered more than 110 
participants.

The audience is very attentive as 
DIA	President	Yves	Juillet	opens	
the discussion

The workshop was divided 
into 3 sessions. The first 
session was, “Clinical Trials 
and pharmacovigilance – New 
Challenges”, Chaired by Beat 
Widler, ACE Chair and DIA Board 
member 
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ACE Members Beat Widler, Gesine Bejeuhr and 
Peter Bachmann during one of the breaks
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was in English only. The register 
was limited to medicinal products 
and did not cover the information 
on clinical trials for surgical 
procedures, medical devices or 
psychotherapeutic procedures 
and did not allow requests for 
joining any clinical trial published 
on the website.

Information on clinical trials which 
were part of an agreed paediatric 
Investigation plan (pIp) and were 
conducted outside the European 
Union and the EEA will be 
published retrospectively on the 
website by march 2012. 

“New pharmacovigilance 
Legislation and Clinical Trials” was 
presented	by	Yavor	Pomakov.	He	
presented the pharmacovigilance 
legislation changes which will 
come into force in 2012, such as 
changes in the terminology and 
definitions essential for clinical 
trials: Adverse Drug reactions 
(ADrs), post-Authorisation 
Safety Studies (pASSs), post-
Authorisation Efficacy Studies 
(pAESs). 

pASS was now defined as any 
study relating to an authorised 
medicinal product conducted 
with the aim of identifying, 
characterising or quantifying a 
safety issue, confirming the safety 
profile of the medicinal product, or 
of measuring the effectiveness of 
risk management. Transparency 
and communication were parts 
of the new legislation: better 
ADr reporting (new definition, 
medication errors, patient 
reporting, reduced duplication of 
work, single point of access to 
European-wide safety database). 

The new requirements were also 
aimed at the EU and national 
medicines web portals, publicly 
available updated product 
information, NCAs’ public 
assessment reports, prAC public 
hearings. 

At the end of the session, 
Yavor	Pomakov	summarised	
the challenges in the updated 

pharmacovidgilance legislation, 
such as resources required from 
both the competent authorities 
and the industry. He also 
highlighted possible change of the 
business models and quality and 
compliance activities performed 
in the pharmaceutical industry 
which would affect the clinical 
trials in the post-authorisation 
phase. He added that for pASS 
and pAES studies, the industry 
and CAs would need to devote 
time, budgets and resources and 
investigators would need to be 
motivated to participate in the 
reporting of the safety data from 
pASS.

SESSION 2 – “pHArmA 
pACKAGE – NEW 
rEQUIrEmENTS IN 
pHArmACOVIGILANCE”  
WITH SESSION CHAIr 
GESINE	BEJEUHR	

Christer Backman gave 
an overview of the “Key 
Changes in pharmacovigilance 
Legislation” from a regulator’s 

point of view. He presented 
the required organisational 
adaptation for performing the 
implementation of changes in 
pharmacovigilance legislation, 
where the transition period was 
18 months and pointed out that 
the most critical issues were 
the implementing measures, the 
national transposition and the 
EudraVigilance Database.

The EmA‘s implementation 
project was in force where teams 
produced “concept papers” 
with problem statements and 
recommendations for action, eg, 
guidelines, SOps, IT-support, 
evaluations, resource implications, 
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Turkish delegates and ACE member of DIA at the DIA workshop on December 5, 2011
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Electronic submission of all ADrs 
and pSUrs to the EmA would 
probably be a problem for some 
companies and patient reporting 
needed continuing patient 
education. There was a plan to set 
up a National Safety Committee at 
the Bulgarian Drug Agency.

SESSION 3. “HEALTH 
TECHNoLoGY	IN	THE	EU	
AND IN BULGArIA” WITH 
SESSIoN	CHAIR	TATYANA	
BENISHEVA 

The first report, “Benefit/risk 
Assessment and reimbursement 
in the EU,” was presented by Luca 
De Nigro. He gave an outline of 
the Basic Centralised Assessment 
process, the European public 
Assessment report (EpAr), 
benefit/risk and reimbursement 
after the marketing authorisation 
in Italy and the potential for 
monitoring (and risk-sharing 
contracts). Two examples were 
discussed as follows: 

1)  The case history of anti-
diabetes with a 2-year period of 
monitoring 

2) The case history of lenalidomide

Luca De Nigro stressed that the 
benefit/risk assessment would be 
a continuous process once the 
EpAr and marketing authorisation 
became available. member states 
were free to define pricing and 
reimbursement parameters for all 
drugs approved by centralised 
procedures. In Italy, for innovative 
and high-priced drugs, special 
contracts with companies 
(risk-Sharing Approach) were 
established in order to match, as 
much as possible, costs and new 
opportunities of care. 

etc. The EmA would set up and 
maintain a European web-portal 
for medicines both to increase 
transparency on drug safety 
and to coordinate drug safety 
information, public hearings and 
additional monitoring.

member states would set up and 
maintain a national web portal for 
medicines linked to the EmA web 
portal with public assessment 
reports, with summaries, SmpCs 
and pLs, together with summaries 
of referent medicinal products 
(rmps) for national products. The 
EmA would coordinate safety 
announcements in those cases 
where the active substance was 
authorised in more than one mS 
and the mS had to agree on a 
common announcement and 
timing for publication. For urgent 
matters, the pharmacovigilance 
risk Assessment Committee 
(prAC) may hold public hearings, 
where it considered that this was 
justified, particularly with regard to 

the extent and seriousness of the 
safety concern. 

The second report, “The New 
pharmacovigilance Legislation In 
EU Challenges And Expectations,” 
was presented by maria popova. 
Based on the EU legislative 
frame, the Bulgarian Drug Agency 
wanted to realise better protection 
of public health by strengthening 
and rationalising the EU 
pharmacovigilance and establish 
clear roles, responsibilities 
and obligations. The reduction 
of unnecessary burdens and 
duplication of work, rationalisation 
of EU decision making, proactive 
and proportionate to risk 
pharmacovigilance, integration of 
benefits and risks, improvement of 
transparency and communication 
as well as patient involvement 
in Adverse Drug reactions 
(ADrs) reporting were also listed 
as expected outcomes of the 
updated pharmacovigilance 
legislation. Dr. popova highlighted 
the new provisions in the 
ICrFs ,in the pSUrs and in the 
pASSs. The new Committee 
- pharmacovigilance risk 
Assessment Committee (prAC) 
was also a focal point where its 
role in the Union decision making 
process was being followed. 

At the end some Bulgarian 
specific challenges were 
highlighted: the implementation 
of the new EU legislation on 
pharmacovigilance into the 
Bulgarian Law on pharmaceutical 
products in human medicine had 
not yet started. 
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DIA ACE meeting on December 5,2011 in the 
Faculty of Pharmacy, University of Istanbul, Turkey 
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National health service 
reimbursement in Italy for 
innovative drugs was based 
on 2 main pillars: First, 
tracing treatments by case 
report forms in order to verify 
appropriateness in prescription, 
tolerability requirements for risk 
management plans (rmp) and 
off-label use where needed (eg, 
lenalidomide and thalidomide were 
given as examples) Second, risk-
sharing contracts with companies 
in order to manage public 
expenditure and sustainability, 
relevant data for the pricing and 
reimbursement policy of NHS and 
new models of HTA reporting. 

The potential role of the 2-year 
monitoring approach in Italy was 
aimed at evaluation of clinical 
outcomes and the economic 
effects of contracts (if risk sharing 
were applied), plus HTA reporting. 
Thanks to national monitoring of 
both label and off-label use of 
some medicinal products, it was 
possible to establish the actual 
exposure of Italian patients to the 
drug and to prepare preliminary 
safety decisions, even before the 
conclusion of the EmA scheduled 
referral procedure.

The second report, “Benefit/risk 
Assessment and reimbursement 
in Bulgaria,” was presented by 
Deyan Denev. Health Technology 
Assessment (HTA) was a 
multi-disciplinary process that 
summarised information about 
the medical, social, economic 
and ethical issues related to the 
use of a health technology in a 
systematic, transparent, unbiased 
manner. Its aim was to inform the 
formulation of safe, and effective 
health policies that were patient 

focused and seek to achieve 
best value. HTA may provide 
an instrument for the Bulgarian 
health care authorities to make 
informed and evidence-based 
reimbursement decisions.

ISTANBUL, 5 DECEmBEr 
2011

Faculty

•		Professor	Ahmet	Araman,	
Faculty of pharmacy, University 
of Istanbul, Turkey

•		Peter	Bachmann,	European	
Drug and International Affairs, 
BfArm, Germany, (CmD(h) 
member; now chair)

•		Eda	Cindohhlu,	Consultant	to	
ministry of Health, Turkey

•		Aysegül	Erkahraman,	Market	
Access	Manager,	AíFD,	
Association of research-based 
pharmaceutical Companies, 
Turkey

69

ACE Members and delegates enjoy networking in the historic surroundings of 
Istanbul University.

Yves Juillet, DIA President and L. Razeva, Director of Marketing Authorisation, 
Department of Medicinal Products at the Bulgarian Drug Agency
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WHErE TO GO FrOm HErE?

With the workshop in Turkey, the 
ACE had reached out to the last 
remaining very important country 
within the territory of DIA Europe 
where we wanted to explore 
the needs of our colleagues. In 
addition, the ACE welcomed a 
new member from Turkey. 

After reaching this geographical 
landmark, it is now time to 
look back and to review these 
workshops. Did they fulfill the 
expectations of the ACE and of 
the participants? The growing 
number of participants at the free 
workshops clearly illustrated the 
huge interest in these topics.

The assessment of geographical 
distributions at other DIA 
programmes showed that that the 
increase in attendance from the 
regions visited was less than 5% 
of total. The ACE wants to analyse 
the outcome of the workshops 
further and to develop strategies 
to make DIA’s offers more 
attractive and accessible in these 
regions. 

This article is dedicated to all speakers 
and chairs of the free ACE workshops 
and to the DIA Europe staff.

of the university’s History of the 
Science and Art Activities Centre. 

During the workshop, the 
delegates from the Turkish 
ministry and Inspectorate revealed 
how hard they had worked 
to implement the European 
legislation as a whole into Turkish 
legislation in 2005. They felt well 
prepared to join the European 
Gmp inspection scheme. With 
increased inspection forces and 
a strict training programme for 
Gmp inspectors, the Turkish 
Gmp supervision system should 
be seen as similar to the EU 
inspection system. Unfortunately, 
political obstructions had 
prevented the recognition of 
Turkish Gmp inspections for 
imports into the EU. Therefore, 
Turkey had decided to apply its 
own controls on EU imports into 
Turkey. 

Everyone agreed that this resulted 
in a duplication of effort and 
ineffective use of resources. 
Angelika	Joos	presented	
programmes on how countries 
and regions aimed to align their 
inspection schemes to make 
best use of their resources for 
Gmp inspections. The workshop 
showed clearly that it was a 
matter of will on both sides to find 
a way that allowed the protection 
of patient safety and timely access 
to medicines.

•		Brigitte	Franke-Bray	FFPM,	
Director DIA Europe, Switzerland 

•		Sibel	Gürer,	Deputy	Director	
GMP	Inspections,	íEGM

•		Anthony	Humphreys,	Head	
of Sector, regulatory Affairs 
and Organisational Support, 
European medicines Agency

•		Angelika	Joos,	Head	Regulatory	
policy, EU & most of World, 
merck Sharp & Dohme (Europe) 
Inc., Belgium

•		Yves	Juillet,	current	President,	
DIA

•		Sevgı	okten,	IEIS,	Regulatory	&	
medical Director, Actavis, Turkey

•		Melek	B.	Önol,	RA	&	Quality	
Assurance manager, Boehringer 
Ingelheim Ilaç Tic A.S., Turkey

With the principal workshop 
question being, “Facilitating 
regulatory Approvals in Turkey 
– Opportunities for regional 
Harmonisation?”, the ACE 
reached the eastern border of 
the European continent at the 
banks of the Bosphorus and had 
the opportunity to experience 
the hospitality of the Faculty of 
pharmacy at the University of 
Istanbul in Turkey.

professor Ahmet Araman, Dean 
of the Faculty of pharmacy, not 
only gave his full support to the 
organisation of the workshop; 
he also offered the ACE a 
meeting room and a lunch in the 
wonderfully renovated rooms 
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UPCOMING EVENTSEUROPE
EUDRAVIGILANCE 
TRAINING 
Electronic reporting of ICSrs 
in the EEA
Apr 18-20
London United Kingdom

CONFERENCE
24th Annual Euromeeting and 
Exhibition mar 26-28 
Copenhagen Denmark 

6th European Forum for 
Qualified person for
pharmacovigilance (QppV)
Apr 24-26
London United Kingdom

EudraVigilance Information Day
April 27
London United Kingdom

TRAINING
EmA Excellence in 
pharmacovigilance: Clinical
Trials and post-marketing 
Training Course
Feb 13-17
London United Kingdom

European regulatory Affairs: 
In-depth review of current 
registration procedures in the 
EU
Feb 16-17
Vienna Austria

Information Day on the New 
Identification of medicinal
products (IDmp) International 
Standards and ICH m5/m2
February 21
London United Kingdom

DIA Clinical project 
management part II Training 
Course
Feb 22-24
Nice France

Building the eCTD: practical 
Approaches
to Compiling Electronic 
Submissions Training Course
mar 8-9
Barcelona Spain

Quality risk management 
(Qrm) Training Course
march 25
Copenhagen Denmark

Extended EudraVigilance 
medicinal product Dictionary
(XEVmpD) – Data Entry tool
April 10
London United Kingdom

Extended EudraVigilance 
medicinal product Dictionary
(XEVmpD) – Data Entry tool
April 16
London United Kingdom

Extended EudraVigilance 
medicinal product Dictionary
(XEVmpD) – Data Entry tool
April 17
London United Kingdom

Training Course on paediatric
Investigation plans (pIp)
Apr 23-24
Amsterdam Netherlands

Training Course on paediatric
Investigation plans (pIp)
Apr 23-24
Amsterdam Netherlands

Extended EudraVigilance
medicinal product Dictionary
(XEVmpD) – Data Entry tool
April 24
London United Kingdom

DIA CTD Dossier 
requirements: Focus on EU 
module 1 and
Quality module 3 Training 
Course
Apr 25-27 
prague Czech republic
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DIA and the US FDA team to 
present our sixth collaborative 
statistics conference, FDA/DIA 
Statistics Forum 2012 (#12008) at 
the Bethesda North marriott Hotel 
& Conference Center in Bethesda, 
mD (US), April 22 through April 25. 

Developed by the FDA and the 
DIA Statistics Special Interest Area 
Community (SIAC), this forum will 
advance a unique, collaborative 
industry/agency dialogue on 
FDA guidance development and 
regulatory science initiatives that 
focus on statistical opportunities 
and challenges in the design, 

monitoring and analysis of clinical 
trials, and assessing safety and 
efficacy in the pre- and post-
market environments. It will begin 
on April 22 with two tutorials 
providing in-depth instruction on 
“multiplicity in Clinical Trials” and 
“Data monitoring Committees,” 
then proceed through three days 
of sessions and panel discussions, 
plus a few new features offered for 
the first time.

The forum steering committee 
is co-chaired by Barry Schwab, 
phD (Vice president, Clinical 
Biostatistics,	Janssen	Research	&	

NORTH AMERICA

FDA/DIA Statistics 
Forum 2012
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