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DDiioonnyyssiiooss  FFiilliioottiiss  

General Manager

PHARMASERVE - 

LILLY S.A.C.I.

President of SFEE

The vision of SFEE's Board of Directors is to make a significant 
contribution in maximizing benefits to the Greek citizen from the 
revolutionary progress in the research and development of new 
medicines. SFEE intends to be a decisive partner in the promotion of
public health by actively contributing to the struggle against disease, a
process that starts with the discovery of new  medicines in research lab-
oratories throughout the globe and  is completed , after an extended peri-
od of research and development,  when the patient has access to them.

The maximization of the benefit to the patient, and to society, demands the
creation, safeguarding, and maintenance of a contemporary 
pharmaceutical market. It is widely acknowledged that the pharmaceutical
sector, and the Greek pharmaceutical  market in general, is well organized.

However, the need exists to modernize the sectoral network. With a 
resolute,  rational, and well-planned strategy, we can upgrade the Greek
system to the highest standards, to the benefit of all, and especially to
the benefit of health care.

Consequently, the SFEE vision to maximize benefits to Greek society
from the revolutionary progress of pharmaceutical  research can be sum-
marized as the achievement of  the following main goals: 

ñ To provide immediate access by patients to all medicinal products,
especially to new medicines. The delay of access to new  medicines
has significant impact on the patients' quality of life, and can affect
patient survival rates.

ñ To ensure the highest quality of all medicinal products in the 
market. Only branded medicinal products can guarantee quality.

ñ To ensure sound financial management of social security funds at
all levels by fully implementing an advanced IT infrastructure and
electronic communication.

ñ To strictly comply with Code of Ethics provisions in all phases of
the distribution and promotion of medicinal products.

ñ To reinforce and support a well-run supply chain. 

ñ The achievement of these goals establishes the credibility of SFEE
as a partner of the  State.

Ensuring a
Bright Future
Vision  The
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IImmmmeeddiiaattee  AAcccceessss  ttoo  MMeeddiicciinneess,,  IImmmmeeddiiaattee  AAcccceessss  ttoo  TThheerraappyy
Patient access to medicines is dramatically influenced by the policy followed and implemented
by the State. Access is also influenced by the financial management of the healthcare system
and by the operation of the supply chain. 

Following the introduction and enforcement of the Law on the Pharmaceutical Care System
Reform and the final abolition of the Reimbursement List, all prescription only medicines
are covered by social insurance funds. However, the abolition of the List does not ensure
direct access by patients to all medicinal  products.

Moreover, direct access to new medicines depends on the State's consistency to issue
Price Lists in the time limits predefined by the law. Community and national legislation
state that all price setting procedures must be completed within 90 days. Until recently,
there were huge delays in Greece, up to 19 months. In addition, the last price bulletin was
issued with a -four months- delay. Today, however,  a strong effort is being made, for the
first time,  to achieve a total delay period of up to 90 days for  price setting and 
reimbursement by social insurance funds. International and Greek experience have shown
that the reduction of time needed to  set prices, in combination with the approval of 
rational  increases in the prices of medicines , ensures to a great extent: 

aa.. Immediate access of patients to all medicinal products, since the approval of
rational increases  limits the re-exportation of imported medicines and results
in minimizing shortages of medicines in the market. 

bb.. Continuation of the marketing of well established  and inexpensive 
medicines, since by readjusting their price they are not withdrawn from 
the market or replaced by  medicines  with double the price. 
Thus, the rise of pharmaceutical expenditure is contained.

Immediate access to medicinal  products presupposes a responsible approach by the  State
regarding the  timely issue of price  bulletins.

QQuuaalliittyy  ooff  MMeeddiicciinnaall  PPrroodduuccttss
SFEE's vision is complemented by the effort to: 

ñ Ensure the highest, identifiable quality of all medicinal products in Greece through
the marketing of branded original medicinal products and branded essentially similar
products, and to ensure that the decision for prescribing these products under their
trade name is taken solely by a physician.

Regarding the paramount issue of quality it should be stressed that medicinal  products
must comply with the most strict quality criteria. Only  medicines with a brand name meet
these criteria. The physician responsible for the  treatment to be followed must be the 
professional who decides which medicine to prescribe. No  physician should prescribe 

for
Patient Healthcare
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medicines by the name of  the active ingredients. He/she must always prescribe 
medicines by their brand name to avoid exposing patients to medicines of inferior 
quality and effectiveness. 

If a physician is forced to prescribe using the name of the active ingredients, subsequently
not knowing exactly which medicinal product will be administered to the patient, he/she
would prescribe a newer original  medicinal product which has not been copied and is in 
general more expensive. The conclusion is that the choice of prescribing medicines by the
name of the active ingredients may increase pharmaceutical  expenditure and at the same
time downgrade the  quality of healthcare.

SSoouunndd  FFiinnaanncciiaall  MMaannaaggeemmeenntt  
ooff  SSoocciiaall  SSeeccuurriittyy  FFuunnddss  aanndd  HHoossppiittaallss
The goal of direct access to all medicinal  products depends to a great extent on the 
proper financial management of social insurance funds and hospitals. This can only be
achieved through a comprehensive technological modernization and a thorough upgrade
of the IT infrastructure. The conditions are ripe for Greece to acquire a technologically
advanced administrative and organizational infrastructure of its social insurance funds
and hospitals that, in addition to providing direct access by patients to medicines, will
reduce corruption phenomena and waste of resources, which now amounts to almost
20% of the total pharmaceutical expenditure. 

SFEE's vision is to cooperate with the State in finding solutions for the sound financial
management of social insurance funds and hospital funds, to participate in the build-out
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Editorial

MMeeddiicciinneess  CCoonnssttiittuuttee  aann
IInnvveessttmmeenntt  iinn  HHuummaann  WWeellffaarree
aanndd  SSoocciieettyy
Pharmaceutical  expenditure is an 
investment in  human welfare and society. 
A new, advanced therapy may be more
expensive, but through  the administration
of a specific medicine, the patient may avoid
surgery and the duration of hospitalization
may be reduced or eliminated. Therefore,
the total cost of a new, more expensive 
pharmaceutical therapy is counterbalanced
by the benefits it provides to a patient's
quality of life and from the saving of
resources from other health care forms 
(hospitalization). New therapies extend the
healthy, productive life of citizens.

The benefit to citizens and society from the
progress of pharmaceutical  research is above
and beyond the cost of new therapies.

Within this framework, with explicit 
principles, with decisiveness, and with 
specific actions and initiatives, SFEE  can
make a significant contribution in 
maximizing the benefits to the Greek citizen
brought on by  the revolutionary progress of
pharmaceutical research.

The Board of Directors of SFEE,  with  vision
and systematic work, will cooperate with the
State to solve the existing problems and will
contribute actively to bringing this future,
full of hope, day by day, closer to every 
citizen.

44

55

of the IT infrastructure by providing know-
how, and to submit proposals aimed at
avoiding the waste of financial resources.

IInn  sshhoorrtt,,  SSFFEEEE  iiss  ddeevveellooppiinngg  aa  nneeww  pphhiilloossoopphhyy
ffoorr  aa  pprroommpptt  aanndd  pprrooppeerr  pprriicciinngg  ppoolliiccyy  iinn  
ccoommbbiinnaattiioonn  wwiitthh  tthhee  ssyysstteemm''ss  tteecchhnnoollooggiiccaall  
mmooddeerrnniizzaattiioonn,,  ttwwoo  iinniittiiaattiivveess  tthhaatt  ccaann  
mmaaiinnttaaiinn  aanndd  eevveenn  rreedduuccee  pphhaarrmmaacceeuuttiiccaall
eexxppeennddiittuurree  aass  aa  ppeerrcceennttaaggee  ooff  GGDDPP,,  aacchhiieevviinngg
aatt  tthhee  ssaammee  ttiimmee  aa  vveerrttiiccaall  iimmpprroovveemmeenntt  ooff
hheeaalltthh  ccaarree  qquuaalliittyy..

GGoooodd  PPrroommoottiioonn  PPrraaccttiiccee
ñ SFEE aims to provide objective, 

unbiased, and scientifically sound
information, and to train health 
professionals within the guidelines of
the SFEE Code of Practice.

SFEE promotes providing information and
training  to healthcare professionals related
to the scientific progress that every new
medicine represents. A new  medicine is the
result of many years of research. It can save
lives or improve the quality of life of 
citizens. This is why the correct term to use
is “provision of scientific information”
rather than “advertising.”

Flawless Operation of the
Supply Chain
Direct access by patients to all medicinal
products is undoubtedly influenced by the
supply chain.

SFEE's vision is to participate actively in the
effort to ensure the unhindered operation of
the supply chain in the Greek State, to 
control the re-exportation of medicines, and
to develop local production.

SFEE's priority is to ensure an adequate
supply of  medicinal products in the Greek
market.

Furthermore  an increase of domestic pro-
duction will positively contribute to the cre-
ation of new jobs and the development of the
national economy.
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GGrreeeeccee  ccuuttss  ooffff--ppaatteenntt  
mmeeddiicciinnee  pprriicceess  

bbyy  2200%%
For the first time, the prices of off-patent proprietary medicines have been cut in
Greece, following the publication of the latest price bulletin.  

The bulletin, the first to be issued under new Greek pricing legislation, was published
on November 10th.  However, it has come under fire, not only for being four months
late but also for "selectively" observing the new pricing regulations with respect to
price adjustments.

According to the new legislation, proprietary medicines whose patents have expired
will now be subject to a 20% price cut one year after the marketing of a generic version.
181 such reductions were applied to proprietary drugs in this bulletin. In all, just over
1,000 prices were published, of which 153 were for new proprietary medicines and 567
for generics. There were 210 price cuts and 185 price increases ranging from 10-50%.  

However, industry has complained that although the reductions have been imple-
mented, price increases in line with the new regulations were not so readily forth-
coming. Despite a plethora of applications by pharmaceutical companies for price
increases to existing products under the new system, only 185 products, primarily
cheaper medicines, were granted increases. 

Moreover, the increases that were made appear not to have been calculated in line with
the principles of the new system, which is based on the average of the three lowest
prices in the EU (two from the former EU 15 plus Switzerland and one from the 10
countries that joined the Community in 2004).  

In a press release, the pharmaceutical industry body, the SFEE, described the applica-
tion of the new pricing regulations as "selective", saying that this damaged the inter-
ests of pharmaceutical companies, and that the reductions were excessive. The SFEE
said that a large number of older cheaper products had not had their prices increased
even though this was required under the new pricing legislation. Moreover, increases
that had been granted were less than those provided for under the new pricing system. 

As in most countries, pharmaceutical expenditure is a politically sensitive issue in
Greece. The ministry of development said that the overall impact of the price changes
on the social security funds was positive to the tune of Euro27 million a year Euro(51
million in price increases offset by Euro78 million saved on reductions). 

Moreover, if the impact of the new 4% rebate to the social security funds was added,
the ministry said, the funds stood to gain a total of Euro107 million from the changes
made to date under the new system. 

The Minister of Development described the price increases granted in the bulletin as
logical and said that pharmaceutical expenditure would have risen by Euro190.5 mil-
lion if all the applications (around 650) for price increases to existing products had
been granted.  

Of course, the workload involved in processing such a large number of applications
could also be a factor in the authorities' decision not to make all the adjustments in
one bulletin. It remains to be seen how soon new bulletins will appear and whether,
and at what rate, further price adjustments to existing products will be made. 

Article published in Scrip November 24th, No 3212 p 6
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IInnccrreeaasseedd  SSeeiizzuurreess  ooff  CCoouunntteerrffeeiitt  MMeeddiicciinneess
iinn  EEuurrooppee  HHiigghhlliigghhtt  tthhee  NNeeeedd  ffoorr  PPaattiieennttss  ttoo
PPuurrcchhaassee  tthheeiirr  MMeeddiicciinneess  tthhrroouugghh  CCeerrttiiffiieedd

DDiissttrriibbuuttiioonn  CChhaannnneellss
Brussels, 10 November 2006 - The European research-based pharmaceutical
industry today reacted to the announcement made by the European
Commission (DG TAXUD) (1) that "more than 500,000 counterfeit medicines
were seized at the external borders of the EU in the year 2005" and that "the
increasing use of internet to sell fakes (mainly medicines) increases the chal-
lenge customs face".

In support of EU Taxation and Customs Commissioner Laszlfi Kovacs' plan for
action, Dr Thomas Zimmer, chair of EFPIA's Anti-Counterfeiting Working
Group, stressed that the growing and increasingly dangerous phenomenon of
fake medicines now affecting Europe was a global problem requiring collective
actions: "The scourge of counterfeit medicines reinforces the need to tightly
secure the entire pharmaceutical supply chain in Europe as international
traders take advantage of more open borders and new technologies (Internet)
to conduct their criminal business without any scruple for people's health. By
all means, patients must be encouraged to purchase prescription medicines
through authorised distribution channels only!" Public private partnership
with all key stakeholders at local, national ad international level is essential
to effective collaboration.

Dr Thomas Zimmer recalled that whereas the primary responsibility for the
prevention and control of counterfeiting lies with national authorities and
international organisations, the pharmaceutical industry is actively commit-
ted to combating counterfeit medicines with the primary objective of protect-
ing patient health. 

Against this background, EFPIA broadly supports the new commitment taken
by the international community to step up the fight against counterfeit medi-
cines. In the case of pharmaceuticals, however, the industry believes that it
would be preferable, in disclosing custom seizures, to mention the products
seized by therapeutic category. Adding a company name or a specific product
name is not needed as it may create undue scare with the general public about
the healthcare system.

ñ EFPIA's white paper on the anti-counterfeiting of medicines is available at:
http://www.efpia.org/4_pos/legal/Counterfietingwhitepaper2005.pdf

ñ Frequently Asked Questions about counterfeit medicines: 
http://www.efpia.org/4_pos/legal/Q&Acounterfeit2005.pdf 

ñ Combating counterfeit medicines and protecting patients through a part-
nership approach: http://www.efpia.org/4_pos/legal/counterfeit2005.pdf

1. Press Release from DG Taxation and Customs Union: Customs:
Commission publishes 2005 Customs seizures of counterfeit goods 
(10 Nov. 2006)



TThhee  IInnnnoovvaattiivvee  MMeeddiicciinneess
IInniittiiaattiivvee  LLaauunncchheess  NNeeww  WWeebbssiittee
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∞ new interactive, state-of-the-art website to mobilise participation in the Innovative Medicines Initiative
(IMI) across Europe was launched by the European Commission and the European Federation of
Pharmaceutical Industries and Associations (EFPIA). The URL: http://www.imi-europe.org. 

The Innovative Medicines Initiative is a unique pan-European public and private sector collaboration
between: patient organisations, universities, hospitals, regulatory authorities as well as small and large
biopharmaceutical companies. The objective of IMI is to support the faster discovery and development of
better medicines. 

The website is designed to enhance communication and information flow between everyone involved in bio-
medical research across Europe. The new website enables patients, all researchers and regulators to learn
more about the progress of IMI, its events and organisation. These groups of stakeholders will also be able
to ask questions about IMI directly, giving them a voice in shaping future biomedical research in Europe. 

Octavi Quintana Trias, Head of Directorate F Health at DG-Research of the European Commission said,
“The Innovative Medicines Initiative is key to developing a dynamic and innovative knowledge based econ-
omy in Europe and this excellent website moves us forward towards this goal. The Commission is looking
forward to starting the implementation of the Innovative Medicines Initiative together with EFPIA and the
Member States as soon as possible.” 

Jonathan Knowles, Chair of the Research Directors' Group of EFPIA said, “This website is an excellent
communication resource for scientists and patients who are planning to participate in the Innovative
Medicines Initiative. The members of the EFPIA Research Directors' Group are eager to start implementing
Patient Centred Projects the moment we get the green-light from the EU.” 

Creating biomedical R&D leadership for Europe to benefit patients and society is the vision of IMI, which
is a powerful strategic partnership between the European Commission and EFPIA, who are supporting the
Innovative Medicines Initiative with strategic and financial resources. 

AAbboouutt  tthhee  IInnnnoovvaattiivvee  MMeeddiicciinneess  IInniittiiaattiivvee  ((IIMMII))  
IMI is a unique pan-European public and private sector collaboration between large and small biopharma-
ceutical and healthcare companies, regulators, academia and patients and represents a coordinated joint
public and private collaboration to boost Europe's biomedical R&D base, correcting the relative under-fund-
ing of biomedical R&D in Europe compared to other regions of the world. 

The aim of IMI is to support the faster discovery and development of better medicines for patients and
enhance Europe's competitiveness by ensuring that its biopharmaceutical sector remains a dynamic high-
technology sector. IMI will ensure that Europe's biopharmaceutical sector receives targeted strategic sup-
port for the benefit of patients, scientists and citizens of Europe. IMI proposes a number of clear, practical
paths that will accelerate the discovery and development of more effective innovative medicines with fewer
side-effects.  

IMI will implement innovative patient centred research projects that address the principles causes of delay
or bottlenecks in the current process of discovering and developing new medicines through powerful pub-
lic-private collaborations. These bottlenecks have been identified as predicting safety, predicting efficacy,
bridging gaps in knowledge management and bridging gaps in education and training. The Strategic
Research Agenda, a living document and will be up-dated based on scientific advances, describes the rec-
ommendations to address these bottlenecks and provides a plan to guide their implementation. 

EEnnhhaanncceedd  EEuurrooppeeaann  CCoommppeettiittiivveenneessss::  
ñ The Innovative Medicines Initiative is important for Europe because it contributes to the European

Union's Lisbon Objective of building the most competitive and dynamic knowledge-based economy
in the world by 2010; 
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ñ The Innovative Medicines Initiative is important for Europe because the scientific chal-
lenges facing Europe are too complex for organisations to address in isolation.
Therefore pan-European public and private sector collaboration and co-ordination is
essential to ensure that patients benefit from advances in biotechnology, such as the
decoding of the human genome; 

ñ The Innovative Medicines Initiative is important for Europe because it secures long-
term prosperity for Europe through biotechnology, which the European Union consid-
ers to be essential for developing a dynamic and innovative knowledge based economy. 

DDiissttiinncctt  BBeenneeffiittss  ffoorr  PPaattiieennttss,,  SScciieennttiissttss  aanndd  EEuurrooppee::  
ñ Faster discovery and development of better medicines will benefit patients; 

ñ A more attractive professional environment will benefit scientists, addressing the
brain-drain; 

ñ The creation of European expertise and know-how in new technologies will attract bio-
medical R&D investment in Europe; 

ñ The creation and support of sustainable competitive advantage for Micro, Small and
Medium-Sized Enterprises (SME), spin-offs and start-ups will enhance Europe's 
economy. 

IImmpplleemmeennttaattiioonn
To fully implement IMI would require an investment of about _460 million per year for an
initial seven year period, starting in 2007, shared between the European Commission and
the European Federation of Pharmaceutical Industries and Associations. A potential overall
injection of over _3 billion of new funding to boost Europe's science base and stimulate the
faster discovery and development of better medicines. As part of the European Union's 7th
Research Framework Programme, IMI will be proposed for Joint Technology Initiative sta-
tus - subject to approval by the European Competitiveness Council in 2007. 

The European Commission and European Federation of Pharmaceutical Industries and
Associations will take joint responsibility for creating and operating a new international not-
for-profit organisation based on article 171 of the Treaty establishing the European
Community. This organisation will have a legal mandate to award significant research grants
to European Public-Private Collaborations to conduct innovative patient centred research
projects focused on the principal causes of delay or bottlenecks in discovering and devel-
oping new medicines. The European Union's 7th Research Framework Programme will fund
academic and public sector participants of Public-Private Collaborations and support SMEs.
Biopharmaceutical companies will fund their own contributions to 100%. Other types of
organisations participating in Public-Private Collaborations will be supported on a case-by-
case basis. The biopharmaceutical industry partner(s) will match the funds from the
European Union's 7th Research Framework Programme with R&D resources such as staff,
laboratories, materials and clinical research capabilities.  

AAbboouutt  EEFFPPIIAA  aanndd  tthhee  RReesseeaarrcchh  DDiirreeccttoorrss  GGrroouupp  ((RRDDGG))  
The European Federation of Pharmaceutical Industries and Associations (EFPIA) represents
the research-based pharmaceutical industry operating in Europe. EFPIA's Research
Directors' Group (RDG), in which European Biopharmaceutical Enterprises (EBE) - a spe-
cialised group within EFPIA - also participates, brings together the European heads of
research from the world's leading pharmaceutical companies to address the issues facing
research and development of (bio)pharmaceuticals in Europe. 
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The Council, by approving all amendments to the Council's Common
Position voted by the European Parliament, adopted the EC Regulation
on medicinal products for paediatric use and amending Council regula-
tion (EEC) No 1768/92, Directive 2001/83/EC and Regulation (EC) No
726/2004 (PE-CONS 3623/06, doc. 13782/06 ADD1).

The regulation aims to improve child health, by increasing the availabil-
ity throughout the Community of medicinal products that have been
appropriately tested and authorised for paediatric use, while removing
obstacles to intracommunity trade in paediatric medicinal products. The
regulation aims in particular to meet the following objectives:

- to ensure that medicinal products used to treat children have been
the subject of ethical high-quality research and appropriate clinical
trials;

- to ensure that those medicinal products are duly authorised;

- to improve information on the use of medicinal products intended
specifically for children and transparency on paediatric clinical trials;

while avoiding unnecessary clinical trials on children and delays on the
authorisation of medicinal products for other age populations.

To that end, the regulation contains a combination of obligations and
incentives.

The main obligation created by this Regulation is that either the results
of clinical studies in accordance with a paediatric investigation plan, or
proof of having obtained a waiver for medicines that are of no paediatric
use, must be submitted as part of the procedure for obtaining marketing
authorisation. For medicines protected by a patent or an SPC, incentives
are provided through the extension of exclusive rights. The regulation
also aims to certify a safe use of off-patent medicinal products for treat-
ment of children, through the introduction of a new type of marketing
authorisation for off-patent medicines that have been appropriately test-
ed for paediatric use, the PUMA, as well as through provisions on fund-
ing of research into the appropriate use of off-patent medicinal products
for paediatric treatment.

A scientific committee, the Paediatric Committee, is created within the
European Medicines Agency, with expertise and competence in the
development and assessment of all aspects of medicinal products to
treat paediatric populations.

The proposed system covers medicinal products for human use within
the meaning of the directive on the Community code relating to medici-
nal products for human use1 and is in full compliance with the EU clini-
cal trials directive2.

In order to fulfil its objectives, the new regulation also introduces some
amendments to the regulation that created a supplementary protection
certificate for medicinal products3, the directive on the Community code
relating to medicinal products for human use, the regulation laying down
procedures for the authorisation and supervision of medicinal products4

and the EU clinical trials directive5.

PPaaeeddiiaattrriicc  MMeeddiicciinneess
PPrreessss  rreelleeaassee

1. Directive 2001/83/EC (OJ L
311, 28.11.2001, p.67), as last
amended by Directive 2004/27/EC
(OJ L 136, 30.4.2004, p. 34).

2. Directive 2001/20/EC (OJ L
121, 1.5.2001, p. 34).

3. Regulation (EEC) No 1768/92
(OJ L 182, 2.7.1992, p. 1), as last
amended by the Act of Accession
2003.

4. Regulation (EC) No 726/2004
(OJ L 136, 30.4.2004, p. 1).

5. Directive 2001/20/EC (OJ L
121, 1.5.2001, p. 34).

CCoouunncciill  ooff  tthhee
EEuurrooppeeaann  UUnniioonn
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