
 

 

    

On August 2nd a new Ministerial Decision was 

issued, namely No. 58584/02.08.2018, following the 

establishment of the HTA (Health Technology 

Assessment) Committee for the assessment of 

medicinal products by virtue of L.4512/2018. The 

aforementioned Decision determines the applicable 

fees that must be paid by the Pharmaceutical 

Companies in order for their products to be 

evaluated by the abovementioned Committee for the 

purpose of their compensation by the State.  

According to its provisions, all Marketing 

Authorization Holders (MAHs/Pharmaceutical 

Companies) that will apply for the assessment of 

their products by the HTA Committee shall need to 

pay the following fees:  

a) For on-patent products: EUR 5.000 (Five 

Thousand) per package. 

b) For generic products: EUR 3.000 (Three 

Thousand) per package. 

Further to the above, in order to re-evaluate 

products that are already included in the positive 

list, MAHs shall need to pay EUR 2.000 (Two 

Thousand) as a fee per package, while in case of a 

re-evaluation after a negative initial decision of the 

Committee, MAHs shall have to pay an additional 

EUR 1.000 per package.  

It must be underlined that the payment of the 

relevant fees and the submission of the 

corresponding receipt in accordance to the 

provisions of the MD constitute an essential 

condition (sine qua non) for the commencement of 

HTA procedure and ultimately for their 

compensation by the State. 

As a final note, by the imposition of the above 

mentioned fees many queries regarding their 

constitutionality and legality are bound to arise. 

More specifically, what is the administrative ratio 

behind the new provision? Why should an already 

marketed product that has been duly evaluated 

previously and has been included in the positive list 

a long time ago, be subject to a new assessment 

against such a high fee? What about the new 

pharmaceutical products for which, except from this 

assessment fee, the pharmaceutical companies are 

already obliged to pay an extra 25% for their entry 

in the Greek market? Couldn’t that be regarded as a 

double charge? Is there a real administrative and 

state beneficial purpose behind this measure or is it 

just another “tax-kind” burden for the 

pharmaceutical companies that could lead to even 

more serious drug shortages and compromising of 

public health resources?   

No easy answers may be found to the above 

questions since it appears that once again the 

pharmaceutical companies will need to sustain the 

administrative burden of the public interest being 

taken as the sole state priority over the other 

administrative principles. 
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