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 Ι. An advanced therapy medicinal product, 
such as a gene therapy medicinal product or a 
somatic cell therapy medicinal product or a 
tissue engineered product· see Regulation 
1394/2007, the so called (ATMPs) 

 II. A drug which contains a medicinal 
ingredient not previously approved in 
a drug by the relevant authorities and that is 
not a variation of a previously approved 
medicinal ingredient such as a salt, ester, 
enantiomer, solvate or polymorph 
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 III. A drug that serves previously unmet medical 
needs or otherwise significantly helps to advance 
patient care and public health independently of 
the nature of the treatment. 

 IV. An orphan drug· see Regulation 141/2000 
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Health policy  

Public health 

 Free movement of goods 

R&D 

Cost/effectiveness 

Right for a better treatment 

Very high prices 
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 See Health Policy Study https://www.oecd-
ilibrary.org/social-issues-migration-health/oecd-
health-policy-studies_2074319x 

 „Novel medicines have improved the survival 
rates, the quality of life  and they have changed the 
natural history of some diceases…….but policy 
makers and other stakeholders have concerned 
about the outputs of the pharmaceutical 
innovation system……..“ 

 The problems : High prices, target small 
populations, difficulties for payers and patients. 
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 Article 6 

 

 1. No medicinal product may be placed on the 
market of a Member State unless a marketing 
authorization has been issued by the competent 
authorities of that Member State in accordance 
with this Directive or an authorization has been 
granted in accordance with Regulation (EEC) 
No 2309/93. 
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 A severe but at the same time flexible regulation 
regarding the clinical tests, the authorization, the 
production, the labelling of outer or immediate 
packaging, the package leaflet, the traceability 
(pharmacovigilance)  

 An international approach and cooperation 
 Health spending under control 
 Information of the scientists as well as of the patients 
 Cost effectiveness analysis 
 Promotion of the R/D in the pharmaceutical industry 
 Cooperation between the Committee for Advanced 

Agency and the European   Medicines Agency on one 
hand and the national competent authorities and US 
(FDA) on the other. 
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 1.   In duly justified cases, to meet unmet medical 
needs of patients, a marketing authorisation may, 
for medicinal products intended for the treatment, 
prevention or medical diagnosis of seriously 
debilitating or life-threatening diseases, be granted 
prior to the submission of comprehensive clinical 
data provided that the benefit of the immediate 
availability on the market of the medicinal product 
concerned outweighs the risk inherent in the fact 
that additional data are still required.  
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 “unmet medical needs” means a condition for 
which there exists no satisfactory method of 
diagnosis, prevention or treatment authorised in 
the Union or, even if such a method exists, in 
relation to which the medicinal product 
concerned will be of major therapeutic 
advantage to those affected. 
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 Regulation 1394/2007 on advanced therapy 
medicinal products 

 Directive 2001/83/EC (Community Code) as has 
been modified is implemented in Greece by the 
Ministerial Decision 32221/2013) 

 Regulation 2019/5 amending Regulation 726/2004  
laying down Community procedures for the 
authorisation and supervision of medicinal 
products for human and veterinary use and 
establishing a European Medicines Agency, 
Regulation (EC) No 1901/2006 on medicinal 
products for paediatric use and Directive 
2001/83/EC 
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 Regulation 141/2000 on orphan medicinal 
products for human use 

 Regulation 536/2014 on clinical trials on 
medicinal products for human use 

  …………………………………………. 
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 All the relative European legislation focus on 
the protection of public health and at the same 
time on the promotion of the innovation in the 
field of the drugs  

 The main object is to have safe, effective and 
cheap drugs for all the patients. 

 Harmonized rules to ensure the free and safe 
movement of innovative drugs 

 Parallel application of national legislation but 
in accordance with the principals of the EU law 

14 



 The main legal situation is the same with the other 
member states but the connection of the 
development of innovative drugs with the 
economic reasons has led to some specific 
restrictions based on relative memorandum and 
having to do with the reduce of the pharmaceutical 
expenses, which borne the public funds. 

 Promotion of generic drugs, which could not be 
innovative 

 Small sized pharmaceutical entities who face 
problems with the so called clawback and the 
rebates and have no means to invest in innovation. 
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 But……… There is no obligation for the 
doctor to prescribe a generic drug instead of an 
innovative. The whole matter has to do with the 
pharmaceutical expenditure·(see also  Law 
3418/2005 “Medical Ethics Code” Art. 3 § 3 
second subparagraph. ……the doctor has the 
right to choose a method of treatment that has 
been considered proper, for the concrete 
patient, based on the rules of medicine and he 
has to omit the use of methods which do not 
have sufficient scientific evidence…… 
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 Patients have the right to be informed about all 
available therapeutic options, including 
innovative drugs, but prescribing any specific 
drug is up to the treating physician. Patients 
can however decide to “self-medicate”, i.e.  to 
find and buy a specific drug from an e-
pharmacy or another source. 
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 The newly established Hellenic Health 
Technology Assessment Agency HTA and 
EOPYY (the Νational Ηealth Insurance 
Provider), (Law 3816/2010 (as amended by the 
Law 4512/2018 Art. 247-256) and the doctor 
who is called to decide if an innovative drug 
could have a positive effect for the patient’s 
treatment, following of course the relative 
European and Greek legislation 
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 The legal issues, such as the civil and penal 
liability of the entities/or persons involved 
with the circulation of the innovative drugs as 
well as the private insurance of the liability of 
those are treated in the same way irrespective 
or not whether a drug is innovative.  
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 All the relative sciences should contribute to 
remain the innovative drugs  “pharmaka”= 
medicines and not “pharmakia” = poisons                 
one of the notion of the word “pharmako” 
(φάρμακο) in ancient Greek language ! 
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