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“Quality of medicines” is this year's subject at the conference organized by

the Hellenic Association of Pharmaceutical Companies (SFEE) and EFPIA,

since quality constitutes one of the most crucial subjects the modern world

is concerned with. This concern has arisen due to the increasing penetra-

tion of counterfeit medicines in the supply chain at  international level. Many

policies and systems are implemented internationally for the protection of

citizens against counterfeit medicines. It must be noted that our country

has indeed one of the most effective systems in Europe, for preventing the

marketing of disputable quality medicines. This system includes “branded

prescription” - that is prescription of medicines by brand name - under the

exclusive responsibility of the treating physician. A physician's personal

responsibility and branded medicines, combined with the authenticity tag

granted by the National Agency for Medicines (EOF), constitute the most

powerful protection. It is evident that branded medicines offer maximum

guarantee for quality, safety and efficacy. This powerful safety value is com-

plemented by the legislative provision for pricing essentially similar brand-

ed medicines at 80% of the price of original medicines. We believe that any

attempt to abolish this safety value and the return to a free market “status”,

will undoubtedly lead to the deterioration of quality, due to the anarchy that

will prevail as a consequence.

DDiioonnyyssiiooss  SS..  FFiilliioottiiss
PRESIDENT OF ™f∂∂
President & Managing Director of 
PHARMASERVE LILLY S.A.C.I.
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In times where the market worldwide is flooded with counterfeit medicines, a “careless

change” of the conditions and prerequisites that govern the marketing of medicinal products

may easily lead to the undermining of public health. This is why we all work systematically so

that the current defense mechanisms remain in force. We must guard the already tested

Greek system intact, realizing that the only feasible means to limit and control pharmaceuti-

cal expenditure is the streamlining of IT infrastructure of the health system.

There is still room for change and a lot may be still achieved in the pharmaceutical market.

However, the only means to ensure the quality of medicines does not rest upon change, but

upon the reinforcement of the policies and relevant regulations currently in force.

Dionysios S. Filiotis

President of ™fEE
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The annual General Assembly of the Hellenic Association of Pharmaceutical Companies (SFEE) was held on
Wednesday, April 16th 2008, in the presence of the President, Dionysios S. Filiotis, the members of the board of
directors and the representatives of the member companies of the Association.

The following resolution was unanimously approved within the framework of the general assembly:

RREESSOOLLUUTTIIOONN  ooff  tthhee  GG  EE  NN  EE  RR  AA  LL    AA  SS  SS  EE  MM  BB  LL  YY  
AApprriill  1166,,  22000088

The Hellenic Association of Pharmaceutical Companies works systematically in contributing drastically to the mod-
ernization and the flawless operation of the pharmaceutical market. We believe that the effort to protect and
enhance public health is of common interest to the State, the academia and pharmaceutical companies.

Being an equal interlocutor with the State, SFEE is consistent and systematic in promoting the resolution of the
issues that the sector takes interest in, while at the same time promotes the achievement of substantial progress in
all of the issues that regard direct access of Greek citizens to all medicinal products, the flawless operation of the
pharmaceutical market and the excellent operation of the health system to the benefit of citizens.

SFEE forms its positions on a “long-term basis”, with specific proposals on the immediate problems faced as well
as the long-term development of the pharmaceutical market and the enhancement of public health in our country.
We promote the powerful and globally accepted principle that pharmaceutical expenditure constitutes an invest-
ment with an ethical and economical dimension. A social investment with multiple financial benefits to society. It is
the above principle that we take into account in working towards safeguarding the conditions that will allow our
country to gain maximal benefits from this investment.

The direct access of all citizens to all of the branded medicinal products is decisively dependent on the correct pric-
ing policy and is secured over time by the technological streamlining and IT infrastructure of the health system. The
correct pricing policy influences market adequacy as well as the extent to which quality of medicines is assured.

AAnnnnuuaall  GGeenneerraall  AAsssseemmbbllyy  ooff  tthhee  HHeelllleenniicc
AAssssoocciiaattiioonn  ooff  PPhhaarrmmaacceeuuttiiccaall  CCoommppaanniieess

((SSFFEEEE))
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The quality of medicinal products is both secured by regular market control, as well as by
the institutional provision that regards the prescription of medicines by brand name. The
flawless operation of the distribution network, as well as the observation of the code of ethics,
contributes decisively to the sector's high standard reliability, in the conscience of scientists
and citizens.

SFEE has set a series of distinct goals within this framework:

ñ We continue our efforts toward the full implementation of the priicing legislation on all
medicinal products, old or new. In this way, we actively contribute to the direct access of
the whole population to all medicinal products, as well as to the curtailing of rising phar-
maceutical expenditure, since favorable conditions are being created for old, low - priced
and well established medicines to remain in the market.

ñ We fully support the promotion of the technological streamlining of the health system,
since we believe that this is the sole realistic and evidently effective way internationally,
for controlling expenditure, abolishing waste of resourses and for saving resources. SFEE
aims to advise and support the State for the design, implementation and completion of
this great work.

ñ We undertake all the necessary initiatives, while we support all decisions that protect the
quality of medicinal products. In conjunction to our actions and to regular market controls,
we believe that the current pricing policy as well as prescription by brand name constitute
the two primary and irreplaceable pillars for safeguarding the quality of medicinal products.
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ñ We are working systematically for the payoff of hospital debts - in parallel to the formulation of a permanent
viable and functional solution to the problem, in collaboration with the State. We continue our effort with regard
to the rationalization of the height of fees to be paid to competent authorities. And of course, we are consistent,
clear and with substantial proposals and views in stake with regard to resolving the rebate issue.

ñ At the same time, we take part in the dialogue for the reinforcement of domestic production, for the institution-
alization of new business incentives, as well as for the establishment of those conditions that will promote the
conduct of clinical trials in our country.

ñ We attribute maximal importance to the flawless operation of the distribution network. We promote and strength-
en the dialogue and collaboration relations with all the interested parties and authorities in the pharmaceutical
industry.

ñ Our multilateral actions for the restoration of the truth with regard to the real amount of public pharmaceutical
expenditure (and its demarcation from medicine sales), as well as the amount of expenditure for medicines as
a percentage of GDP (due to the revision of the GDP) have been successful. 

ñ Last but not least, we attribute great importance to the adherence to the Code of Ethics, which we believe must
determine our business practice and activities. We believe that the authority, the quality of social contribution,
the credibility and the negotiating power of our sector depend on the adherence to the Code of Ethics.



The General Assembly is a milestone for SFEE since we reinforce our vision and our values.
On the basis of our vision and values, we reaffirm what we have achieved to date, and at
the same time take firm decisions and commitments on our goals for the future.

SFEE's achievements in recent years are many. Especially noteworthy are those of  last
year, which we are assessing today. One of the most significant achievements is the ccrree--
aattiioonn and realization of our vision. 

OOuurr  vviissiioonn,,  oouurr  ssttrraatteeggyy,,  iiss  bbaasseedd  oonn  tthhee  ccoommmmoonn  iinntteerreessttss  ooff  cciittiizzeennss,,  ooff  tthhee  SSttaattee,,  aanndd  ooff
pphhaarrmmaacceeuuttiiccaall  ccoommppaanniieess..

SFEE should not be isolated in trying to respond to the needs of its members which are not
connected to the interest of citizens and the State's initiatives for improving healthcare. On
the contrary, we are leaders in the effort to achieve specific goals which will lead the Greek
health system closer to the high level modern and effective system the Greek citizen needs.

SFEE, with its strategy and its initiatives, enjoys the respect of the political leadership, of health
sector stakeholders and organizations, of health professionals, and of citizens. We are active-
ly contributing to the social progress of our country, and we must continue on this course. 

We do not simply “sell medicines.” We provide a social commodity. We provide a social
service.

Understanding and acknowledging this fact is of great importance. 

With this position we make it clear that our job is to serve the public. Since we provide a pub-
lic service we in a position to make certain demands. We are in a position to enjoy respect. To
achieve prestige. Respect and prestige are invaluable and can achieve more than the greatest
amount of capital. Since we enjoy respect and credibility, our requests are taken into serious
consideration, and we take firm and decisive steps to the future.

Speech of Dionysios Filiotis, Sfee President
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Our goal is for Greece to attain all the characteristics of a contemporary and efficient market. It is within this frame-
work that  we promote our vision for the enhancement of public health. With systematic work we continue our mis-
sion, which is safeguarding the progress already made and at the same time recording of continuous progress in
those areas of the pharmaceutical market that present difficulties and inefficiencies. 

We have achieved a lot.  We have achieved direct access of patients to medicines, the safeguarding of quality
through the prescription of branded medicines, the recognition of the importance of the Code of Ethics, and the
support and reinforcement of the Distribution Chain.

We have demonstrated, with documented arguments, that the Greek system, with its combined provisions for con-
trolled by the State pricing and brand medicine prescription, is among the best in the world regarding quality
assurance. We safeguard quality at the lowest relevant cost, as it is known that systems with different pricing and
prescribing methods end up being more expensive.

We have achieved the abolition of the “sinful” reimbursement list. The list which, the only thing it managed was to
distort the market and increase the pharmaceutical expenditure by pushing out of the market old and well estab-
lished medicines.

We have also laid bare the inefficiencies and problems of the system, stemming from the lack of technological
streamlining, which leads to waste of resources, lack of control, and to the reinforcement of the phenomenon of
“overprescribing”.

We have supported that the only solid choice for controlling the cost and ensuring the viability of the system is
through promotion of technological modernization and streamlining the IT infrastructure of the system.

SFEE has set a series of concrete goals and has achieved remarkable progress on a number of them:

First: Our participation, to date, in the continuing dialogue for the specification of the prices of medicines, both
locally manufactured and imported, original and essentially similar, is very constructive.

IInn  oouurr  ccoouunnttrryy  wwee  hhaavvee  aa  ssyysstteemm  ffoorr  tthhee  pprriicciinngg  ooff  mmeeddiicciinneess,,  ttrraannssppaarreenntt,,  jjuusstt  aanndd  oobbjjeeccttiivvee,,  wwhhiicchh  sseeccuurreess  llooww
ccoosstt  ((aallmmoosstt  tthhee  lloowweesstt  iinn  EEuurrooppee))  aanndd  pprriiccee  bbuulllleettiinnss  aarree  iissssuueedd  wwiitthhiinn  9900  ddaayyss,,  aass  ssppeecciiffiieedd  bbyy  EEuurrooppeeaann  lleeggiiss--
llaattiioonn..  HHoowweevveerr,,  wwee  ccoonnttiinnuuee  oouurr  eeffffoorrttss  ffoorr  ffuullll  aapppplliiccaattiioonn  ooff  tthhee  mmaarrkkeett  ddeeccrreeee  oonn  aallll  mmeeddiicciinneess,,  oolldd  aanndd  nneeww..  

In this way we are actively contributing to the access of all insured citizens to all medicines, and to the contain-
ment of pharmaceutical expenditure, since we create the conditions for old, wel-lestablished medicines to remain
in the market. We also create an environment favoring the reinforcement and expansion of the Pharmaceutical
Industry.

Second: We fully support the promotion of the technological modernization and streamlining of IT infrastructure
of the health care system, as the only real and internationally proven effective way for controlling expenditure, for
combatting waste and for saving resources. We strive so that SFEE may become an advisor and an assistant of
the State in the design, implementation and completion of this important task. We believe that this is the main pre-
requisite for the viability of the health care system.
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Third: WWee  aarree  pprroocceeeeddiinngg  wwiitthh  aallll  nneecceessssaarryy  iinniittiiaattiivveess  aanndd  ssuuppppoorrtt  aallll  ddeecciissiioonnss  tthhaatt  rreeiinn--
ffoorrccee  tthhee  qquuaalliittyy  ooff  mmeeddiicciinneess..  AAtt  tthhee  ssaammee  ttiimmee,,  wwee  bbeelliieevvee  tthhaatt,,  tthhee  ttwwoo  mmoosstt  iimmppoorrttaanntt  ppiill--
llaarrss  ffoorr  sseeccuurriinngg  tthhee  qquuaalliittyy  ooff  mmeeddiicciinneess  iinn  oouurr  ccoouunnttrryy  aarree  tthhee  ssyysstteemmaattiicc  ccoonnttrrooll  iinn  tthhee
mmaarrkkeett    aanndd  tthhee  pprreessccrriippttiioonn  bbyy  bbrraanndd  nnaammee..      

Fourth: WWee  aarree  wwoorrkkiinngg  iinn  aa  ssyysstteemmaattiicc  wwaayy  ffoorr  tthhee  sseettttlleemmeenntt  ooff  hhoossppiittaall  ddeebbttss  aanndd  aatt  tthhee
ssaammee  ttiimmee  ffoorr  tthhee  sshhaappiinngg  ooff  aa  vviiaabbllee  aanndd  ffuunnccttiioonnaall  ssoolluuttiioonn--wwiitthh  tthhee  ccooooppeerraattiioonn  ooff  tthhee
SSttaattee--tthhaatt  wwiillll  pprreevveenntt  aa  nneeww  aaccccuummuullaattiioonn  ooff  ddeebbttss..

We also made progress regarding fees and we continue our effort for the rationalisation of
fee levels. 

Regarding the “rebate” we continue with consistency, clarity, and substantial proposals our
efforts to solve the issue.

RReeggaarrddiinngg  hhoossppiittaall  ddeebbtt  II  wwoouulldd  lliikkee  ttoo  aadddd  tthhee  ffoolllloowwiinngg::  MMaannyy  pphhaarrmmaacceeuuttiiccaall  ccoommppaanniieess
aarree  ““iinn  tthhee  rreedd””  dduuee  ttoo  hhoossppiittaall  ddeebbttss.. The State must not breach the law, which demands
payment within 90 days; the State must not take recourse to obligatory borrowing from the
private sector. AAllll  ccoommppaanniieess  ffiinndd  tthheemmsseellvveess  iinn  aa  mmoorraall  aanndd  ffiinnaanncciiaall  ddiilleemmmmaa..  DDoo  wwee  ccoonn--
ttiinnuuee  ttoo  ““lleenndd””  ttoo  tthhee  SSttaattee,,  oorr  ddoo  wwee  ppuutt  ppaattiieennttss''  hheeaalltthh  aatt  rriisskk?? It is a proof of the sensitiv-
ity of companies that, despite the great financial risks and burdens, they continue to supply
hospitals with required medicines. But the sector will be in serious trouble if this situation con-
tinues. No health system can survive in an environment where a significant portion of the
pharmaceutical sector is at risk of collapse. I must repeat that we are seeking the settlement
of hospital debts and a permanent solution so that they will not accumulate again.

I believe that some of our goals are of great importance for the future of the sector. We sub-
mit proposals for the reinforcement of local production, for the establishment of new busi-
ness incentives, and the establishment of conditions which will promote the conduct of clin-
ical trial in our country. Furthermore, we place great importance on the unobstructed oper-
ation of the distribution chain.

We promote and reinforce dialogue and cooperation with all stakeholders of the sector. Our
country has an excellent distribution network, from the pharmaceutical companies, to
wholesalers, and pharmacies. The pharmacies in our country, evenly spread throughout the
country, provide first level health care to the Greek citizen. The Greek citizen may not have
a family physician but has a family pharmacist. The pharmacy today is the first and possi-
bly the most important contact of the Greek citizen with the health system, and it should
remain this way. 

God help us if we end up with a system where we will place a prescription in a machine and
it distributes the medicine. God help us if we lose the contact with the vigilant Greek phar-
macist.    



For years, SFEE has adopted a policy of immediate intervention in public dialogue. This policy allows SFEE to cre-
ate its public image and that of the pharmaceutical sector, so our sector is not incorrectly presented to the public
by third parties, who may ignore objective facts.

The direct and multilevel actions for eradicating the confusion regarding the actual height of the pharmaceutical
expenditure (and its separation from the total sales of medicines), as well as its share in GDP (due to the revision
of GDP), are indicative of SFEE’s initiatives that have had a positive result. 

The frequency with which we are invited to the centers of decision-making to express our views, not only signifies
the acceptance of the usefulness of our views but also the reinforcement of our prestige. This is why we continue
and escalate these efforts, so that our positions and interventions are documented by valid, detailed, and
thorough scientific studies.

WWee  ppllaaccee  tthhee  uuttmmoosstt  iimmppoorrttaannccee  ttoo  aaddhheerriinngg  ttoo  tthhee  CCooddee  ooff  PPrraaccttiiccee,,  wwhhiicchh  wwee  bbeelliieevvee  mmuusstt  ggoovveerrnn  oouurr  pprrooffeess--
ssiioonnaall  pprraaccttiiccee  aanndd  aaccttiivviittiieess..

We believe that the prestige, the quality of our social service, the reliability and negotiation power of our sector
depend on the implementation of the Code of Practice. We must not only enforce it but publicize this enforcement
as well.

As I mentioned, we provide a social service. We are at the front lines of society's battle against disease. We are
obliged to continue and speed up the realization of our vision. We are obliged, through our work, to establish SFEE
even more as an important interlocutor contributing to the progress of the healthcare system.

With evidence-based positions, with a strong voice at the centers of decision making, with constant interventions,
we must sustain our positions and added value. OOuurr  ggooaall  iiss  ddiirreecctt  aacccceessss  ooff  aallll  iinnssuurreedd  cciittiizzeennss  ttoo  qquuaalliittyy,,  bbrraanndd--
eedd  mmeeddiicciinneess,,  iinn  tthhee  ffrraammeewwoorrkk  ooff  aa  ccoonntteemmppoorraarryy  hheeaalltthh  ssyysstteemm  wwiitthh  aann  eexxcceelllleenntt  ddiissttrriibbuuttiioonn  cchhaaiinn,,  rreessppeecctt  ttoo
DDeeoonnttoollooggyy  aanndd  aa  rraattiioonnaalliizzeedd  eexxppeennddiittuurree  tthhrroouugghh  uupp  ttoo  ddaattee  mmaannaaggeemmeenntt  pprraaccttiicceess  wwhhiicchh  pprreevveenntt  wwaassttee  ooff
rreessoouurrcceess..

IInn  ootthheerr  wwoorrddss,,  aa  hheeaalltthh  eexxppeennddiittuurree  wwhhiicchh,,  iinn  mmooddeerrnn  ssoocciieettiieess,,  iiss  nnoott  ccoonnssiiddeerreedd  aann  eexxppeennddiittuurree  bbuutt  rraatthheerr  aann
iinnvveessttmmeenntt  iinn  tthhee  hheeaalltthh  ooff  cciittiizzeennss,,  aanndd  ccoonnsseeqquueennttllyy  oonn  tthhee  ccoouunnttrryy''ss  eeccoonnoommyy..

We want our sector to grow stronger and stronger, and this can only be achieved through a national framework
where the health sector acquires all the modern characteristics of the era in which we live. We strive for progress
in all aspects of health care, since this is the only way to ensure the health and prosperity of citizens, the stream-
ling of the State's administrative structures, and the development of pharmaceutical companies. 

Speech of Dionysios Filiotis, Sfee President
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The Greek pharmaceutical market has achieved a high level operational standard, which is
a prerequisite for ensuring the quality of life of all citizens and protecting social welfare.

We as a State entity, through the pricing procedure, try and strike a suitable balance
between the need for profit-making, that every company has, and the need of every Greek
citizen for access to quality medicines at affordable prices.

With responsibility, with boldness and determination, our government has for the past four
years systematically promoted a series of important initiatives for the modernization of the
pharmaceutical market.

ñ Through the new pricing procedure 

ñ Through the implementation of Community legislation for the publication of new price
bulletins every 73 days, which means 5 new price bulletins per year

ñ As well as through the realistic pricing policy that we consistently follow, we have
achieved many things:

First and Foremost,

ñ We have safeguarded the direct access of all insured to all medicines

ñ At the same time, we are trying to limit the pharmaceutical expenditure increase rate.
The reason behind this is that, by means of our pricing policy, old and well established
medicines in the Greek market are not replaced by other, more expensive ones (a com-
mon phenomenon in recent years).

Speech of George Vlahos, Deputy Minister of Development 
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I would like to remark that only the recalculation of the prices of medicines in 2007, published on 29/02, resulted
in a net profit of over 46 million Euros for social security funds and the society as a whole!

This fact proves that beyond popular and shallow words,  we have systematically engaged in:

ñ Ensuring transparency terms for the operation of the market

ñ Saving  financial resources for social security funds

ñ Protecting citizens

We wish to continue and will continue to this end.

On the basis of the appropriate pricing policy, our goal is to safeguard the marketing of well, established and
effective medicines in the market.

Ladies and gentlemen,

At this point, I would like to refer to a sensitive issue that has recently arisen within the public dialogue framework.

I would like to refer to the issue of pharmaceutical expenditure.

There is no doubt that the amount of money spent on medicines constitutes an investment entailing a multiple
yield for our country - both at ethical as well as at  financial level.

This investment ensures that we are a society with

ñ High level health standards

ñ Many years of healthy and productive life for all citizens

We must not, however, forget that our main goal is the reduction of expenditure, which is currently high.

We, the government, do not face this problem with our hands crossed.

Through the initiatives we undertake, by implementing new technologies we strive to achieve rational and most
effective management of resources, in order to eradicate the phenomenon of overspending or of guided  pre-
scribing.

Speech of George Vlahos, Deputy Minister of Development 
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At the same time prescribing in collaboration with other interested parties, we are seeking
for new resource-saving means.

There is no doubt that the pathogeneses of the past must be overcome.

The control of expenditure, at every level of the system, must constitute a national goal, if
we wish to safeguard its viability.

This is an act of responsibility vis-à-vis the new generation, vis-à-vis the citizens of this
country.

In this framework, we, the government, are working on the basis of absolute respect to the
principles of transparency; we are working so that the government expenditure budget will
be beneficial to the citizen.

We have identified a sharp and disturbing increase in the marketing of poor-quality, non-
approved medicinal products, worldwide.

Our country is fully protected against the phenomenon of poor-quality non-approved
medicinal products.

It is protected because,

ñ The State sets the prices for all medicines,

ñ And secondly, prescription by brand name ensures high quality of medicines.

You are well aware that in countries where there is internal price competition and  prescrib-
ing is carried out on the basis of active substances, the market is full of medicines of dubius
quality and origin.

However, when unrestricted competition is dominant, and, I would say, everything is sacri-
ficed in the name of short-term profit, quality is vitally impaired.

We cannot allow this in the case of medicines.

Medicines are and must remain a public good.

This is why we are certain that the Greek system is moving in the right direction.

In parallel to our pricing policy, as well as to a series of other incentives that the government
is planning and promoting, we aim at the integrated reinforcement of Greek production.

We specifically aim to reinforce research, and at the same time increase the export of Greek
medicinal products and not merely re-export previously imported medicinal products.
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In concluding, I would like once more to underline that our pricing policy is significantly beneficial both to the State
and  to the industry.

While our prices are amongst the lowest in Europe, we have in parallel contributed to the support of pharmaceu-
tical companies. At the same time, we were successful in saving many millions of euros for social security funds
and the society as a whole.

We are the first government to have decisively proceeded to reduce prices, by restoring the right balance at all
market levels.

We are totally aligned with community legislation. We implement the pricing legislation without exeptions.

Thus:

ñ Direct access of all citizens to all medicines 

ñ The full-scale safeguarding of the quality of medicines,

ñ The support of Greek production and research,

ñ The unimpeded operation of the supply network

ñ And of course, the IT streamlining of the system,

all form part of a unified and modern policy for medicinal products that secures and protects public health, which
in turn secures and protects citizens rights.

We continue to move towards this direction.

At this point, I would like to thank the Hellenic Association of Pharmaceutical Companies (SFEE) for its contribu-
tion to this great goal, through its initiatives and interventions in recent years.

It is a fact that the constant, serious and substantial consultation between the State and all responsible pharma-
ceutical industry bodies facilitate the search for and promotion of the most appropriate, viable and effective solu-
tions, a commonly applied practice in all modern European countries.

The Hellenic Pharmaceutical market comprises of many positive factors  that it owes to maintain. The State will
remain the leader in the effort undertaken by SFEE for the enhancement of the conditions that prevail in the
Hellenic pharmaceutical market.

We are proceeding in the right direction and will continue to do so, by achieving even more benefits.

Speech of George Vlahos, Deputy Minister of Development 
£∂™∂π™  #69 JUNE 2008



AAccccoorrddiinngg  ttoo  tthhee  mmoonntthhllyy  mmoonniittoorriinngg  ooff  tthhee  mmeeddiicciinneess  mmaarrkkeett  ((IIMMSS)),,  ttoottaall  pphhaarrmmaacceeuuttiiccaall
ssaalleess  nnaattiioonnwwiiddee,,  eexxeemmppttiinngg  hhoossppiittaallss,,  wweerree  rreedduucceedd  bbyy  00,,77%%  iinn  MMaarrcchh  22000088  ccoommppaarreedd  ttoo
MMaarrcchh  22000077..

TToottaall  ssaalleess  ffoorr  tthhee  ffiirrsstt  tthhrreeee  mmoonntthhss  ooff  22000088  wweerree  iinnccrreeaasseedd  bbyy  99%%  ccoommppaarreedd  wwiitthh  ssaalleess  ooff
tthhee  ssaammee  ppeerriioodd  iinn  22000077,,  iinnddiiccaattiinngg  aa  ssiinnggllee--ddiiggiitt  rraattee  ooff  iinnccrreeaassee  iinn  tthhee  mmaarrkkeett.. This
occurred for the first time in years and, in combination with the decrease of the growth rate
of the pharmaceutical market in recent years, is of great importance and indicate that:

11)) The system's management and administration is proceeding in the right direction.

22)) The inspections of the market have started to bear fruit but there is a need for more
intensified efforts. 

33)) The implementation of SFEE's Code of Practice has helped a great deal but there is
still need for full compliance.

The effort must continue for the IT streamlining of the health system.

MMaarrcchh  22000088 MMaarrcchh  22000088 MMaarrcchh  22000088 MMaarrcchh  YYTTDD MMaarrcchh  YYTTDD MMaarrcchh  YYTTDD
VVss  22000077 SSOOMM 22000088 22000088  vvss  22000088  SSOOMM

YYTTDD  22000077
359,938,799 -0.76% 100% 1,096,728,467 9.08% 100%

Source: IMS 

IMS Data 
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IIMMSS  DDaattaa  OOnn  MMeeddiicciinnee  SSaalleess
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The European pharmaceutical industry has urged the European Commission to ban
repackaging of medicines in order to combat counterfeiting. Commenting on the commis-
sion's proposals, the European Federation of Pharmaceutical Industries and Associations
(EFPIA) said that any legislative reform should focus on guaranteeing the integrity of the
original package. In March, the commission proposed stricter security measures, package
seals and a ban on repackaging (Scrip No 3344, p 3).

EFPIA's comments centre on securing the supply of safe products and strengthening the
integrity of the supply chain. EFPIA said it hoped the commission would not cherry-pick its
recommendations but would consider them as a comprehensive strategy.

EFPIA supports the requirement to seal the outer medicine packaging and limit the right to
open the pack to the market authorisation holder and the end-user (eg, hospital, doctor or
patient). However, the commission's idea to require tamper-evident packaging only of cer-
tain products based on their risk profile, such as the public health impact or the profit strate-
gies of counterfeiters, is not greeted with enthusiasm by EFPIA. Because counterfeiters
today target a range of medicines and easily move to exploit any weaknesses in the sup-
ply chain, all prescription drugs should be subject to these measures, the association said.

The technologies that pharmaceutical companies choose to use in creating tamper-evident
seals and overt and covert authentication technologies such as holograms, optical devices
and security graphics for medicines packages should be specific to each manufacturer so
as to reduce the risk of copying, EFPIA said. Approving these anti-tamper measures sup-
poses a ban on repackaging at European level, because repackaging opens the door for
counterfeiters to enter the legitimate supply chain. Also, any investment to improve pack
safety by pharmaceutical manufacturers is useless if the repackaging of medicines contin-
ues, EFPIA noted.

0
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EEuurrooppee''ss  pphhaarrmmaa  iinndduussttrryy  wwaannttss  aa
rreeppaacckkaaggiinngg  bbaann  ttoo  ffiigghhtt  ccoouunntteerrffeeiittss

Scrip World Pharmaceutical News, No 3363, 21/05/08
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EFPIA believes that a product information interchange system linking both ends of the supply chain, and based
on mass serialised product packs, provides the most adequate level of security. EFPIA said it was currently devel-
oping two verification systems: a harmonised method for coding each pharmaceutical handling unit based on the
data matrix code and an end-to-end product verification system that allows systematic control of each pack's seri-
al numbers. Such systems would break the counterfeiters' business model and deter reimbursement fraud, EFPIA
contends.

On the other hand, the commission's proposal to require a centrally accessible record - or pedigree - for tracing
ownership of each batch would be very complex to implement and deliver little added value, the association said.

To strengthen the supply chain, EFPIA fully supports the commission's proposal to subject all parties involved in
drug distribution to pharmaceutical legislation. This would mean that medicines brokers, traders and agents would
have to comply with the same obligations as pharmaceutical wholesalers. To ensure that all suppliers are using
good manufacturing and distribution practices (GMP/GDP), the distribution chain should be audited by pharma-
ceutical companies, qualified auditors or national health agencies - and in third countries, EFPIA says.

However, the association is not enthusiastic about requiring pharmaceutical companies to audit their active sub-
stance suppliers to ensure they use GMP. Drug companies already have such a duty and it is unclear how more
audits would enhance product safety, EFPIA says.

The organisation also suggested other measures to address the problem of counterfeit medicines more holisti-
cally. The penalties for counterfeit drugs should be as strong as those for narcotic drugs and more resources
should be allocated for proper law enforcement, including at an international level. Consumers should also be
educated about the risks that illegal internet pharmacies present, EFPIA noted.

Copyright of Scrip World Pharmaceutical News, 

and published in issue No 3363, dated May 21st, 2008.
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Brussels, 13 May 2008 - Counterfeit medicines, already widespread in the developing
world, are now being found increasingly in the EU. While Internet-based sales are the main
source of counterfeit medicines, these products are also appearing in the traditional supply
chain. Urgent measures are required to protect European patients, including a ban on med-
icine repackaging. 

“Even one single case of counterfeit medicine is unacceptable”, commented Brian Ager,
Director General of EFPIA. “Counterfeiting medicines is a highly lucrative criminal activity
that can have serious consequences for the patient and can undermine public confidence
in medicines. Recent seizures of counterfeit medicines in the EU have shed light on the vul-
nerability of the pharmaceutical supply system and on practices that undermine efforts
made by the industry to protect patients.” 

Counterfeits have been found to contain toxic substances. Others contain no active ingre-
dient, or the wrong amount of it - damaging to any medical treatment, but dangerous when
patients are being treated for serious illness.  In most cases, it is impossible for the non-
expert eye to distinguish the fakes from the originals. 

Under current EU rules, products can be re-boxed, re-labelled or over-stickered. Tablets
can be removed from their blisters and reconditioned. These repackaging activities can
involve removing the security seal and damaging unique identification codes, which ensure
product traceability. Such practices make it even harder to distinguish real medicines from
fakes.   

In addition to the development of security features on medicine packaging, individual com-
panies are assisting authorities in different ways, for example by training officials to recog-
nize fakes and by assisting with international police investigations. However, these initia-
tives alone are not enough. 

Press Release 
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ZZeerroo  ttoolleerraannccee  ffoorr  ccoouunntteerrffeeiitt  mmeeddiicciinneess  
TThhee  pphhaarrmmaacceeuuttiiccaall  iinndduussttrryy  eexxppeeccttss  aa  ssttrroonngg  ssiiggnnaall  
ffrroomm  tthhee  hhiigghh  lleevveell  ccoonnffeerreennccee  oonn  ccoouunntteerrffeeiittiinngg  aanndd  
ppiirraaccyy  uunnddeerr  wwaayy  iinn  BBrruusssseellss  ttooddaayy
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In its response to the public consultation launched in March by the European Commission,
EFPIA stressed that the number one focus of the forthcoming EU legislative reform should
be to ensure that the integrity of the original package is absolutely guaranteed throughout
the entire supply chain, from the time it leaves the original manufacturer to the point that it
reaches the end user. This is a prerequisite for an effective anti-counterfeiting strategy. 

Liabilities should be more clearly defined for all involved in the distribution chain, including
brokers, traders and agents. Heavy penalties should be enforced for trafficking in counter-
feits. Penal sanctions should be all the more severe when counterfeiting threatens public
health. 

Efforts to set up a harmonized EU-wide identification system for medicines should be
encouraged. EFPIA is making plans to launch a pilot scheme of a unique bar code system,
which will enable the pharmacist to verify each medicine pack before dispensing it to the
patient.   

BBaacckkggrroouunndd  
The growth in the counterfeit medicines trade is driven by a combination of factors. The
huge profits to be made have attracted organised crime gangs. The increased sophistica-
tion of counterfeit operations makes it harder to detect fake drugs. 

The European Commission has observed the following worrying trends in particular: 

ññ  AA  sshhaarrpp  iinnccrreeaassee  iinn  sseeiizzeedd  ccoouunntteerrffeeiitt  mmeeddiicciinneess  

EU Statistics report the seizure of a total of 2.7 million medicinal products (articles) at EU
customs borders in 2006. This is an increase of 384% compared to 2005. 



ññ  AA  ttrreenndd  ttoowwaarrddss  ccoouunntteerrffeeiittiinngg  ooff  lliiffee--ssaavviinngg  ddrruuggss  

Counterfeit medicines in the EU originally focused on 'lifestyle' medicines, including erectile dysfunction and
weight loss medicines. Now, criminals increasingly target life-saving medicines, including medicines to treat can-
cer and heart disease, psychiatric disorders, and infections. 

ññ  AA  ttrreenndd  ttoowwaarrddss  ttaarrggeettiinngg  tthhee  ccllaassssiiccaall  ssuuppppllyy  cchhaaiinn  

Recently, there has been alarming evidence that, besides the Internet, the licensed distribution chain, including
authorized wholesalers, traders and pharmacies are being increasingly targeted by counterfeiters, as they allow
distribution of high volumes of medicines. The UK MHRA reported that incidents affecting the regular distribution
chain have steadily increased since 2004, with counterfeit medicine reaching patients on 9 occasions, necessi-
tating batch recalls, and discovered at wholesale level on a further 5 occasions. 

ññ  AA  bblluurrrreedd  lliinnee  bbeettwweeeenn  ccoouunntteerrffeeiitt  aanndd  ssuubb--ssttaannddaarrdd  aaccttiivvee  ssuubbssttaanncceess  
iinn  mmeeddiicciinnaall  pprroodduuccttss  

The risk of counterfeit or sub-standard active substances entering the supply chain towards a medicinal product
poses additional risks to patients. For example, in the early 2000s, numerous deaths and side effects were con-
nected with antibiotics containing gentamicin as an active substance. These effects are assumed to be related to
faulty manufacture and impurities of the active substance. 

Press Release 
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Brussels, 30 April 2008 - The decline in biopharmaceutical innovation is multi-factorial.
Scientific challenges are increasingly complex and R&D costs are higher than ever before.
At the same time, higher regulatory hurdles are slowing down new product approvals, while
the downward pressure on prices continues and framework conditions in Europe are not
innovation-friendly. In this context, only a partnership-based approach can help to acceler-
ate the discovery and development of new medicines, according to Arthur J. Higgins, EFPIA
President and CEO Bayer HealthCare. 

Mr Higgins was speaking on the occasion of a high-level event in Brussels marking the first
call for proposals under the Innovative Medicines Initiative (IMI). This Joint Undertaking - a
unique public-private partnership between the European community and the pharmaceuti-
cal industry represented by EFPIA - will dedicate _ 2 billion over the next five years to boost-
ing biomedical innovation. 

“Challenges in biomedical sciences have become so complex that no single research-
based pharmaceutical company is able to face them alone”, said Arthur J. Higgins. “We as
an industry fully accept our responsibility and are ready to play our part in bringing forward
medical innovation. At the same time, we have no problem to admit that we cannot solve
all these issues by ourselves - but rather, we need to join forces with partners to address
the main causes of delays, or “bottlenecks”, in drug discovery”. 

IMI will fund projects involving a variety of stakeholders, and in particular small and medi-
um-sized enterprises (SMEs), academia, research centres, patient groups, public authori-
ties (including regulators) and the research-based pharmaceutical industry. 

In his address, European Commissioner for Science and Research, Janez Potoènik joined
the EFPIA President in underlining the importance of collaborative efforts to help Europe
regain a leadership role in biopharmaceutical innovation.   

Press Release 
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According to Jonathan Knowles, Chairman of IMI's Governing Board, EFPIA's Research Director's Group and
Head of Group Research at Hoffmann-la Roche, “Europe has great potential for innovation because of its excel-
lent science base. However, it is lagging behind other global players such as the US. The Innovative Medicines
Initiative will ensure that Europe's biomedical sciences receive targeted strategic support for the benefit of
patients, scientists and citizens. This in turn will help to improve Europe's competitiveness in biopharmaceutical
innovation and make it a more attractive place for pharmaceutical R&D”. 

BBaacckkggrroouunndd  
Innovative patient centered projects that aim to address the causes of delay or bottlenecks in the biomedical R&D
process are eligible for funding under the Innovative Medicines Initiative. The bottlenecks identified in the IMI
Strategic Research Agenda are safety evaluation, the prediction of efficacy, knowledge management and gaps in
education and training.  Better tools are required in these four areas, in order to speed up the discovery and devel-
opment of better medicines. 

Improving safety evaluation will enable scientists to identify at an early stage of research those products with the
best benefit-risk ratios and a greater likelihood of success. It will lead to a reduction in adverse reactions in
patients; a more rational use of experimental animals and, possibly, a reduction in the number required; more ade-
quate regulatory requirements; and faster medicine development. 

Research to improve the prediction of efficacy will focus among others on the development of biomarkers.
Biomarkers can be used as tools to understand the biology of a disease, but also to understand the effects of a
new compound. Biomarkers may provide information on patient sub-populations that might respond to a new
molecule or be susceptible to side effects - an approach that is the basis of the future concept of 'personalized
medicine'. 

Press Release 
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The knowledge management pillar under IMI will support safety and efficacy projects and
communities of experts with their information management and information sharing, mod-
elling and simulation tasks (data pooling, data processing, etc). 

As regards education and training in support of the medicines development process, a
number of gaps have been identified. For specialists, there is a profound need in Europe
for qualified personnel within the natural, technical, pharmaceutical and medical sci-
ences. Furthermore, there is a need for ongoing training to keep them updated with sci-
entific and technology developments. The 'vision for the future' outlined in the IMI
Strategic Research Agenda is to establish by 2013 a European Medicines Research
Academy (EMRA), a pan-European platform for educating and training current and future
professionals involved in biomedical R&D, including regulatory officers. 

Research projects under IMI will focus on five disease areas. These are cancer, brain dis-
orders, inflammatory diseases, metabolic diseases and infectious diseases. These dis-
eases have been chosen because they are, primarily, important areas of unmet medical
need, affecting the lives of millions of European citizens. It is to be noted that findings in
these areas will have a positive impact in other disease areas too. 

In particular, the successful improvement of the R&D process through IMI will be directly
applicable to the development of medicines for rare or orphan diseases, a diverse group
of diseases affecting between 20 and 30 million Europeans today. Thousands of rare dis-
eases are known. They are often severe, life-threatening and chronically debilitating.



1st Central Laboratory in Greece
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The foundation of Research Diagnostics, a model center of biological parameters analyses - Spin-off Company
of the University of Athens - creates an opportunity for Greece to become more active in the research activities of
National and International Pharmaceutical Companies, by participating as a Central Laboratory in their clinical
studies, within the framework of new drug development. Research Diagnostics counts only a few months of oper-
ation, however, its people are long experienced in research and in the academic field. Dr. N. Drakoulis, scientific
director of the laboratory and Professor of Clinical Pharmacology in the University of Athens said to us: “Our vision
is to become a partner of the local and international pharmaceutical Industry for the successful conduct of clini-
cal studies in the Balkans and South-Eastern Europe, the Middle East and Northern Africa”.

Research Diagnostics, with a budget of 2 million _, is subsidised in half by European and national resources (the
other 50% is covered by private investors) within the framework of the Operational Program “Competitiveness” of
the Ministry of Development. Research Diagnostics is not a diagnostic center, it constitutes a specialized lab
exclusively for people taking part in clinical studies. The facts that distinguish Research Diagnostics from the
“usual” diagnostic centres are: accreditation in all processes (it is the only central laboratory for clinical studies in
Greece that is accredited with ISO17025/2005 from the Hellenic Accreditation System, ESYD), the use of
advanced technologies at all levels (complete automation and robotics technology) and, of course, the much larg-
er number of analyses that can be simultaneously measured (Research Diagnostics is capable of conducting over
17,000 tests on any biological sample, every day). The infrastructure of Research Diagnostics is of the highest
standard: series of “state of the art” analytical equipment for all kinds of measurements, completely automated
and robotic, ISO certified and connected in a complex system of computers with the possibility of tele-control and
information exchange via the Internet, “are operated” by experienced personnel and supported by a superb tech-
nological infrastructure that includes, special electrical installation, including central uninterruptible Power Supply
and generator, autonomous air conditioning, advanced security systems and a facility that produces over 1 ton of
ultra clean de-ionized water, which is essential for the smooth operation of the equipment.  Research Diagnostics,
in collaboration with the Greek and International Pharmaceutical Industry, the academic and private Hospitals and
Regulatory authorities (EOF, EMEA), creates the conditions that will turn Greece into a center of attraction for the
conduct of clinical studies on new drugs and new medicinal products.

TThhee  11sstt  CCeennttrraall  LLaabboorraattoorryy  
ddeeddiiccaatteedd  ttoo  CClliinniiccaall  SSttuuddiieess  wwaass

ffoouunnddeedd  iinn  GGrreeeeccee
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