
Λ. Κηφισίας 280 & Αγρινίου 3, 152 32 ΧΑΛΑΝ∆ΡΙ, ΑΘΗΝΑ 
ΤΗΛ. 210 6891101 – FAX 210 6891060 

280, Kifissias Ave. & 3, Agriniou Str., GR 152 32 Halandri, ATHENS, GREECE 

TEL (+30 210) 6891 101 FAX (+30 210) 6891060 
e-mail: sfee@sfee.gr 

 

www.sfee.gr 

To  
Prof. Dr I. Tountas, 
President of EOF 
 
Cc.: Mr Μ. Salmas, Alternate Minister of Health 
 Ms Μ. Skouroliakou, 1st Vice-President of EOF 

Ms Ch. Papanikolaou, Secretary-General for Public Health 
 

Halandri, 4 October 2012 
 

Subject: SFEE’s positions regarding biological factors and the upcoming 
Ministerial Decision on the pricing of medicinal products 

 
 
Dear Mr President, 
 
Further to the publication, in Government Gazette 2675/Β/2.10.2012, of 
Ministerial Decision No. 94274 re: “Implementation of Article 16 of Law 4052/12 
(ΦΕΚ A/41)” regarding the transfer of the responsibility for the pricing of medicinal 
products to EOF, we would like to draw your attention to biological factors and the 
upcoming Ministerial Decision on the pricing of biological medicinal products. 

1. Biological medicinal products (biologics) are complex protein molecules, 
manufactured by recombinant DNA (r-DNA) techniques, through a complex 
multi-stage process. The final characteristics of the product depend fully on 
the manufacturing process used each time, as slightly different processes 
can produce different protein molecules (biological factor).  

2. The manufacturing process is unique to each biological product, whether a 
reference product or a biosimilar, and is crucially related to the safety, 
quality and efficacy, while also affecting the characteristics of the end 
product, by developing different physicochemical and biological qualities.  

3. Biosimilars are biologically similar to biological products (proteins), i.e. 
products prepared by r-DNA techniques by a complex multi-stage process, 
and although they are similar, they are not identical to reference biological 
products, given that their manufacturing process is by definition different 
from the one applied to the reference product, giving them different 
physicochemical and biological qualities.  

4. On the basis of the relevant EU legal framework, biosimilars cannot be 
considered as generic medicinal products. Therefore the notion of 
interchangeability and automatic substitution between reference biological 
medicines and biosimilars cannot apply.  

 
The above-mentioned different nature of biological products is recognised in the 
recently adopted Ministerial Decision No. DYG 3a/oik.82161 (Government Gazette 
2374/Β/24.8.2012), harmonising Greek legislation with respective EU legislation in 
the field of production and marketing of medicinal products for human use, in 
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compliance with Directive 2001/83/ΕC, as amended by Directive 2010/84/ΕU, 
through a specific reference to pharmacovigilance.  
 
In particular, Article 102, paragraph 1.e contains a specific mention of the need to 
clearly identify any biological medicinal product prescribed, distributed and sold in 
Greece by the product’s name under Article 1a point  20 of the above-mentioned 
Ministerial Decision and the lot number. 
 
Accordingly, we request that you recognise the different nature of biological 
medicinal products, in order to ensure:  

• that biological products are prescribed according to the approved 
indications and dosage and compulsorily by the brand of medicinal 
products, whether reference products or biosimilars; this will enable 
effective safety monitoring and traceability of the product used by the 
patient, always based on the product’s brand and lot number of the in 
accordance with Article 102 and Article 10 paragraph 4 of Ministerial 
Decision No. DYG3a/oik.82161;  

• that biological and biosimilar products are priced in accordance with 
Article 4 of Ministerial Decision No. DYG3(a)/oik.GY/151 re: Provisions on 
the pricing of medicinal products (Government Gazette Β 545, 1.3.2012), 
i.e. on the basis of the average of the three lowest prices in the EU and 
irrespective of any patent protection available to the product. The prices 
of such products are to be updated in the event of a cost revision in line 
with the current average of the three lowest prices in the EU;  

• that a strict legislative framework is put in place, preventing 
automatic substitution, thereby harmonising the Greek legal framework 
with the requirements of EU legislation given the non-substitutability of 
such products.  

 
 

Sincerely, 
 
 
 
Yiannis Vlontzos     Nikos Kefalas 
 
Vice-President      Vice-President 
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