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Trust is a commodity of the highest importance and value. As with all business functions and transactions,

human relationships - public and private - must rest on solid ground upon which mutual trust is based. The

continuous open and honest dialogue between all interested parties is the main condition that must be met

in order for trust to be established. There is no doubt that dialogue and the establishment of a climate of trust

between the State and pharmaceutical companies are necessary to protect and promote public health. 

The future of public health is one of the most important issues that every modern state and society has to face.

In our country, it is clear that significant progress has been made in this area, but it is also an indisputable fact

that many mistakes have been made and in many cases the appropriate practices have not been applied.

The road to a better future requires a bold break with the past. It behooves both the State and the pharma-

ceutical companies to adopt a new and radical understanding and attitude regarding communication which

by Greek standards may be considered innovative but which is widely established in other developed coun-

tries. Our country will achieve real progress only if a tradition and culture of dialogue and continuous consul-

tation among all key sectors of the economy can truly prevail. 

Before passing legislation, the State must consult the institutional representatives of the various business sec-

tors and create the conditions for reaching consensus.  Thus public officials will acquire complete and well-

rounded knowledge of all issues and will protect the State and its citizens from passing legislation and min-

isterial decrees, circulars and guidelines that create confusion, make citizens angry, provoke negative reac-

tions, undermine development and lead the economy and the business sector into crisis. The establishment

of consultation procedures with a view to reach the required consensus will not only ensure the implementa-

tion of all decisions made but will also guarantee a climate of transparency and mutual trust. Legislative pro-

visions adopted behind the back of institutional representatives lead to decisions that cannot be implement-

DDiioonnyyssiiooss  FFiilliioottiiss
PRESIDENT OF ™f∂∂
President & Managing Director of 
PHARMASERVE LILLY S.A.C.I.
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ed in practice, disorientate business from their original aim which is creativity, promo-

tion of innovation and the attainment of the optimum level of effectiveness. Arbitrary leg-

islative surprises must end for good since we cannot walk into the future using meth-

ods of the past. 

The real issue Greece is facing in this new era is a new philosophy for taking action

based on mutual trust and constructive collaboration between the State and all stake-

holders without ulterior motives and arrogance, with no winners and losers. The

Hellenic Association of Pharmaceutical Companies is systematically working towards

and actively participating in the establishment of a continuous dialogue with the State

on all issues regarding the pharmaceutical sector, always keeping in mind what is in

the best interest of the citizens, the State and the sector in general. These efforts will

continue with the objective of achieving substantial progress in all issues critical to the

sector as well as ensuring high quality public health in our country. 

Dionysios Filiotis
President of ™fEE

“The establishment of consultation 
procedures with a view to reach the required

consensus will not only ensure 
the implementation of all decisions made 

but will also guarantee a climate 
of transparency and mutual trust”
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££∂∂™™∂∂ππ™™:: TToo  wwhhaatt  eexxtteenntt  ccaann  tthhee  ffiinnaanncciiaall  ccrriissiiss  wwee  ffaaccee  hhaavvee  aa  nneeggaattiivvee  iimmppaacctt  oonn  ssoocciiaall  EEuurrooppee,,  oonn  ssoocciiaall  sseeccuurriittyy
aanndd  ssppeecciiffiiccaallllyy  oonn  tthhee  hheeaalltthh  ssyysstteemm  iinn  EEuurrooppee??

∞nswer: You are referring to a subject of great concern for the College of Commissioners.
We are preparing specific proposals which will be submitted to the Council of Europe. We address a plea to the Council
of Europe to pay specific attention on this sector, so that public health systems do not collapse because of the financial
crisis.

££∂∂™™∂∂ππ™™:: DDoo  yyoouu  bbeelliieevvee  tthhaatt  tthhee  ddiiaalloogguuee  aammoonngg  tthhee  ssttaakkeehhoollddeerrss  ooff  tthhee  sseeccttoorr  aatt  aa  EEuurrooppeeaann  lleevveell  iiss  aa  nneecceessssaarryy
pprreerreeqquuiissiittee  ffoorr  tthhee  ooppttiimmuumm  ooppeerraattiioonn  ooff  tthhee  pphhaarrmmaacceeuuttiiccaall  mmaarrkkeett??

∞nswer: It is important to have a unique pharmaceutical European market which will balance the need to ensure the
competitiveness of the pharmaceutical industry with the need for access of European citizens to effective medicines. 
The provision of healthcare of the highest possible level requires coordination and dialogue among the stakeholders of
the sector.

££∂∂™™∂∂ππ™™:: WWhhaatt  iiss  tthhee  ppoossiittiioonn  ooff  tthhee  EEUU  ccoonncceerrnniinngg  ddiirreecctt  aacccceessss  ooff  ppaattiieennttss  ttoo  mmeeddiicciinneess??  WWhhiicchh  aarree  tthhee  aacchhiieevvee--
mmeennttss  aatt  EEUU  lleevveell  iinn  rreesseeaarrcchh  aanndd  iinnnnoovvaattiioonn  ffrroomm    tthhee  PPuubblliicc  HHeeaalltthh''ss  ssiiddee  ooff  vviieeww??

∞nswer: As you know, we have to maintain a very delicate balance between providing high quality of public health-
care, ensuring at the same time industry competitiveness and the implementation of cost containment policies.
The EU supports some basic common values and principles for health care. Social protection should ensure that all cit-
izens have access to high quality health care independent of their ability to pay.
Hence, solidarity and the fair allocation of resources are two key principles inherent to healthcare systems. Yet these prin-
ciples do not always ensure access to health care. Significant unmet health care needsremain, not only within the EU, but
even more dramatically, worldwide

IInntteerrvviieeww  wwiitthh  AAnnddrroouullllaa  VVaassssiilliiÔÔuu
EEUU  CCoommmmiissssiioonneerr  ffoorr  HHeeaalltthh

TThhee  iinntteerrvviieeww  iiss  bbaasseedd  oonn  tthhee  ssppeeeecchh  ggiivveenn  bbyy  tthhee  CCoommmmiissssiioonneerr  
AA..  VVaassssiilliioouu  aass  kkeeyynnoottee  ssppeeaakkeerr  aatt  tthhee  EEccoonnoommiisstt  CCoonnffeerreennccee

AAnnddrroouullllaa  VVaassssiilliiÔÔuu
COMMISSIONER DG HEALTH 
& CONSUMER PROTECTION

Interview
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££∂∂™™∂∂ππ™™:: TToo  wwhhiicchh  eexxtteenntt  ddooeess  tthhee  EEUU  ssuuppppoorrtt  iinnnnoovvaattiioonn  aanndd  aaccccoorrddiinngg  ttoo  yyoouurr  ooppiinniioonn  hhooww
iimmppoorrttaanntt  iiss  tthhee  rroollee  ooff  pphhaarrmmaacceeuuttiiccaall  ccoommppaanniieess  iinn  tthhee  ffiigghhtt  ttoo  ccoonnffrroonntt  ddiisseeaasseess
aanndd  tthhee  pprroommoottiioonn  ooff  PPuubblliicc  HHeeaalltthh??

∞nswer: In 2004 WHO held a Conference regarding its report “Priority Medicines for
Europe and the World”, which was an initiative of the Dutch Presidency of the European
Union, at that time. The WHO report identified a list of priority areas of public health for
research and development in the field of pharmaceuticals, such as HIV/AIDS, pandemic
influenza and antimicrobial resistance.
This report by WHO has influenced also the actions undertaken by the EU. One such exam-
ple is the IMI initiative, namely the “Innovative Medicines Initiative” to boost the discovery
and development of better medicines for patients, and to enhance Europe's competitive-
ness by ensuring that its biopharmaceutical sector remains a dynamic high-technology
sector. The IMI is a unique partnership between the European Community, represented by
the European Commission, and the European Federation of Pharmaceutical Industries and
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Associations (EFPIA). This initiative has benefited from a tremendous financial input - the IMI initiative will manage
2 billion ¤ which comes from industry and the EU's 7th research framework programme.
Another area of priority for the EU is the possibility of a pandemic of influenza. The threat of an outbreak of pan-
demic influenza remains a very real concern. In light of the enormous scale and impact of such an event our
responses and preparedness planning need to be comprehensive and involve all sectors concerned in a coordi-
nated way. This is not an easy task. The European Commission has responded by playing an important role in
helping Member States to improve EU wide coordination of prevention and implementation of control measures
for certain communicable diseases. We are also working closely with the WHO, to help Member States prepare
for an eventual influenza pandemic.
Medical interventions will be the key pillar of defense. For the development of new interventions I call on the indus-
try to be more active and proactive. The European Commission is also vigorously supporting research and action
in the area of pandemic influenza, both via the EU Framework Programme and the Health Programme.The
Framework Programme is the most significant EU programme. The current Programme runs from 2007 to 2013
and over that period over ¤50 billion euros will be available. In line with the priorities of the WHO report, the
European Union is also aiming to implement specific strategies to contain antimicrobial resistance. Through the
EU Public Health Programme we have funded projects:

ñ to increase and enlarge the quality of surveillance
ñ to develop tests for assessing the microbial resistance
ñ to follow up the use of antibiotics among the EU population in each  Member state.

One of the most recent projects being developed is addressing the economic burden of human diseases related
to antibiotic resistant strains of bacteria.
Our services are also supporting cooperation between the competent agencies of the European Center for
Disease Prevention and Control (ECDC), European Medicines Agency (EMEA) and European Food Safety
Authority (EFSA). A joint ECDC-EMEA working group has been set up to study the extent of antimicrobial resist-
ance and the availability of effective therapeutic agents in the forthcoming years.
On a global level the EU has significantly increased its funding in the fight against HIV/AIDS, TB and Malaria.
One of the main initiatives of the EU is the established partnership with developing countries for the conduct of
clinical trials. The purpose of this initiative is to accelerate the development of new vaccines and medicines for
HIV/AIDS, malaria and tuberculosis by supporting clinical trials in Africa in partnership with developing countries.
Besides that in Africa is being developed one of the largest programmes on clinical trials. An unprecedented and
genuine North/South partnership is created, focused on the real needs of developing countries. The European
Commission has so far contributed around 200 million ¤ to this project, and the participating Member States have
contributed the same amount in the form of co-funding. Since 2003, the EDCTP has committed funding to 74 proj-
ects that include clinical trials, and support of research networks. In the area of other infectious diseases, the 7th
Framework Programme will build on the significant progress accomplished so far. Since 1997 j70 million have
already been offered to fund 55 research projects.  Such projects so far have covered a range of relatively little-
known diseases.
Another vital aspect is the focus and efforts in relation to health systems research. The EU also funds global ini-
tiatives and international partnerships such as:

ñ the Global Fund to Fight Aids, Tuberculosis and Malaria;
ñ the Global Alliance for Vaccine Initiative;
ñ the International AIDS Vaccine Initiative; and
ñ the International Partnership for Microbiocides.
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££∂∂™™∂∂ππ™™:: TThhee  pphhaarrmmaacceeuuttiiccaall  iinndduussttrryy,,  wwhhiicchh  ccoonnttrriibbuutteess  ddeecciissiivveellyy  iinn  tthhee  ddeevveellooppmmeenntt
ooff  nneeww  mmeeddiicciinneess,,  mmuusstt  mmaakkee  aa  rreettuurrnn  oonn  iinnvveessttmmeenntt  iinn  oorrddeerr  ttoo  ccoonnttiinnuuee  iittss
iinnnnoovvaattiivvee  ccoouurrssee  aaggaaiinnsstt  tthhee  ffiigghhtt  ooff  ddiisseeaasseess..  DDoo  yyoouu  aaggrreeee  wwiitthh  tthhiiss??

∞nswer: The pharmaceutical industry clearly needs to make a return on investment, not
least to finance and secure its long term work in innovation.
On the other hand, it is important that public investment leads to clear benefits in decreas-
ing health care costs and lost working days. To address these challenges, health care offi-
cials have the responsibility not only to encourage research and innovation, but also to
issue guidelines to help make the best decisions on where to allocate public funds. They
must also of course ensure that the new innovating pharmaceuticals and other technolo-
gies are integrated effectively into efficient and high quality health systems.
Significant progress in the regulatory framework has been made to facilitate research and
innovation and to address the objectives of the enhancement of public health, reward for
innovation and cost containment. One such example is the regulatory framework on orphan
drugs. The European Union's current regulation on orphan drugs has provided solid incen-
tives for the research, development and marketing of medicines for rare diseases. The
Commission is working on an initiative on rare diseases which aims to improve the avail-
ability of information about them and to pull together expertise across the European Union
so that all patients can have access to it.
Another example is our recent regulation on paediatric medicines which covers the devel-
opment and authorisation of medicines for paediatric use. Studies show that over 50% of
children's medicines may not have been tested specifically for children. Therefore, it is
important to ensure the highest quality research so that medicines used for children are
specifically authorised for such use, and to ensure availability of high quality information
about these medicines.

Interview
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££∂∂™™∂∂ππ™™:: HHaass  tthhee  EEUU  uunnddeerrttaakkeenn  ootthheerr  iinniittiiaattiivveess  ttoo  tthhiiss  eenndd??  

∞nswer: A third regulatory initiative relates to patent provisions. The European Commission has been an
active member of the WHO Inter- Governmental Working Group which produced a draft Global Strategy and Plan
of Action on public health, innovation and intellectual property. The Global Strategy was adopted by the World
Health Assembly in May 2008. It aims to give incentives to innovation and access to medicines, as well as to focus
on more needs-driven research and development. By working together with stakeholders, such as representatives
of industry and civil society, to implement this Global Strategy, we should help deliver tangible improvements on
availability, affordability and access to medicines worldwide. At the same time we can encourage an optimal envi-
ronment for pharmaceutical innovation.
Measures have also been taken to help health care officials in their dual objective of providing better access to
health care while at the same time trying to contain public expenditure. Health care officials and policy makers
need to shape new approaches to make the best use of the public funds available. 
Existing products and new technologies should be subject to health technology assessment to make sure that
interventions which bring real therapeutic added value for patients are made available.
The EU has undertaken two initiatives to promote the development of health technology assessment. First - the
European network on Health Technology Assessment (EUnet HTA), which has developed generic tools for adapt-
ing health technology assessments made by one country to be used in other countries.
Second - the Pharmaceutical Forum, which was set up in 2005 as a three year process to find solutions to public
health issues regarding pharmaceuticals, while ensuring industry competitiveness and the sustainability of nation-
al health-care systems.  The Pharmaceutical Forum has come up with a series of recommendations on delivering
fair pricing and reimbursement decisions on pharmaceutical products by Member States.

££∂∂™™∂∂ππ™™:: WWhhaatt  kkiinndd  ooff  iinniittiiaattiivveess  wwiillll  tthhee  EEUU  uunnddeerrttaakkee  rreeggaarrddiinngg  ccoouunntteerrffeeiitt  mmeeddiicciinneess??

∞nswer: Mr. Filiotis during his speech has asked the EU to take measures for the fight against counterfeit med-
icines and it is a great pleasure for me to inform him that the European Union is working on a pharmaceutical pack-
age on medicines, including the issue of counterfeit medicines. Concluding I would like to underline the fact that our
wish is to jointly achieve together with all the stakeholders even greater progress in covering the healthcare needs,
so as to provide the highest quality of healthcare for citizens.
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DDiioonnyyssiiooss  FFiilliioottiiss
PRESIDENT OF ™f∂∂

President & Managing Director of 
PHARMASERVE LILLY S.A.C.I.

Mr. D. Filiotis letter 

TToo
PPrrooffeessssoorr  GGeeoorrggee  PPaappaassttaammkkooss  
MMeemmbbeerr  ooff  tthhee  EEuurrooppeeaann  PPaarrlliiaammeenntt  

Halandri, 22 December 2008

Dear Mr. Papastamkos, 

Please accept my congratulations on your speech before the European Parliament in which
you made a thorough presentation of  the consequences of counterfeiting and tampering
and shed light on the legal, financial and of course ethical aspects of this problem. 

The extent of the problem is made evident by the fact, mentioned also in your speech, that
in the pharmaceutical sector in particular, the confiscation of counterfeit medicines in 2007
increased by 51%, compared with 2006. The recent announcement of the confiscation of
34 million medicinal products at the external borders of the EU, within two months (mid-
October to mid-November), highlights your point. Furthermore, according to the WHO
announcement, 10% of the medicinal products marketed worldwide are counterfeit. 

Nevertheless, we should stress the fact that Greece is at the forefront of medicine safety
and authenticity issues and is fully protected against counterfeit medicines, due to a num-
ber of decisions and initiatives undertaken by the State in cooperation with the pharma-
ceutical sector.. The implementation of the authenticity tag, the double barcode and the
unique serial number guarantee, the authenticity and quality of medicines. 

In an era of counterfeiting, questionable therapeutic value and safety, it is a well-established
fact that only branded medicines can guarantee quality, safety and therapeutic 
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effectiveness. This is the reason why in Greece we only allow the marketing and prescription of branded medi-
cines, original or essentially similar.

The Prescribing of medicines remains the sole responsibility of the treating physician and is a second powerful
“branding”, a second guarantee for the quality of the prescribed medicine. We have thus established a “double
branding” and “double responsibility” system, ensuring that counterfeit products will never reach patients. 

We should therefore be proud of this system, not forgetting that it is our duty to maintain, protect and reinforce it.
In view of this effort to reinforce the system, we obviously support the ban of the repackaging of medicines, since
this further protects the marketing of authentic medicines in Europe. 

I would also like to add that we - physicians and pharmaceutical companies - all have a great responsibility toward
human life. Observing this responsibility is always our main concern, as made evident by the effective use of med-
icines and the high level of public health in our country. 

Again, please accept my congratulations for your substantial and apt speech at the European Parliament Plenary.

Sincerely yours,

Dionisios Filiotis
President of the Hellenic Association of

Pharmaceutical Companies
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The newly appointed EOF's Board 
of Directors comprises five members:

PPrreessiiddeenntt
V. Kontozamanis

VViiccee  PPrreessiiddeenntt  AA''
D. Patargia-Angelou

VViiccee  PPrreessiiddeenntt  BB''
Professor H. Giamarelou

MMeemmbbeerrss
Professor D. Raptopoulos
Professor N. Zakopoulos

The Hellenic Association of Pharmaceutical Companies wishes
the new Board a successful term of office.

TThhee  nneeww  BBooaarrdd  ooff  DDiirreeccttoorrss  aatt  EEOOFF
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From left to right: The President of ™f∂∂,
Mr. D. Filiotis, the US Ambassador to

Greece, Mr. D. Speckhard, the President
of PhRMA L.A.W.G. Greece, 

Mr. T. Zervakakis, Vice-President of ™f∂∂

Mr. D. Filiotis with Ms. Georgette Lalis,
Director Consumer Goods, DG Enterprise

and Industry, EU.

From left to right: Ms. M. Doyle, Mr. T. Zervakakis, Mr. D. Avramopoulos - Minister of
Health, Mr. D. Filiotis, Ms. K. Karella - General Manager Pfizer Hellas, Mr. P. Apostolides
- General Manager Abbott Laboratories Hellas, Mr. V. Kontozamanis - President of EOF,

Mr. A. Kypraios - General Manager Genzyme Hellas.

From left to right: Mr. T. Zervakakis, Mr. D. Speckhard, Ms. Amdroulla Vassiliou, 
EU Commissioner for Health, Mr. D. Filiotis and Ms. Margaret Doyle, Conference

Chair, Economist Conferences

The Economist Conference on «Innovation & Value in Health &
Pharmaceutical Care» was held with great success. Among the speakers
were the most eminent personalities of the sector including the EU
Commissioner for Health Mrs. Androula Vasiliou, the Minister of Health Mr.
D. Avramopoulos and Mrs. Georgette Lalis Director Consumer Goods, DG
Enterprise and Industry, European Commission.
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Ladies and gentlemen, Health Commissioner, Mrs. Vassiliou; Ambassador Speckhard,
President of ™f∂∂, Mr. Filiotis; Director General, Madamme Lalis, dear colleagues. 

As you all know time flies. I remember we had started this interesting discussion, a few years
ago, as part of the Economist Conference, with PhRMA. We have happily reached our sixth
conference.  

It would, therefore, be useful to think back and reflect on whether the issues we have discussed
during these conferences have been progressed and to what extent. We should also reflect on
whether we have succeeded in improving the provision of health care services, and, therefore,
the health of the Greek citizens. 

I would like, first, to briefly introduce PhRMA, by focusing especially to the topic of “Research
and development of new medicines”. 

PhRMA represents American research and development pharmaceutical and biotechnology
companies. There is an enormous amount of work conducted on research to develop new
medicines, which aim to offer patients important treatment solutions for their needs and a bet-
ter quality of life. 

PhRMA's primary mission is the development of new medicines for patients who are in need
of new therapy options.  Today, PhRMA is celebrating 50 years since its foundation and aims
to excel in the area of research and development of new medicines. There exist more than
500,000 employees and 80,000 researchers in the United States alone who have been carry-
ing out research for many years.

What is the primary and most important element of this activity? I would like to stress that this
effort is truly a costly one, both in financial resources and in time.

Economist Conference

*1
4

EEccoonnoommiisstt  CCoonnffeerreennccee  --  
TThhee  66tthh  BBiieennnniiaall  SSuummmmiitt
““Innovation and Value in Health 
& Pharmaceutical Care”
SSppeeeecchh  bbyy  MMrr..  TT..  ZZeerrvvaakkaakkiiss,,  PPrreessiiddeenntt  ooff  PPhhRRMMAA
LL..AA..WW..GG..  GGrreeeeccee,,  VViiccee  PPrreessiiddeenntt  ooff  ™™ffEEEE  
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TTaakkiiss  ZZeerrvvaakkaakkiiss
Vice President of ™f∂∂

President of PhRMA L.A.W.G., Greece 
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It is true, that pharmaceutical research is time-consuming

and, although significant funds are also required, it is

important to consider the associated risks, as well as the

changes we have been witnessing in recent years, with

regard to the ease by which medicines will eventually

reach patients. Today, it takes approximately 10 to 15

years for a medicine to reach the market. (slide 1)

The research carried out is of great importance, with

80,000 researchers participating in the United States

alone. This, however, must continue, by investing in the

research and development of new medicines. The invest-

ment in research and development increased from 2 bil-

lion dollars in 1980, to 31 billion in 2002.

Investments have increased 15-fold within 20 years, but

interestingly enough the amount of discovered medi-

cines, as well as their development rate, appears not to

have been proportionate to the amounts of dollars spent

during this period.  In 1980, 20 medicines were devel-

oped, a number which is equal to the number of medi-

cines developed in 2002, despite the 15-fold increase in

investment. This means that the development of new

medicines is extremely difficult. (slide 2)

It is worth bearing in mind that in 2007 approximately 60

billion dollars were spent on research and development;

45 billion, or 75% of this investment, was spent by PhRMA

and American companies. (slide 3)

Today, over 2,000 new medicines are under develop-

ment. Only a few of these medicines will eventually be at

the physician's and patient's disposal.

These 2,000 medicines are being tested in clinical trials

and a considerable amount of effort and work is dedicat-

ed to their development. However, there is room for sig-

nificant improvement, considering that today a human

being dies from cancer every four seconds. This is the sit-

uation. Despite the excellent work carried out at the level

Slide 1

Slide 2

Slide 3
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of research and development of new medi-
cines, a human being dies from cancer every
four seconds.  A human being dies from
stroke every six  seconds, from AIDS every 11
seconds and from diabetes every 30 sec-
onds. It is also worth mentioning that a
human being dies from Alzheimer's disease
every 90 seconds. (slide 4)

A lot of work is still needed; there is still room
for improvement, to reach more acceptable

levels of success.  The frequency of
Alzheimer's disease increases with age.
Onset is less common in persons aged
between 65 and 74. Onset frequency increas-
es in persons aged from 75 to 84 years, while
the greatest risk of developing Alzheimer's
disease is larger for persons aged 85 years
and more.  This debilitating disease should
concern us all, the pharmaceutical industry,
the medical community, the State in finding
ways to improving its management. (slide 5) 

In the field of diabetes, marked improvement
has been shown although its diagnostic
prevalence is expected to double in the next
twenty years. (slide 6)

I believe we can agree that a lot of work has
been done, and allow me to be specific, by
presenting the investment realized on behalf
of PhRMA on the research and development
of “orphan” drugs. (slide 7) The progress
achieved in the field of AIDS is a good exam-Slide 4

Slide 5 Slide 6
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ple. We once regarded people infected with this disease
a lost cause. This is no longer the case. The great thera-
peutic achievements realized to date allow patients living
with AIDS to pursue a better quality of life. However, as
one colleague of mine once said, the greatest room in
this world is the room for improvement. (slide 8)

Today's meeting, ladies and gentlemen, is the sixth meet-
ing at which we are taking part. We want to believe that
we have engaged in a constructive dialogue so that the
State responds to a greater extent to our needs.

It is also important to know that our Greece-based col-
leagues have equally contributed to the achievement of
our goals and efforts, as PhRMA International is a giant,
global Association.  

I thank all my colleagues who work in these companies
and who have willingly supported and continue to sup-
port this Conference. I also thank my colleagues from
PhRMA's Subcommittee, who have organized this con-

ference and have managed to attract and invite our
esteemed and important speakers. (slide 9)

Thank you very much and I hope that today's discussion
will be constructive.

Slide 7 Slide 9

Slide 8
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Health Commissioner of the European Union, Mrs. Androulla Vassiliou; Madam Lalis, Director
General of the European Union on Consumer Products; United States Ambassador Mr.
Speckhard, Mr. President of PhRMA, Chairwoman Mrs. Margaret Doyle, Professor, dear col-
leagues, ladies and gentlemen.

Taking part in one of the most important conferences organized in our country is both an honor
and an opportunity for the Hellenic Association of Pharmaceutical Companies to express its
views and positions on issues of particular interest to us.

Dear friends, the global pharmaceutical industry has developed and offered to the world, most
of the new, effective, revolutionary and innovative medicines. It constitutes a powerful pillar for
the development of the global economy and the welfare of society. It must, therefore, be
encouraged to carry on its work.

The progress realized in Greece during the last 30 years has been impressive. Today, the citi-
zens of our country, even those residing in secluded villages, have direct access to all brand-
ed medicines-original or essentially similar-whose quality is assured through the authenticity
tag, the double bar code, and the unique serial number.

In addition, all medicinal products marketed in Greece are among the least expensive in the 27
member States of the European Union.

At this point, I would like to stress that although we are not faced with the problem of counter-
feit medicines in Greece, we place particular emphasis on the fight against them.  

It is without a shadow of doubt that counterfeits are multiplying internationally and pose a threat
to society. Therefore strict measures should be taken.  In this context we urge the European
Commission to present a legal proposal banning the repackaging and relabeling of medicinal
products. 
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The repackaging of medicines is the gate through which counterfeits enter the legal European Union supply chain.
This practice must come to an end. Pharmaceutical companies in Greece work systematically for the achievement of
these goals. 

At this point, dear friends, it is necessary to highlight that direct access to all medicines, especially those that are new,
requires provision of credible information; pharmaceutical companies discover, develop, produce and distribute new
medicines but also contribute significantly in training health professionals on these new products.   

We perform a particularly significant social task which renders us in a position to acknowledge that in the sensitive area
of medicines, ethics constitutes the cornerstone upon which rests every business development effort.

Having established and implemented the Code of Ethics in our country, we have followed the example of the most
developed European countries. We are aware that one of the most crucial elements is the non-tangible component
called trust, and we ensure that our relationship with health professionals, the State and society is always character-
ized by trust. 

Certainly, ethics has two aspects. The second requires that the State takes ethically sound decisions on crucial prob-
lems that can be resolved. The State ought to be equally sensitive and take ethically sound choices on pharmaceuti-
cal market issues.  In a range of issues, from hospital debts to pharmaceutical companies up to the lagging in the
technological streamlining of the system's IT infrastructure, we have witnessed practices that endanger the viability of
the system as well as citizens' direct access to medicines.

I believe that a new sense of elevated responsibility and a more responsible decision-making process must be fos-
tered. An environment where dialogue and collaboration between the State and pharmaceutical companies will help
overcome impediments and will lead to the progress required today. The new era in Greece dictates a new philoso-
phy, the philosophy of “acting,” which should be based on mutual trust and constructive cooperation. 

Although many remain pessimistic, I am certain that we will achieve these goals, just as we have set many more mile-
stones en route to the streamlining of the pharmaceutical industry. This is the route we must follow to face today's eco-
nomic crisis. The ethical management, along with the incorporation of the technological streamlining and innovation
within the healthcare system, constitutes a long term vision that will ensure that our country continues to offer its citi-
zens long-term, direct access to all medicines and treatments.  

Dear friends, time will not wait. This is the time to seize the opportunity and to proceed with those improvements that
will empower Greece and render it a country to invest in innovation, technology and new knowledge. The Greek phar-
maceutical market is mature and pharmaceutical companies are ready to utilize our era's opportunities.

We must work consistently and confidently to safeguard our achievements, upon which to build the future we deserve.
Together with the State, citizens and scientists, the Greek business community can achieve miracles. It has been
proven that pharmaceutical companies, one of the most dynamic sectors globally, can be at the forefront of a new
effort for progress in healthcare as well as for the country's progress.

Mrs. President of the Conference, ladies and gentlemen, I wish you all the greatest success at this conference, which
you have superbly organized, with foresight and intelligence. Thank you very much.
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PPrrooggrreessss  iinn  lliiffee  sscciieenncceess  aanndd  eessppeecciiaallllyy  iinn  bbiiootteecchhnnoollooggyy,, has led to the development of
new medicines and enabling tools for the diagnosis and treatment of diseases. Additionally,
the completion of the human genome project has made it easier to associate specific
genes (or gene combinations) to a disease, and thus to identify novel drug targets. 

TThheessee  ddeevveellooppmmeennttss  ppoossee  aatt  lleeaasstt  33  cchhaalllleennggeess  oonn  wwhhiicchh  II  wwaanntt  ttoo  eellaabboorraattee::

11.. patient safety, 
22.. availability, access, and affordability of quality medicines, and
33.. transparency/information

Recent events linked to adverse reactions and the upswing in detected counterfeit medi-
cines demonstrate that the safety of medicines remains a major public health issue. There
is an urgent need to address the potential dangers for public health brought about by the
globalisation of the value chain. New markets (China, India, Brazil, Russia, Indonesia,
Mexico and Turkey) have already become centres in producing Active Pharmaceutical
Ingredients (APIs) and prime sources for European imports of those substances. AA  ggrrooww--
iinngg  nnuummbbeerr  ooff  mmeeddiicciinneess  aarree  nnooww  ddeevveellooppeedd  ssiimmuullttaanneeoouussllyy  iinn  mmuullttii--cceennttrree  ssttuuddiieess  iinn  ddiiff--
ffeerreenntt  ccoonnttiinneennttss..  IInnggrreeddiieennttss  aanndd  ffiinniisshheedd  pprroodduuccttss  aarree  mmoorree  aanndd  mmoorree  ssoouurrcceedd  tthhrroouugghh
iinntteerrnnaattiioonnaall  ddiissttrriibbuuttiioonn  cchhaannnneellss..  This makes the task of authorities (evaluation of trials,
inspection of sites) more difficult and resource-intensive.

The Commission "Report on Community Customs Activities on Counterfeit and Piracy" for
2007 revealed that medicines seized by customs authorities increased by 628% in just two
years (2005-2007). Not only so-called 'lifestyle' products are affected, but also essential
treatments against life-threatening diseases. IItt  iiss  aa  vviivviidd  rreemmiinnddeerr  tthhaatt  aaccttiioonn  aaggaaiinnsstt  ccoouunn--
tteerrffeeiitt  iiss  uurrggeennttllyy  nneeeeddeedd..
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TThhee  CCoommmmiissssiioonn  hhaass  pprreeppaarreedd  ttwwoo  lleeggiissllaattiivvee  pprrooppoossaallss  wwiitthhiinn  iittss  PPhhaarrmmaa  PPaacckkaaggee  iinn  oorrddeerr  ttoo  rraattiioonnaalliissee  aanndd
ssttrreennggtthheenn  tthhee  EEUU  ffrraammeewwoorrkk  oonn  ssaaffeettyy  mmoonniittoorriinngg  ((pphhaarrmmaaccoovviiggiillaannccee))  aanndd  ttoo  aaddddrreessss  tthhee  ttooppiicc  ooff  ccoouunntteerrffeeiitt
ddrruuggss.. Various measures are proposed, ranging from product-related measures, (such as obligatory safety fea-
tures and traceability), to strengthened obligations and reporting mechanisms for the whole supply chain includ-
ing API manufacturers and distributors.

But measures aimed only to the EU market are not enough anymore. Global industry requires global cooperation
of regulators and global monitoring.  As scarce resources have to be used efficiently, intensifying the rreegguullaattoorryy
ccooooppeerraattiioonn  wwiitthh  tthhee  UUSS,,  JJaappaann  aanndd  CCaannaaddaa within ICH and existing confidentiality arrangements remains our pri-
ority. Our field of cooperation will extend to mmuuttuuaallllyy  aaggrreeeedd  mmeecchhaanniissmmss  ffoorr  jjooiinntt  iinnssppeeccttiioonnss  in third countries.

At the same time, we are iinntteennssiiffyyiinngg  bbiilliiaatteerraall  ccooooppeerraattiioonn with targeted third countries that are important trade
partners.  New mechanisms of exchange of information on illegal distribution channels and counterfeiting as well
as on clinical trials and the manufacturing of API's, are being established with RRuussssiiaa,,  IInnddiiaa  aanndd  CChhiinnaa..

2. Availability, Access and Affordability
TThheessee  33  iissssuueess  aarree  ooff  eexxttrreemmee  iimmppoorrttaannccee  iiff  wwee  wwaanntt  tthhee  iinnnnoovvaattiivvee  mmeeddiicciinneess  tthhaatt  oouurr  ssoocciieettiieess  nneeeedd  ttoo  bbee  aavvaaiill--
aabbllee  aanndd  aacccceessssiibbllee  ttoo  EEUU  ppaattiieennttss  aatt  aann  aaffffoorrddaabbllee  pprriiccee..

Let me start with the ssuuppppllyy  ooff  mmeeddiicciinneess..  There is an ongoing  debate in the  WHO and other international fora
on what are the priority medicines for combating diseases in  the world. 

But this is only one part of the question. The other part is whether MS's public health budgets are capable of cop-
ing with such innovative drugs? The ssuussttaaiinnaabbiilliittyy in financing of an ever more modern (and probably more cost-
ly) health care sector is a concern which requires our undivided attention.

To make future innovative drugs aacccceessssiibbllee  ttoo  tthhee  ppaattiieennttss  of Europe, we need to ensure that:

1) Development and marketing costs must be brought down by industry
Attrition rates are too high. FFeewweerr  ssuubbssttaanncceess  oovveerrccoommee  tthhee  ccoossttllyy  aanndd  ttiimmee--ccoonnssuummiinngg  pprree--MMAA  rreeqquuiirreemmeennttss.. We
hear more and more about the benefits of personalised drugs and therapies. It is fair to say that such drugs will
be extremely efficient thus saving lives of patients and money for the sickness funds. However with the existing
development models and rate of attrition we also know that they will necessarily be more costly as fewer will have
to bear the developments costs.  At EU level, industry and the Commission have created a partnership, the Joint
Initiative called IMI, in order to foster research in new pathways for the development of innovative drugs. We place
our hopes in biomarkers to reduce costs and failure rate. 

2) RReegguullaattoorrss,,  ppoolliiccyy  mmaakkeerrss  aanndd  ppaayyeerrss  hhaavvee  ttoo  rreevviieeww  tthheeiirr  pprriicciinngg  aanndd  rreeiimmbbuurrsseemmeenntt  ssyysstteemmss  ttoo  rreewwaarrdd  iinnnnoo--
vvaattiioonn  aanndd  pprroommoottee  tthhee  uussee  ooff  ggeenneerriiccss  aanndd  OOTTCC.. The EU has a single market - though not perfect - for market
authorisation but a fragmented market as far as pricing and reimbursement is concerned.  The combined effect
of the different national systems with parallel trade is detrimental to industry and to patients as well. The global
benefit a drug is creating should be taken into account for deciding its reimbursement and design of intelligent
cost-containment measures is of paramount importance for the future.
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3) Finally, and I realise that this point is debatable, we mmiigghhtt  hhaavvee  ttoo  eennggaaggee  iinn  aa  ssoocciieettaall
ddeebbaattee  oonn  tthhee  nnoottiioonn  ooff  rriisskk--bbeenneeffiitt.. No medicine is safe and the samples we have from the
phase 3 clinical trials are not enough to ensure the best possible risk-benefit assessment.
At the same time, our society seems to become increasingly risk- averse when at the same
time patients affected by a disease expect the drug as soon as possible on the market. It
is clear that increasing safety via regulatory requirements increases costs.  Should we make
a wider use of risk management plans, phase 4 studies combined with a robust pharma-
covigilance system?  The debate is open.

There are however another ttwwoo important aspects of the availability of innovative drugs.

The first is of particular relevance to our discussions today. It is the fact that some Member
States that represent ssmmaallll  mmaarrkkeettss experience shortages in drugs especially with products
of low volume, low price and specialised products intended to treat severe and/or rare dis-
eases." 

We have started by trying to understand the reasons, and then develop solutions within the
relevant network of the Heads of Medicines' Agencies, and finally within the Pharmaceutical
forum.

A series of recommendations were formulated by simplifying the MRP to allow MS who wish
to do so to rely completely on another Agency or by waiving the language barrier. Other
solutions, notably those linked to the economic aspects of the supply of drugs in these MS
have to be tackled by them. I refer here to the way the wholesaling of drugs is organised,
the way public procurement is designed, finally the pricing and reimbursement regimes. 

FFoorr  iissssuueess  rreellaatteedd  ttoo  pprriicciinngg  aanndd  rreeiimmbbuurrsseemmeenntt  tthhee  PPhhaarrmmaacceeuuttiiccaall  FFoorruumm  hhaass  pprroovveenn  aann
iinntteerreessttiinngg  eexxppeerriieennccee..      AA  ccoommmmoonn  sseett  ooff  GGuuiiddiinngg  PPrriinncciipplleess  hhaass  bbeeeenn  aaddoopptteedd  bbyy  tthhaatt
FFoorruumm  to support future national pricing and reimbursement policies. The positive experi-
ence of information exchange and cooperation between Member States and with stake-
holders should be strengthened at EU level. More efficient market mechanisms and, in par-
ticular, price competition for non-reimbursed medicines, would provide, in this sector, more
patients choice at a more affordable cost. Recommendation 6 of the G10 group was again
endorsed by the Forum that stipulates that Member States should, remove price controls on
medicines that are neither purchased nor reimbursed by the State.

Further development of hheeaalltthh  tteecchhnnoollooggyy  aasssseessssmmeennttss will also offer valuable support to
national authorities to strike a balance between containing pharmaceutical expenditure and
ensuring a fair reward for valuable innovation and access to the best available medicines.
Cooperation among authorities and dialogue with stakeholders will be a prerequisite to
achieve such a balance. 

The results of the Pharmaceutical Forum show what can be achieved through dialogue and
cooperation among stakeholders. We will be able to progress only through close co-oper-
ation, i.e. a genuine partnership between the Commission, the Member States, the industry
and all players concerned. 
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3. Information and Transparency
As outlined in the Commission White paper on Health Strategy, patients are becoming more involved in the deci-
sion-making regarding their health. They have a right to more quality information on available medicines, the
grounds on which they have been authorised and how they are monitored.

Public authorities and health care professionals have a crucial role in providing patients with relevant and impar-
tial information. The PPhhaarrmmaacceeuuttiiccaall  FFoorruumm endorsed recommendations to enhance the generation, access and
dissemination of good quality information on diseases and treatments. The use of quality principles and the
increased cooperation among all partners for developing patient information should lead to tangible improve-
ments for citizens.

On this basis, the Commission considers that the role of industry in this context should be clarified. As you know
advertising is prohibited in Europe for prescription drugs. The provision of information by industry on prescription
drugs is not harmonised at EU level and industry is therefore facing different legal systems in the 27 MS. 

The Commission has presented a legislative proposal to rationalise the availability and improve the quality of infor-
mation to patients within the EU on prescription-only medicines, while maintaining the prohibition of advertising. 

I come now to the last issue that is dear to my heart and to patients and consumers equally. It is the question of
transparency. For a long time this industry was perceived as being keen not to disclose information that might
harm the commercial value of its drugs. I speak in the past because I think that a lot has happened these recent
years. It is fair to say that if patients are to take risks on drugs they need to know these risks in order to make an
informed decision. They need to be confident that full light has been made to the results during the premarket
phase but also in the post market life of a drug. It is therefore of paramount importance that in parallel to what one
or the other company may decide to do to improve the situation, we as Commission will place mandatory obliga-
tions on the national regulatory agencies, the sponsors and market authorisation holders. We started with the pae-
diatrics regulation, we continue with pharmacovigilance (publication of the opinion of the pharmacovigilance com-
mittee, patient reporting and patient participation in hearings) and will go on in a couple of years with  the revision
of the clinical trials directive. When doing so, we feel we can only but help industry improving its image.

Ladies and gentlemen,

Policy makers and industry together, we have to make further progress towards a single and sustainable market
in pharmaceuticals, we have to take on the opportunities and challenges of globalisation and we have to make
science deliver the best for European patients. Finally we have to restore the EU's role as the natural home for
pharmaceutical innovation.

Thank you for your attention.
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Ladies and gentlemen,

The design and implementation of an integrated policy for medicines has been our top priori-
ty ever since we took office at the Ministry of Health and Social Solidarity.

This policy was and still remains the primary parameter determining our goal to improve pub-
lic health economics and to safeguard transparency of their management. To this end we
reduced the bureaucratic structures of the NHS (National Health System), thus rendering it
more functional and efficient.

Moreover, we established for the first time a procurement system, exclusively for the health sec-
tor, which is gradually implemented. Starting January 1rst, 2009, the Health Procurement
Committee (HPC), which is the central procurement authority, will conduct tenders for the pro-
curement of public health units

Thus we will be able to save 500 million Euro annually. The benefits from the implementation
of this system are, at this early stage, already tangible and amount to millions of Euro. This year
during the period of its operation we saved 50 million Euro, and we have managed, to reach
an agreement with orthopedics suppliers for the reduction of orthopedic product prices by 30%
to 40%, in 2009 provided payments are settled in due time. This is ensured by the financing
system foreseen by law for the HPC.

In parallel to our awareness campaign on prevention, and the fight against primary public
health risk factors, we create the appropriate structure for the prevention of diseases, which
otherwise would have been a great financial burden for social security funds.  

In this regard, the draft law on antismoking policy, adopted by the Parliament is an illustrative
example and consists an important contribution for the protection of public health, and the con-
tainment of expenditure for the treatment of smoking-related diseases.    

Economist Conference

*2
4

EEccoonnoommiisstt  CCoonnffeerreennccee  --  
TThhee  66tthh  BBiieennnniiaall  SSuummmmiitt
““Innovation and Value in Health 
& Pharmaceutical Care”
SSppeeeecchh  bbyy  MMrr..  DDiimmiittrriiss  AAvvrraammooppoouullooss
MMiinniisstteerr  ooff  HHeeaalltthh  &&  SSoocciiaall  SSoolliiddaarriittyy

£∂™∂π™  #72 ª∞RCH 2009

DDiimmiittrriiss  AAvvrraammooppoouullooss
MINISTER OF HEALTH 
& SOCIAL SOLIDARITY

NLsfee72ENG  16-03-09  11:36  ™ÂÏ›‰·24



We implement our plan for the creation of new, modern health units and the procurement of the relative equipment
with transparency, taking under consideration the cost-benefit ratio.  

We create the best possible employment conditions for hospital personnel and realize the most significant reform ever
since the establishment of the NHS, signing the first collective employment agreement with hospital physicians.

Following the accomplishment of our reform activities which aim to constrain unreasonable expenditure with the view
to reinvest the sums contained, in the health sector, we undertake initiatives for the containment at first of the phar-
maceutical expenditure.

We refer to the expenditure which is unreasonably born by Social Insurance Funds and which all the stakeholders wish
to eliminate.

To this end, we aim to establish therapeutic clusters, under the responsibility of the National Agency for Medicines (EOF),
in which will be classified all original medicinal products and branded essentially similar products marketed in Greece.

This measure in combination with the establishment of diagnostic-therapeutic protocols by the Central Board of Health
(KESY) will discourage the prescribing of medicines for out-of-label diseases and will help save approximately 100 mil-
lion Euro annually.

Our legislative proposal also provides for a 3% rebate on the retail prices of prescribed medicines, which is to be reim-
bursed by the pharmaceutical industry to social security funds. Based on our estimates, this will lead to savings of
approximately 100 million Euro annually, which will be used to implement our policies for the upgrade of the public
health units in our country. 

The publication of the joint ministerial decision indicating the high cost medicines for hospital use, and the provision
for their administration through private hospital pharmacies, will lead to the containment of resources amounting to 70
million Euro annually The specific list comprises 90 medicinal products and will be updated on a regular basis. 

With the establishment of a new type of safety tag (bar code), which is a pioneer initiative at   EU level, we have dras-
tically tackled the unacceptable trade of safety tags, which is linked with parallel exports. 

This illegal practice is essentially an act of plundering of public money and an insult to the State, as well as a great
concern for social security funds.  

We are determined to confront and eliminate this phenomenon, as we believe that the loss incumbent to public funds
amounts to hundreds of million Euro annually.  

We modernize the management and operation model of EOF, by making it more flexible, and proceed with the stream-
lining of its IT infrastructure. We reinforce EOF Committees, since this is necessary for the optimization of the Agency's
effective operation.

We place special importance on the conduct of clinical trials as a premium opportunity for taking benefit of our great
scientific potential to foster research and development of innovative and effective therapies and reinforce the Greek
pharmaceutical industry, upon which to base the development of our national economy. 
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Apart from this legislative framework that streamlines and simplifies the conditions for the con-
duct of clinical trials, we reinforce the competent Committee, which monitors and approves
clinical trials.

By undertaking the necessary initiatives at European and International level we encourage the
collaboration of Greek pharmaceutical companies with their foreign pharmaceutical counter-
parts, and organizations, so as to ensure the required outward-looking nature of our econom-
ic and productive policy. 

∆he sector of medicines is of crucial importance, for the implementation of health policy as well
as for the reinforcement and enhancement of our economic policy, in a development per-
spective. 

Sound choices, targeting, and planning ensure, on one hand, efficient, high quality financially
beneficial solutions for the health of citizens savings of financial resources to be reinvested in
the health sector and create  employment positions and development prospects for our
researchers and scientists.

The Ministry of Health and Social Solidarity and our government have an enduring and per-
manent interest in the implementation and achievement of these goals. 

This is why we are engaged in an open, honest, and systematic dialogue with all the stake-
holders of the pharmaceutical sector for the enhancement of public health and the protection
of the interest of society 

Dear friends,

The improvement of the quality of life has contributed to the prolongation of life expectancy and
transformed social relationships globally.

The World Health Organization is bound by a new philosophy, which is based on social con-
sent, social participation in the management and organization of health systems, and the cre-
ation of healthcare systems which will be financially and socially efficient and accessible to all
citizens, of all classes. 

In Greece, rising social needs combined with demographic changes, rapid developments in
technology, the rise in the need and demand for health services, disease prevalence, are call-
ing for new health policies that will emphasize:

--  pprreevveennttiioonn  

--  pprroovviissiioonn  ooff  bbeetttteerr  iinnffoorrmmaattiioonn  ttoo  cciittiizzeennss

--  iimmpprroovveedd  aacccceessss  ttoo  hheeaalltthh  sseerrvviicceess

--  ggrreeaatteerr  rreessppoonnssiivveenneessss  ttoo  ppaattiieenntt  nneeeeddss

--  iimmpprroovveedd  eeffffiicciieennccyy  ooff  tthhee  ssyysstteemm,,

--  ooppttiimmuumm  aaddmmiinniissttrraattiivvee  pprraaccttiicceess  aanndd  cclliinniiccaall    eexxcceelllleennccee  
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The demographic changes we are witnessing are due to the increase in life expectancy which leads to an increase in
healthcare needs.

Greece ranks third among the OECD member-States in the percentage of persons aged 65 and over. 

The National Health System is faced with three important challenges; the aging of country's population; the increas-
ing efficiency of healthcare which is more costly and patients demand for high quality healthcare services..  

To face these challenges we have set three long-term goals: 

--  eeqquuaall  aacccceessss  ttoo  hheeaalltthhccaarree  ffoorr  aallll  cciittiizzeennss  

--  hhiigghh  qquuaalliittyy  ssttaannddaarrdd  ooff  ssuupppplliieedd  hheeaalltthhccaarree  

--  vviiaabbiilliittyy  ooff  tthhee  hheeaalltthh  ssyysstteemm

Greece faces these challenges and strategies, through structural reforms, whose goal is the maintenance and
enhancement of citizen's health.

The Country places particular emphasis on the medicines policy, within a framework of an integrated policy on dis-
ease management, by setting strategic goals in the area of technology evaluation, monitoring it's effect at the level of
provided healthcare services, strategic planning and investment and, finally, monitoring the cost-effectiveness of the
supplied services.   

Our planning, decisions, and actions take into account the total cost and benefit to society, the health system and the
pharmaceutical industry. 

The value inherent in research, development and use of an innovative medicine is undisputable. 

We should at all times estimate citizens' healthcare needs and promote innovation, as long as it delivers on its prom-
ises and meets the safety, quality, and efficacy criteria. 

Health has never represented expenditure to us, but we consider it a productive investment for society, in the sense
that the individual, the healthy individual, who trusts the State, is more useful and productive. 

Today, it is a fact that the state financial resources allocated on health, and medicines in particular, are not a few.  

The government is reforming the system of pharmaceutical healthcare, to enhance public health, to ensure equal
patient access to safe, effective and cost-efficient medicines, to improve the quality of life of patients, to establish
financial stability, resource efficiency and the economic sustainability of the social insurance system.    

In recent years, we have demonstrated at the Ministry of Health that we take an integral approach at the healthcare
system, by considering the total cost for society, for the health system and for social insurance, so as to ensure that
citizens have access to every available treatment at the lowest possible cost.  

Our social sensitivity is further associated with the obligation to protect public funding and to negotiate the resources
invested in pharmaceutical care.
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We often hear that health expenditure is an investment. This has been demonstrated
beyond any doubt by the previous speakers.

This round table is asked to answer the question whether we can support this investment.

It is certain that a return on every investment is expected.

The pharmaceutical industry invests on a new therapy and anticipates a return its invest-
ment while, for the State an investment is measured from whether it ensures equal access
of patients to new medicines, at the lowest possible cost, leading to the containment of total
expenditure.  

That is, a return on innovation requires the strike of a suitable balance between the need for
return on investment and access to a truly innovative social commodity.

The pharmaceutical market is global, which means that the cost for research and develop-
ment may be allocated accordingly at an international level.  The cost is born by the pro-
ducer, from the moment production initiates, and of cource the price of the product cannot
be based on the marginal production cost.  

On the other hand, society needs the development of new medicines, since it leads to the
improvement of health outflows. The State must in this instance promote and reward inno-
vation. The issue of innovation in pharmaceutical care is a never ending discussion for the
parties involved.

The term “innovation” is commonly applied upon entry into the market of a new pharma-
ceutical product. This entry, however, is not in itself sufficient to determine the extent of
innovation. I believe we all agree on this. We must, therefore, render a stricter definition of
innovation, always bearing in mind that innovation ought to correspond to patient needs. 

Economist Conference
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VVaassiilliiss  KKoonnttoozzaammaanniiss
President of National Drug 

Organization (EOF)

EEccoonnoommiisstt  CCoonnffeerreennccee  --  
TThhee  66tthh  BBiieennnniiaall  SSuummmmiitt
““Innovation and Value in Health 
& Pharmaceutical Care”
SSppeeeecchh  bbyy  MMrr..  VV..  KKoonnttoozzaammaanniiss
PPrreessiiddeenntt  ooff  tthhee  NNaattiioonnaall  OOrrggaanniizzaattiioonn  ffoorr  MMeeddiicciinneess  ((EEOOFF))  
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The technological developments in the health sector have undoubtedly transformed the healthcare environment.
The provision of healthcare services is of a much higher level and the quality of life of patients has been amelio-
rated. New medicinal products are vital for the contemporary medicine, they save lives, and cure diseases. But
not all medicines are innovative.

To measure the extent of innovation of a medicinal product we must take into consideration the availability of a
preexisting treatment and , the size of the therapeutic and economic effect of the new medicine. 

Reward of innovation is related to the existence of pricing and reimbursement systems, which balance a) the time-
ly market entry of innovative products b) the containment of expenditure and finally c) the creation of a dynamic
and competitive market that promotes research and development.  

Ladies and gentlemen, Health is priceless, but costly. The associated cost must result from the minimization of
financial inflows and the maximization of health outflows, since the financial resources available are not abundant. 

The benefit associated with the use of a new medicine ought therefore, to be substantial. It is necessary that the
extra money spent should produce further treatment benefit. 

It is hence commonly accepted that there is difference between a «commodity» and the «value» of this commod-
ity. It is commonly accepted that a health service should be provided depending on the incurred benefit and not
on how much it costs. The provided benefit is focused on three issues: Clinical efficacy, better quality of life for
the patient and whether the provided service reduces the consumption of health resources.

In Greece we fortunately have access to all available pharmaceutical treatments. We know that direct access to
pharmaceutical care leads to an increase of expenditure, but unfortunately we are not aware of the benefits
derived in health and financial terms. 

We must take advantage of the fact that Greek citizens probably enjoy best access to pharmaceutical care. 

We ought to maintain and improve the health of citizens and not merely manage disease and sickness.   

Economist Conference 
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We have, unfortunately up to this day, been trying to answer the question of whether phar-
maceutical expenditure is high or low, while we also persist in «demonizing» overconsump-
tion. This distracts us from the essence of the problem, which concerns the increase of
expenditure in relation to the consumption of daily doses of medicines.    

We find it easier to discuss about the cost and not about the cost-benefit relationship.
Social insurance funds ought to evaluate the increase of expenditure in relation to the sys-
tem's economic efficiency and clinical efficacy, and the equal access of patients in high
quality health services.

We should estimate the real needs of patients in healthcare.

I have repeatedly mentioned, and will do so again, that in this country we are ignorant of the
potential existence of under consumption, in a therapeutic category because using exag-
gerations is to the benefit of political conflict.

We should focus on completing the streamlining of the system's IT infrastructure, not in
order to facilitate the quicker settlement of prescriptions, but to finally obtain the necessary
data that will allow us to make decisions on health policy issues and to assess their results.
We must put an end to the waste of resources

Finally, we must engage in the continuous evaluation of innovation. 

This is a continuous process. At this point I must stress the importance of the Competent
Authorities on every issue regarding medicine.

The approval of a medicine is based on the evaluation of the risk-benefit ratio, where the
proven benefits are greater than the known risks, and the ratio is favorable, leading to the
granting of a marketing authorisation. 
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Despite the comprehensive understanding of a medicine at the time of approval, after its approval there may occur
unforeseen or undetected adverse events.

Hence the aim of the competent Authorities is not merely the improvement of bureaucratic mechanisms, associ-
ated with the evaluation of medicines, pricing, and reimbursement by the social insurance system. Our work is not
concluded with the approval of a product. Our aim is to protect the health of citizens by ensuring high quality stan-
dards and safe use of medicines. To this end, at the National Organization for Medicines we have proceeded with
the change of our organizational structure, by emphasizing pharmacovigilance and market surveillance.

Speaking of innovation, we must not forget innovators. I am referring in particular to the Greek pharmaceutical
industry, which demonstrates an outward looking nature; it is competitive and produces innovative products. We
should support people who innovate in this country and have a vision. The country needs it.

Dear friends, the future is here. It is our duty to proceed at a faster pace and keep apace with European devel-
opments, to the benefit of public health, economy and society.

Thank you very much. 

NLsfee72ENG  16-03-09  11:36  ™ÂÏ›‰·31



When a young doctor, Fotis Pavlatos, crossed over to the opposite shore of the Atlantic in
1962 and went even further, to the Pacific shore to attend the University of San Francisco,
he could not dream of how his career would evolve. 

In a very short time, together with his professor, John H. Karam, he became one of the most
esteemed members of the international scientific community. The discerning researcher
from Cephalonia effectively contributed to the perfection of the «overnight dexamethasone
test» method, which would become known internationally as the “Pavlatos examination”. 

A brilliant career had already begun and continued in Greece where he returned in 1965 to
accept a lecturer position at the Athens General Hospital's First University Clinic. 

It was here that he began his work in endocrinology and diabetology where he would treat
many patients and would earn their gratitude. 

Later he became a university professor and trained thousands of medical students and
doctors employed by his and other hospitals until 1992, at the twilight of his brilliant univer-
sity career. 

When Professor Pavlatos enters an auditorium, a revered silence settles over the audience
because everyone knows that he is going to present a High Level lecture; one that com-
bines scientific precision with the highest level of speech and expression. 

But mainly everyone will feel the dedication for the patient that distinguishes him. Indeed for
professor Pavlatos the respect for his patient has always been his highest priority.  

His patients and his homeland have always been a top priority. This is his personal poetic
touch in all things and that is how this sensitive endocrinologist expresses himself. 

His life is characterized by the highest sense of ethics, profound knowledge and sound
judgment. He is the quintessential medical and teaching role model. 

Professor F. Pavlatos
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PPrrooffeessssoorr  FF..  PPaavvllaattooss::    
WWhheenn  tthhee  pprraaccttiiccee  ooff  mmeeddiicciinnee  mmeeeettss  ppooeettrryy
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With a life full of “hardships”, this great
Greek Nobleman never refuses to
offer his advice and help with a smile
and gentleness to whoever asks for it. 

Professor, it is an honor and a privi-
lege for us to hear you address us as
your friends. 

Greece owes you a great deal and we
all share the greatest respect for you

Dionysios Filiotis

ASCLEPIOS
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To
The President of the Hellenic Association of Pharmaceutical Companies
Mr. Dionisios Sp. Filiotis
15th Km, National Athens-Lamia Road
145 64 Kifissia Maroussi, 5 December 2008

Dear Mr. Filiotis,

First, I would like to thank you for your letter on the recent Congress in Crete and assure
you that my focus - as I believe is the case for all of us - always encompasses that sensi-
tive health sector, aside from my other important duties as a mayor. In any case, this is a
public sector that we have served for many years, and sometimes on different sides, but
we always shared a sense of cooperation and development.

It was in this framework that as early as 2005, we established the LLooccaall  AAddmmiinniissttrraattiioonn
AAuutthhoorriittiieess''  IInntteerrmmuunniicciippaall  HHeeaalltthh  aanndd  SSoocciiaall  SSoolliiddaarriittyy  NNeettwwoorrkk,,  aaiimmiinngg  aatt  PPrreevveennttiioonn  aanndd
tthhee  PPrroommoottiioonn  ooff  hheeaalltthh..  WWee  hhaavvee  ssoo  ffaarr  ooffffeerreedd  oouurr  sseerrvviicceess  ttoo  113300  MMuunniicciippaalliittiieess,,  mmeemm--
bbeerrss  ooff  tthhee  NNeettwwoorrkk,,  ffrroomm  aallll  oovveerr  tthhee  ccoouunnttrryy.. These services pertain both to the timely
and scientific education of our citizens on issues related to their health, as well as to the
development of prevention programs, in cooperation with other institutions. 

It was very recently, during the Convention of the Central Committee of Greek
Municipalities and Communities, held in the Interbalkan Health Centre in Thessaloniki, that
we had the opportunity to brief 150 Mayors, mainly from Northern Greece, on the
Intermunicipal Network, in the presence of the Minister of Health and Social Solidarity, Mr.
Dimitrios Avramopoulos.

The Hellenic Association of Pharmaceutical Companies and its members have offered
their unwavering support, assisting our efforts both to scientifically educate our citizens
and in our National Congresses. This is why we believe that now is an appropriate
moment to present our progress and the results of our activities to your members, so that
they may all be informed of our work and, above all, our cooperation prospects.

Therefore, if you agree to it, we can organize a presentation to all the members of your
association    interested in the Local Administration Authorities' Intermunicipal Health and
Social Solidarity Network, in the Town Hall or in any other venue of your preference.

Sincerely yours,
The Chairman of the Board of the Intermunicipal Health and solidarity Network
George Patoulis
Maroussi Mayor
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Responding to the very important initiative of the President of the Intermunicipal Health and
Solidarity Network Mr. G. Patoulis SFEE decided to co-organize with the IHSN on March 19
a Conference entitled:

““CCoorrppoorraattee  SSoocciiaall  RReessppoonnssiibbiilliittyy  
aanndd  pprreevveennttiioonn  pprrooggrraammss””

The Conference aims to promote the development of prevention programs.

During the Conference will be presented examples of collaboration between pharmaceuti-
cal companies - members of SFEE and the Intermunicipal Health and Solidarity Network.

TThhee  IInntteerrmmuunniicciippaall  HHeeaalltthh  
aanndd  SSoolliiddaarriittyy  NNeettwwoorrkk
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The Hellenic Association of Pharmaceutical Companies (™fEE) collected and analysed all
the available data relating to pharmaceutical debts of public and private hospitals to its
member-companies. The analysis resulted in the overall amount due per hospital, as well
as the average length of payment delay. The main points resulting from the analysis of the
tables are the following: 

ñ On 31.12.08, the ttoottaall  aammoouunntt  ooff  hhoossppiittaall  ddeebbtt towards ™fEE's pharmaceutical com-
panies was j22..6688  bbiilllliioonn.. This figure shows a remarkable increase (39.3%) compared
to the respective figure on 31.12.2007 (j1.92 billion) (Diagram 1). If the rate of
increase remains unchanged, it is anticipated that by the end of the first semester of
2009 hospital debts will exceed j3 billion.

™fEE Report on the Hospital Debts 
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HHeelllleenniicc  AAssssoocciiaattiioonn  ooff  
PPhhaarrmmaacceeuuttiiccaall  CCoommppaanniieess::
AA  RReeppoorrtt  OOnn  HHoossppiittaall  DDeebbttss  TToowwaarrddss
™™ffEEEE''ss  MMeemmbbeerr--CCoommppaanniieess
PPeennddiinngg  PPaayymmeennttss  oonn  3311..1122..22000088
AAtthheennss,,  JJaannuuaarryy  22000099
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DDiiaaggrraamm  11

EEvvoolluuttiioonn  ooff  HHoossppiittaall  DDeebbtt  ffoorr
PPhhaarrmmaacceeuuttiiccaall  PPrroodduuccttss

NLsfee72ENG  16-03-09  11:36  ™ÂÏ›‰·36



ñ The aavveerraaggee  lleennggtthh  ooff  ppaayymmeenntt  ddeellaayy  wwaass  2277..3366  mmoonntthhss
(820.89 days), i.e. hospital debts are - on average- pend-
ing since October 2006. The average length of payment
delay also presents significant increase compared to the
respective delay on 31.12.07 (20.15 months) (Diagram 2).

ñ Finally, there is a hhiigghh  ddeeggrreeee  ooff  ccoonncceennttrraattiioonn of debts to
a small number of hospitals. The ttoopp  tteenn hospitals with
the highest levels of debt (jointly j882.6 million) account
for 32.9% of total debt. As presented in Diagram 3, 20%
of hospitals are responsible for 67.1% of total debts.

* The overall payment delay is a weighted average of the respective delays.
Companies which were not included in the Ministry's Settlement are excluded 
from the estimation.

™fEE Report on the Hospital Debts 
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AAvveerraaggee  LLeennggtthh  ooff  PPaayymmeenntt  DDeellaayy  ooff
HHoossppiittaall  DDeebbttss  ttoo  PPhhaarrmmaacceeuuttiiccaall
CCoommppaanniieess
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IInneeqquuaalliittyy  DDiissttrriibbuuttiioonn  DDiiaaggrraamm  ooff
HHoossppiittaall  DDeebbttss
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Based on the definition given by World Health Organization, Pharmacovigilance is the sci-
ence and activities relating to the detection, assessment, understanding and prevention of
adverse events caused by medicines. The main principle  is derived by the Hippocratic dic-
tum “ˆÊÂÏÂ›Ó ‹  ÌË ‚Ï¿ÙÂÈÓ” (English translation “to benefit or to not harm”) and its main
goal is to ensure and promote public health through the continuous monitoring of the safe-
ty data of all medicines that are marketed or under clinical investigation, ensuring the
patient's right for safe, qualitative and effective medicines.

Health Professionals have the obligation to report to National Organization for Medicines
(EOF) all adverse drug reactions that are becoming aware of, by completing the “yellow
card”. 

In practice, information on the occurrence of adverse drug reactions originates either from
Health Professionals (physicians, dentists, pharmacists, nurses) or from patients them-
selves and is reported to National Organization for Medicines (EOF) and/or to those
Pharmaceutical Companies which are Marketing Authorization Holders of the concerned
medicines.  

The reporting of adverse drug reactions contributes to the enrichment of our knowledge
towards medicines so that we can take appropriate measures for a more accurate and safe
use. By continuous surveillance of the medicines benefit / risk ratio, the benefit of the
patients is ensured.   

Round Table ™f∂∂
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““PPhhaarrmmaaccoovviiggiillaannccee  aanndd  PPuubblliicc
HHeeaalltthh::  TThhee  SSttaakkeehhoollddeerrss  
aanndd  tthheeiirr  ccoonnttrriibbuuttiioonn  
ttoo  tthhee  ssaaffee  uussee  ooff  mmeeddiicciinneess””
PPRREESSSS  RREELLEEAASSEE
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On the occasion of the 4th Annual Congress for the Management of Economics and Health Policy, the Hellenic
Association of Pharmaceutical Companies (™f∂∂), is organizing a round table with subject «Pharmacovigilance
and Public Health: the stakeholders and their contribution to the safe use of medicines”, where the following top-
ics will be presented:

ñ The regulatory framework and EOF's role

ñ Clinical Practice and experience 

ñ Prescription practice and adverse drug reactions reporting

ñ Awareness and continuous update of Health Professional regarding Pharmacovigilance activities by ™f∂∂. 

With the undivided support of Academicians, the contribution of eminent delegates from Regulatory Authorities
and Hospital's area, we aim at the collaboration and co-responsibility of all relevant Parties (Regulatory Authorities,
Health Professionals, patients and all pharmaceutical companies-members of ™f∂∂).

Having a global and shared responsibility attitude towards Pharmacovigilance, our goal is to highlight the impor-
tance the Safety of the medicinal products should hold, for ensuring the highest quality Health services for the
Greek citizen.

On the occasion of the round table's organization, ™f∂∂ published the Pharmacovigilance Manual which will be
distributed to Health Professionals and uploaded to ™f∂∂ website. This manual outlines ™f∂∂'s position that Drug
Safety is a responsibility of all stakeholders.

Pharmacovigilance and Public Health
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On December 3, 2008 in the context of the 4th Panhellenic Congress on Health
Management, Economics and Policies, the Hellenic Association of Pharmaceutical
Companies (™f∂∂) held a round table  discussion on “Pharmacovigilance and Public
Health: The stakeholders and their Contribution to the Safe Use of Medicines”, attended by
150 officials. 

™f∂∂ aims to raise awareness and foster the cooperation of all  stakeholders in
Pharmacovigilance, keeping with its ethical, scientific, social and legal duty to safeguard
public health. 

The following speakers participated in the round table discussion:

11)) The executives of the National Organization for Medicines, MMss..  GG..  TTeerrzzii (Head of the
Adverse Drug Reactions Department) and MMrr..  LL..  KKlliirroonnoommooss,, officer of the ADR
Department, 

22)) Dr. MM..  TThheeooddoorraakkiiss/Internal Medicine Lecturer of the Therapeutic Clinic of the
University of Athens Clinic and Vice-Chairman of the National Pharmacovigilance
Committee,

33)) Ms. BB..  TTssiiaannttoouu/Health Economist and Researcher in the National School of Public Health,

44)) Ms. ∂∂..  GGiiaannnnoouullaa/Pharmacovigilance Manager (Roche Hellas S.A.), representing the
Pharmacovigilance Group of the Hellenic Association of Pharmaceutical Companies. 

The round table discussion was moderated by the undersigned Dr. B. Baroutsou/Internist -
Medical Director Sanofi Aventis, Head of the Pharmacovigilance Group of ™f∂∂.

Speakers acknowledged the joint responsibility of all the parties involved  (health and reg-
ulatory authorities and pharmaceutical companies - Marketing authorisation holders  and
sponsors of clinical trials) share in monitoring the safety of the marketed medicines as well
as of those under research. 

Round Table ™f∂∂
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RRoouunndd  TTaabbllee  ™™ffEEEE  
““PPhhaarrmmaaccoovviiggiillaannccee  aanndd  PPuubblliicc  HHeeaalltthh::  
TThhee  SSttaakkeehhoollddeerrss  aanndd  tthheeiirr  CCoonnttrriibbuuttiioonn  
ttoo  tthhee  SSaaffee  UUssee  ooff  MMeeddiicciinneess””

£∂™∂π™  #72 ª∞RCH 2009

DDrr  BBaarrbbaarraa  BBaarroouuttssoouu

NLsfee72ENG  16-03-09  11:36  ™ÂÏ›‰·40



Pharmacovigilance and Public Health
£∂™∂π™  #72 ª∞RCH 2009

*41

The participants unanimously agreed on: 

ñ Raising awareness, training and motivating health professionals to use the yellow card and familiarize
themselves  for reporting ADR's, 

ñ The emphasis that should be placed on correct prescription practices, in order to eliminate adverse reac-
tions, 

ñ the need to contain resources of the health system. 

According to the study conducted by the National School of Public Health, presented during the round table dis-
cussion, it has been recorded that only 40% of health professionals fills in and submits a yellow card to the
National Organization for Medicines, when faced with an adverse reaction. 

Adverse events are the 5th most common cause of admissions in the E.U., while it has been estimated that the
direct cost from prolongation of hospitalisations per person due to an Adverse Event amounts to approximately to
2,800 euros.

On the occasion of the round table, ™f∂∂ made public and distributed to delegates:  

11)) its position on the safe use  of medicines,

22)) the Pharmacovigilance Manual, compiled by the editorial subgroup of the Pharmacovigilance Group of ™f∂∂, 

33)) the Association's poster and 

44)) a press release.

All this material has been posted on the Association's website. At the same time, the manual and the Association's
poster will be mailed to all health professionals in 2009. 

The Hellenic Association of Pharmaceutical Companies has systematically and greatly contributed in raising
awareness and providing continuous education on Pharmacovigilance issues to health care professionals, by
means of:

ñ Its close cooperation with the National Organization for Medicines, 

ñ The development of a special glossary and poster on Pharmacovigilance, 

ñ Designing research, collecting and processing statistical data, and 

ñ Organizing or participating in lectures in hospitals, congresses or meetings. 

The positive reception of this scientific initiative of the Association encourages the undertaking of joint actions by
the Pharmacovigilance stakeholders during 2009.

We address our  warmest thanks to the Congress Organizing Committee, the speakers, the members of the
Pharmacovigilance working party and the Association's executives, for contributing in the success of the round table. 
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PPhhaarrmmaaccoovviiggiillaannccee is the science and the activities relating to detection, assessment,
understanding and prevention of adverse drug reactions.

As adverse drug reaction is defined any untoward medical event which occurs in a patient
after the administration of a medicinal product.

Other special issues which must be recorded and reported in order to improve the safety
profile of the drugs are:

ñ Any information regarding a pregnant woman taking a medicinal product. The  Drug
exposure in Utero during pregnancy should be reported even if it is not developed
any adverse event

ñ Lack of efficacy cases (it occurs when the drug used have different action from the
expected action described in the Summary of Product Characteristics )

ñ Drug interaction cases (Adverse drug reaction (ADR) derived from the interaction
between two or more medicinal products)

ñ Drug  abuse/misuse/overdose cases

All adverse drug reactions, serious and non-serious, derived spontaneously or from clinical
studies, aarree  iimmppoorrttaanntt and are described in the section concerning the ADRs in the
Summary of Product Characteristics and in Patient's Information Leaflet. After the drug mar-
keting authorisation, the safety data continues to be collected and recorded into the prod-
uct Periodic Safety Update Report. The Marketing Authorisation Holders, through this doc-
ument, notify the Competent Authorities about ALL the safety information coming to their
attention from the product worldwide experience.

Drugs can be more safe and effective thanks to the attempt and collaboration of all the par-
ticipants of the Public Health, which are:

Round Table ™f∂∂
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HHeeaalltthhccaarree  PPrrooffeessssiioonnaallss (physicians, pharmacist, dentists, nurses): Through the daily practice and/or drug
research (pre-marketing and post-marketing studies), healthcare professionals can significantly contributed to the
correct and safe use of drugs following the approved drug instructions, be compliant with the clinical trial proto-
col (for the physician involved in clinical studies),  monitoring adequately patients through the daily clinical prac-
tice and reporting all the suspected adverse drug reactions arising from the drug use. 

A suspected adverse drug reaction can be reported to:

ñ The local Health Authorities (National Organisation for Medicines, EOF), through the YYEELLLLOOWW  CCAARRDD
(http://eof3.eof.gr/web/guest/yellowgeneral) 

ñ The Marketing Authorisation Holder responsible for the medicinal product or the sponsor of a clinical study,
if the adverse drug reaction concerns an investigational medicinal product. 

HHeeaalltthh  AAuutthhoorriittiieess  ((NNaattiioonnaall  OOrrggaanniissaattiioonn  ffoorr  MMeeddiicciinneess  --  EEOOFF,,  EEuurrooppeeaann  MMeeddiicciinneess  AAggeennccyy  --  EEMMEEAA))::  They are
responsible to implement the legal framework/regulations regarding pharmacovigilance and monitor the compli-
ance of the Marketing Authorisation Holders with European Guidelines and legislation regarding
Pharmacovigilance.

They actively follow and evaluate the reporting of adverse drug reactions in order to ensure the correct and safe
use of medicinal products.

They continuously evaluate the ratio risk - benefit of medicinal products and maintain the marketing authorisation
for the drugs with more benefits than risks.

Pharmacovigilance and Public Health
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TThhee  MMaarrkkeettiinngg  AAuutthhoorriissaattiioonn  HHoollddeerrss  mmuusstt  maintain:

ñ A Pharmacovigilance System for the collection, evaluation, and reporting of safety
data to Regulatory Authorities for the products under their responsibility.

ñ A Risk Management System for the detection, designation, prevention or minimiza-
tion of the risks related to the use of medicinal products and the appraisal of the
effectiveness of these interventions. The Competent Authorities must approve and
monitor the Risk Management System. 

The procedure of expedited and/or periodic reporting of adverse drug reactions to the
Competent Authorities is accomplished within strict submission timelines in order to moni-
tor systematically and promptly the drug safety data and to prevent immediately possible
risks either in pre-marketing either in post-marketing period.

CCoonnssuummeerrss  ((ppaattiieennttss,,  ffrriieennddss  oorr  ppaattiieennttss''  rreellaattiivveess)).. They can report possible adverse drug
reactions to Healthcare Professionals and/or Competent Authorities and /or Marketing
Authorisation Holders.

The patient's safety and wellbeing must be a priority for all participants in the sector of
Health. The Hellenic Association of Pharmaceutical Companies supporting the culture and
enhancement of continuing Pharmacovigilance training, with the assistance of specialised
scientists (representatives of companies participating in ™f∂∂), collaborates with the
Authorities, healthcare professionals and investigators in order to emphasize the importance
of safety for medicinal products in a health system with high level services to the citizens.

Round Table ™f∂∂
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Code of Practice

Scope
This Code covers the relationship between pharmaceutical companies which are members of ™f∂∂ and the patient
associations which operate in Greece.

Patient organizations are defined as non-profit organizations representing and/or supporting the needs of people
who suffer from medical conditions.  

AArrttiiccllee  11  
Promotion of medicinal products
In the application of this Code, the provisions established by national and community Laws prohibiting the adver-
tising of prescription only medicinal products sold to the wider public are valid.

AArrttiiccllee  22  
Written contract
Any financial support provided by pharmaceutical companies to patient organizations  must be covered by a writ-
ten contract.  The contract must describe the activities undertaken by the contracting parties and the amount of
the funding.  Every pharmaceutical company must implement a procedure for the authorization of this type of con-
tracts. 

A template of a written contract is included in Annex I.

AArrttiiccllee  33  
Use of logos and proprietary material
For a pharmaceutical company to use a patient organization's logo and proprietary material, the Organization's
written authorization is required. The pharmaceutical company must clearly mention, in its request to the patient
organization, the  specific purpose and the way in which the logo and/or the proprietary  material shall be used.

™™ff∂∂∂∂’’ss  CCooddee  ooff  PPrraaccttiiccee  rreeggaarrddiinngg  
tthhee  RReellaattiioonnsshhiipp  bbeettwweeeenn  pphhaarrmmaacceeuuttiiccaall

ccoommppaanniieess  aanndd  ppaattiieenntt  oorrggaanniizzaattiioonnss
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AArrttiiccllee  44  
Control of publications
Pharmaceutical companies financing in any way patient organizations are prohibited from
influencing the text concerning the material they are financing in a way favorable to their
commercial interests. This does not prevent the companies from correcting any inaccura-
cies they may detect in the above-mentioned text.

AArrttiiccllee  55
Transparency

aa.. All pharmaceutical companies are encouraged to issue, once yearly, a list of patient
organizations to which they offer financial support and/or considerable indirect non-
financial support. The list must include a short description of the type of support. 

bb.. Pharmaceutical companies must ensure that competent health authorities have
access to the list mentioned in paragraph a) of this article. 

AArrttiiccllee  66
Sponsorship by a Pharmaceutical Company
A pharmaceutical company may not demand to be the sole sponsor of a patient  organi-
zation or of one of the  Organization's major programmes. 

AArrttiiccllee  77  
Events and hospitality
All events intended for patient orgnanizations and organized or sponsored by or on behalf
of a pharmaceutical company must be held in an appropriate venue, that is conducive to
the main purpose of the event, avoiding venues which are “luxurious” or “well reputed” for
their entertainment facilities. Hospitality must not include the financing or organization of
recreational events.

All forms of hospitality provided by a pharmaceutical company to patient organizations and
their members shall be reasonable and secondary to the main purpose of the event,
whether the event is organized by the patient organization or the pharmaceutical company.

The hospitality extended during the event, is limited to travel expenses, meals, accommo-
dation and registration fees. 

A pharmaceutical company is not allowed, to directly or indirectly (through its parent com-
pany or other third company to which it is continually or temporarily associated with by any
lawful relationship), organize or sponsor an event held outside the country where it is locat-
ed (international event) unless:
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aa.. the majority of the guests come from abroad in relation to the country where the pharmaceutical country is
located  and, considering the countries of origin of most guests, it is deemed  more reasonable   to hold the
event in another country or 

bb.. the specific nature of some facilities (e.g. research labs, production facilities etc) which are part of the objec-
tive or the theme of the event are located outside the country and thus it is considered  more  reasonable to
hold the event in another country. 

CCOONNTTRROOLL    PPRROOCCEEDDUURREE  FFOORR  TTHHEE    EENNFFOORRCCEEMMEENNTT    OOFF  TTHHEE  CCOODDEE  OONN  TTHHEE
RREELLAATTIIOONNSSHHIIPPSS    BBEETTWWEEEENN  PPHHAARRMMAACCEEUUTTIICCAALL  CCOOMMPPAANNIIEESS  AANNDD  PPAATTIIEENNTT
OORRGGAANNIIZZAATTIIOONNSS  

AArrttiiccllee  11
Competent  authorities  for the control  of the enforcement  of the Code provisions on the relationships between
pharmaceutical companies and patient organizations are  the  authorities in charge for the observance of the SFFE
Code of Practice.

AArrttiiccllee  22
Should a ™f∂∂ member pharmaceutical company violate the terms of this Code, the procedure for submission of
a complaint/report as provided for in articles 2 and 3 of the  Control  Procedure in the ™f∂∂ Code of Practice, is
followed. 

AArrttiiccllee  33
SANCTIONS
∞∞..  Matters concerning articles 1 to 6 of this Code 

ñ The First Degree Committee  for the observance of the ™f∂∂  Code of Practice , after  considering the sub-
mitted report/ complaint  and if it judges that there has been a violation of articles 1 to 6 of the Code con-
cerning relationships between pharmaceutical companies and ™f∂∂'s patient organizations, can impose
the following sanctions on the member company-r of ™f∂∂, which has not observed the above mentioned
provisions of the present Code: 

aa.. The immediate publication of the First Degree Committee judgment condemning  the pharmaceutical
company , n the ™f∂∂ journal “Theseis” (£¤ÛÂÈ˜) . 

bb.. The correction of the promotional material and the obligation of the indicted pharmaceutical company
to send the corrected material to the same recipients accompanied by a relevant letter referring to the
modifications. 

cc.. The publication of the text of the First Degree Committee judgment, as  the case may be, depending on
the subject,  in  scientific journals intended for healthcare professionals.
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The above mentioned sanctions (b) and (c) are  imposed if the  deadline  for the  referral of
the report/complaint to the Second Degree Committee, as provided for in article 2.14 of the
™f∂∂  Control  Procedure on Implementation of ™f∂∂'s Code of Practice,  expires and no
action has been taken.

The Second Degree Committee  may impose on the ™f∂∂ member company which has not
complied with the judgment of the First  Degree Committee the sanctions cited  in article
4.1 A of the Control  Procedure of ™f∂∂'s Code of Practice. The Second Degree Committee
may, apart from the above sanctions, impose a fine of 15.000j. The cited fines shall be
deposited by the violating pharmaceutical company in a special bank account of ™f∂∂, with-
in a maximum of 30 working days from the date of issuing the judgment.

µµ.. Matters concerning article 7 of this Code 
The First Degree Committee  for the observance of ™f∂∂ Code of Practice, may, after con-
sidering  the submitted report/ complaint, and if it judges that there has been a violation of
article 7 of this Code, impose via its judgment a fine of up to 3.000j to the ™f∂∂ member
company. 

The cited fines shall be deposited by the indicted pharmaceutical company in a special
bank account of ™f∂∂.

After the issuance of the judgement by the First Degree Committee, the opposed parties
reserve their right to submit, within 30 working days of   notification of the judgment to them
by ™f∂∂ Secretariat, an application to refer the case to the Second Degree Committee
according to article 2.14 of the ™f∂∂ Code of Practice Control Procedure. The above-men-
tioned action suspends the claim for the aforementioned fine. 

The Second Degree Committee may impose a fine of up to 15.000j to the non compliant
pharmaceutical ™f∂∂ member company.

The cited fines shall be deposited by the violating pharmaceutical company in a special
™f∂∂ bank account.

If the fines imposed by the First  Degree Committee  are not paid and if a report referral has
not been submitted to the Second Degree Committee within the deadlines set according to
article 2.14 of the ™f∂∂ Code of Practice Control Procedure, the Second Degree Committee
then decides to impose a fine, ex-officio, to the ™f∂∂ member company,  to which the First
Degree Committee had previously imposed a fine. 
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Should the ™f∂∂ pharmaceutical member company fail to comply with the judgment of the Second Degree
Committee again, the latter shall refer the matter to the ™f∂∂ Disciplinary Board which may decide to expel the
said company from ™f∂∂.

AANNNNEEXX Proposed content of written contracts between 
pharmaceutical companies and patient organizations 

When pharmaceutical companies offer financial support, considerable indirect support and considerable non-
financial support to patient organizations they must sign a written contract in accordance with article 2 of this
Code.

Below follows a template including the key points of a written contract.  The objective of this contract is to describe
clearly, what has been agreed upon, considering the requirements set by the EFPIA Code of Practice concerning
the Relationships between pharmaceutical companies and patient organizations.

ñ Title of the project

ñ Names of participating parties (pharmaceutical company, patient organization and, where required, third
parties involved in the project in order to help.)

ñ Type of project (i.e. whether the contract concerns general grants for operational expenses, specific meet-
ings, sponsorships, leaflets, information campaigns, educational programmes, etc.)

ñ Objectives

ñ Agreed role of the pharmaceutical company and the patient  organization 

ñ Timeframe 

ñ Amount and type of financial support

ñ Description of the considerable indirect / non-financial support (e.g. donation of a PR agency's time, 
free of charge training programmes.

All contracting parties are fully aware that the sponsorship must be clearly acknowledged.
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The Hellenic Association of Pharmaceutical Companies (™f∂∂) held on Wednesday, January 21st
a reception to celebrate the New Year at the Association Premises, in the presence of the EOF
President, Mr. Vasilis Kontozamanis and EOF Vice - President Mrs. D. Patargia, the ™f∂∂ mem-
ber - companies' CEOs as well as other distinguished guests.

The President, Mr. Dionysios Filiotis during his speech referred to the ™f∂∂ accomplishments,
emphasizing the Association's vision and how highly appreciated it is in the broader pharma-
ceutical sector.  He particularly pointed out that ™f∂∂ members' credibility, high sense of profes-
sionalism and integrity are the foundations for defending ™f∂∂'s views during the contacts and
negotiations with the State authorities for promoting and resolving issues of concern to the indus-
try.  He pointed out that only branded original medicinal products or branded essentially similar
medicinal products guarantee quality, safety and efficacy.  He stressed the importance of coop-
eration with other highly esteemed institutions, e.g. IOVE, which, conduct surveys and market
research documenting the Association's Vision and Positions.

Among other things, the President emphasized the significance ™f∂∂ attributes to the streamlin-
ing of the IT infrastructure of the healthcare system, since this is critical for eliminating the extreme
waste of resources and for radically reducing operating expenditure.  He strongly emphasized the
™f∂∂'s Code of Practice and the activities for promoting it, e.g. the establishment of the Greek
Code of Practice Day on November 24th 2008.  He stressed his confidence that Code of Practice
is a significant step, reinforcing the credibility of the Pharmaceutical Industry.  An equally signifi-
cant achievement for 2008 is the establishment of the ™f∂∂ SOPs Manual and the establishment
of a new Portal, which will be a gold standard for the industry.

The President, Mr. Filiotis, emphasized that ™f∂∂ and he personally will keep working with the sole
purpose of serving the common interest of Greek citizens, the Greek State and pharmaceutical
companies.  On this occasion, he thanked ™f∂∂ member companies for their contribution to this
common goal.

New Year at ™f∂∂'s Premises 

*5
2

RReecceeppttiioonn  ttoo  cceelleebbrraattee  
tthhee  NNeeww  YYeeaarr  aatt  ™™ffEEEE''ss  PPrreemmiisseess

£∂™∂π™  #72 ª∞RCH 2009

NLsfee72ENG  16-03-09  11:37  ™ÂÏ›‰·52



New Year at ™f∂∂'s Premises 

*53

£∂™∂π™  #72 ª∞RCH 2009

Mr.F. Mangalousis, Director General of ™f∂∂, Mrs. D. Patargia, Vice President of EOF, Mr. V. Kontozamanis, President of EOF,

Mr. D. Filiotis, President of ™f∂∂, Mrs. S. Mela, Scientific Director of ™f∂∂, Mr. V. Niadas, (CEO Cana) Vice President of ™f∂∂, 

Mr. Y. Chryssospathis, Legal Counsel of ™f∂∂, Mr. T. Zervakakis, (CEO Wyeth) Vice President of ™f∂∂
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1. The President of ™fEE, 
Mr. D. Filiotis presenting 
Mr. D. Chandras, Vice-
President of the Association
of Greek Self Medication
Industry and Head of BU
OTC, Novartis Hellas, the
New Year's golden coin,
which he won. Looking on is
Mr. G. Dokios, Director
General of the Association of
Greek Self Medication Industry.

2. Mr. D. Filiotis, 
Mr Th. Coletis President of PEF,
Mr. E. Adamou President of the
Association of Wholesalers, 
Mr. M. Katsikas Member 
of the Board of ™f∂∂

3. Mr. A. Galanopoulos President
of the Pharmacists Cooperative,
Mrs C. Karella (CEO Pfizer),
Secretary General of ™f∂∂ and 
Dr. Leo Crassaris Honorary
President of ™f∂∂

4. Mr. A. Avgerinos President of
the Panhellenic Association of
Pharmasists, Professor N. Houlis, 
Mr. M. Katsikas (CEO Faran) 

11

22

33 44
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5. Mr. K. Evripides (CEO Genesis), 
Vice President of ™f∂∂, 
Mr. A. Kypraios, (CEO Genzyme)

6. Mr. P. Cardoso, (CEO Galderma), 
Mr. V. Niadas, Mr. P. Meyer, 
President and CEO Astra Zeneca

7. Mr. G. Sykianakis, (CEO Menarini)
President of ™f∂∂'s Committee for the
Implementation of the Code of Practice,
Dr. Leo Crassaris and Mr. D. Filiotis

8. Mr. C. Schiever, (CEO Schering
Plough), Mr. A. Marinopoulos, (Famar),
Mr. P. Marinopoulos, (CEO Famar)

77 88

66
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Within the framework of the official inauguration of the 3rd
European Cervical Cancer Prevention Week, the
Association of Volunteers against Cancer (AVC) “AGKALI-
AZO” and the ECCA (European Cervical Cancer
Association) presented the most important developments
for preventing cervical cancer, as well as the benefits from
HPV vaccination in preventing cervical cancer.  

A campaign for raising public awareness, which will last
throughout the Cervical Cancer Prevention Week (18 -24
January) and for the whole month, included the distribution
of information leaflets to municipalities and hospitals, as
well as private institutions, a meeting in Thessaloniki and a
TV awareness commercial. This awareness campaign is
conducted under the auspices of the Ministry of Health and
is supported by GlaxoSmithKline and VIANEX, with the kind
cooperation of Alpha Bank and the Intermunicipal Health
Network. 

During a press conference held for the campaign, the
ECCA representative, MMrr..  TThheeooddoorree  AAggoorraassttooss,, a Professor
at the 1st Obstetrics and Gynaecology Clinic of the Aristotle
University, at the “Papageorgiou” Hospital in Thessaloniki,
stated: ““TThhee  ccoorree  mmeessssaaggee  ffoorr  tthhee  ccaammppaaiiggnn  tthhiiss  yyeeaarr  iiss
tthhaatt  CCeerrvviiccaall  CCaanncceerr  ccaasseess  ccaann  bbee  rreedduucceedd  bbyy  9944%%,,  bbyy
aappppllyyiinngg  tthhee  vvaacccciinnaattiioonn  aanndd  PPaapp  TTeesstt  pprrooggrraamm””..

Mrs. Skourta, Chairman of AVC, stated that: ““LLaasstt  yyeeaarr,,  wwee
mmaannaaggeedd  ssoommeetthhiinngg  vveerryy  iimmppoorrttaanntt,,  tthhaatt  iiss  tthhee  iinncclluussiioonn  ooff
tthhee  HHPPVV  vvaacccciinneess  iinn  tthhee  NNaattiioonnaall  VVaacccciinnaattiioonn  PPrrooggrraamm  aanndd
tthhee  ccoommmmiittmmeenntt  ooff  ssoocciiaall  sseeccuurriittyy  ffuunnddss  ttoo  pprroovviiddiinngg  tthheemm
ffrreeee  ooff  cchhaarrggee  ttoo  ggiirrllss  aanndd  yyoouunngg  wwoommeenn,,  aaggeedd  1122--2266..
HHoowweevveerr,,  wwee  aallssoo  aasskk  ssoocciiaall  sseeccuurriittyy  ffuunnddss  ttoo  bbeetttteerr  iinnffoorrmm
tthheeiirr  mmeemmbbeerrss  ooff  tthhee  vvaacccciinnaattiioonn  ooppttiioonn,,  aanndd  aasskk  tthhee  ssttaattee
ttoo  iimmpplleemmeenntt  oorrggaanniizzeedd  ssccrreeeenniinngg  pprrooggrraammss,,  ssoo  tthhee
wwoommeenn  iinn  oouurr  ccoouunnttrryy  mmaayy  ffeeeell  sseeccuurree  aaggaaiinnsstt  tthhiiss  ffoorrmm  ooff
ccaanncceerr””..

Corporate Social Responsibility Initiatives

EEuurrooppeeaann  CCeerrvviiccaall  CCaanncceerr  
PPrreevveennttiioonn  WWeeeekk  
GGllaaxxooSSmmiitthhKKlliinnee,,  VViiaanneexx  aanndd  tthhee  IInntteerrmmuunniicciippaall

HHeeaalltthh  aanndd  SSoocciiaall  SSoolliiddaarriittyy  NNeettwwoorrkk

UUnnddeerr  tthhee  AAuussppiicceess  ooff  tthhee  MMiinniissttrryy  ooff  HHeeaalltthh  aanndd
SSoocciiaall  SSoolliiddaarriittyy  

£∂™∂π™  #72 ª∞RCH 2009

Y. Skourta - President of the Group of Volunteers against Cancer (AGALIAZO),
Th. Agorastos - Professor of Obstetrics Representative of ECCA,
D. Avramopoulos - Minister of Health and Social Solidarity,
F. Palli-Petralia - Minister of Employment and Social Protection,
E. Diakomanolis - Professor of Obstetrics, Athens University, President of the European Society of Cervical Pathology

St. Fotiou - Professor of Obstetrics Athens University,
G. Patoulis - President of the Intermunicipal Health and Solidarity Network,
Th. Agorastos,
E. Diakomanolis,
Ev. Paraskevaidis - Professor of Obstetrics Ioannina University, President of the Greek Society of Cervical
Pathology
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Through its social responsibility plan, GlaxoSmithKline places spe-
cial emphasis on its cooperation with associations who support
patients with various diseases, mainly focusing on understanding
the needs of patients and their disease, in order to support their
positions and strengthen discussions between interested parties to
achieve better benefits for patients. 

For 4 years now, GlaxoSmithKline follows the “Code of Practice on
Relations with Patient Associations” which highlights the need for
these associations to enjoy independence, mutual respect and
transparency. This Code was then adopted by the pharmaceutical
sector in whole with the EFPIA Code. In Greece, it was adopted by
the Hellenic Association of Pharmaceutical Companies in July 2008.

In adherence with its Code which binds its relations with patient
associations, GlaxoSmithKline publishes an annual report on the
financial support it provides on each association and project basis,
while the financial support to patient associations may not exceed
25% of the financing they receive annually. 

In 2008, the Greek GlaxoSmithKline branch supported 6 different
patient associations with a total of 36,500_, thus contributing to their
work and promoting public awareness for various health issues,
such as the prevention of cervical cancer and osteoporosis.  

Corporate Social Responsibility Initiatives
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ogy

LLeennaa  LLyybbeerrooppoouulloouu
Director Government Affairs 
and Communications
GlaxoSmithKline Hellas

TTrraannssppaarreennccyy  aass  tthhee  ffuunnddaammeennttaall
pprriinncciippllee  ooff  rreellaattiioonnss  wwiitthh  

PPaattiieenntt  AAssssoocciiaattiioonnss  

NLsfee72ENG  16-03-09  11:37  ™ÂÏ›‰·57



For the 6th year in a row, on December 1st, 14,000 employees from Roche and 100 affili-
ates from around the world took part in AIDSWALK, this year renamed as the CHILDREN'S
WALK, thus actively contributing to the lives of thousands of children worldwide. 

To this end, employees from Roche affiliates around the world this year collected money
not only for children in Malawi, who were deprived of their parents because of  the AIDS epi-
demic, as well as for local institutions that aiming at improving quality of life for children. In
Roche (Hellas), the employees themselves decided on the charity that would benefit from
50% of the amount donated. This was the Association of Parents of Children with
Neoplasmatic Diseases “FLOGA” (www.floga.org.gr), an association of parents whose chil-
dren suffer from cancer. Throughout its 26 years of operation, the Association has made an
important contribution, targeting to offer children better psychological and social care. 

How did the Walk work?
Once more, more than 100 employees from Roche Hellas walked together, passing
through Mitropoleos and Ermou streets, to end their walk at the Maroussi City Hall, where
the Mayor, Mr. George Patoulis, had arranged for refreshments and light food to be offered.
In his short address to those present, the Mayor congratulated the Roche (Hellas) employ-
ees on their initiative. On the other hand, Mr. Dimitris Palakas, Business Unit Director with
Roche (Hellas), warmly thanked Mr. Patoulis for hosting the event in the City Hall premises.
During this year's Roche Children Walk, Roche (Hellas) employees collected money for the
children of the “FLOGA” Association, while an equal amount was matched by the compa-
ny and donated to the Malawi orphans, thus contributing in meeting their needs for food
and education
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The Mayor of Maroussi, 
Mr. George Patoulis, and the Business

Unit Director for Roche (Hellas), 
Mr. Dimitris Palakas.
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DDrr..  MMaarrccooss  GGeerraassssooppoouullooss
Managing Director 
sanofi-aventis Greece & Cyprus

““LLeessss  PPaappeerr……  MMoorree  LLiiffee””
ssaannooffii  --  aavveennttiiss

Sanofi-aventis , with a high sense of
social responsibility  has decided to
put an end to the reckless damage
of the environment. The company is
changing the means of communicat-
ing with health professionals, by dra-
matically reducing the quantity of
printed promotional material, which
will no longer be distributed to physi-
cians. 

To replace printed material, Sanofi-
aventis has decided to adopt new
technologies, and has developed a
special section on its Greek website
www.sanofi-aventis.gr, which may
only be accessed by health profes-
sionals and includes detailed infor-
mation (SPC, PIL, medical informa-
tion documents, useful bibliography,
etc.) on the company's pharmaceu-
tical products, thus providing an
additional information tool to the
medical community. 

In this way the company ensures
that physicians obtain timely,
detailed and  complete information,
while at the same time it's been
achieved the saving of vast quanti-
ties of paper, for which valuable nat-
ural resources are required. 

"I am truly proud of our initiative to
change the way, in which we provide
information on our pharmaceutical
products to the Greek medical com-
munity. 

We dare to be different. We are the
first pharmaceutical company that
has been innovative and has proven
its sensitivity for the environment.

I hope that this initiative will inspire
others to undertake similar actions,
because the future of the environ-
ment is in our hands.”
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