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The Council of State once again addresses the pharma-
ceutical equivalence of drug products with the same active 
ingredient 

1. Introduction 

The Council of State once again recently addressed several issues con-
cerning the application of the principle of equivalence in technical 
specifications in public tenders for the supply of drug products with 
the same active ingredient. In general, according to the principle of 
equivalence in public tenders, each bidder may offer any solu-
tions or products that have technical characteristics equivalent to 
those specified in the tender.  

 
The Council of State highlighted the importance of this principle in 
public tenders for the supply of drug products with the same active 
ingredient. The Council of State focused on: 

- the role of the ATC classification in assessing equivalence be-
tween drug products; 

- the discretionary power of public awarding authorities in classi-
fying pharmaceutical products as non-equivalent; and 

- the reliability of scientific studies concerning the non-equiva-
lence of drug products. 

2. The issue submitted to the Council of State 

The issue arose in a public tender launched by the Regional Agency for 

Innovation and Purchasing − ARIA S.p.A. for the supply of pharmaceu-
tical products with the active ingredient ferrous sulfate heptahydrate (sol-
fato ferroso eptaidrato). ARIA had identified two distinct lots for the supply 
of the pharmaceutical products, each with a different concentration of the 
active ingredient.1 
 
The two lots were first awarded to a single bidder that, for each lot, had 
offered a pharmaceutical product with a 105 mg dosage of the active 

⎯⎯ 
1 The first lot required a 105 mg dosage of the pharmaceutical product, and the second 
lot an 80 mg dosage. 
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ingredient. However, the bidder was later excluded from the second lot 
because ARIA did not believe that the pharmaceutical products offered 
met the tender’s technical specification requiring an 80 mg dosage of the 
active ingredient.  
 
The second lot was ultimately awarded to the bidder ranked second. Con-
sequently, the excluded bidder challenged its exclusion before the Lom-
bardy Regional Administrative Court – Milan, which rejected the chal-
lenge.  
 
The excluded bidder then appealed the Milan court’s decision before the 
Council of State, claiming that its exclusion by ARIA was unlawful on the 
following grounds: 

- The products it and the winning bidder had offered for the sec-
ond lot had to be considered equivalent, especially because the 
products were classified the same on all levels of the ATC clas-
sification and were therefore therapeutically equivalent.  

- The scientific report that had been produced by the winning bid-
der in the first-instance proceedings to prove the non-equiva-
lence of the two drugs was unreliable because it had not been 
prepared by parties independent from the winning bidder. 

3. The Council of State’s decision 

Council of State Decision No. 888 of 29 January 20212 rejected the ex-
cluded bidder’s appeal and recalled some principles of considerable im-
portance for public procurement in the pharmaceutical sector, particularly 
concerning the issue of the application of the principle of equivalence 
between pharmaceutical products with the same active ingredient. 
 
The decision contains three main considerations that will significantly 
impact public procurement in the pharmaceutical sector. 
 

3.1 The role of the ATC classification in assessing the equivalence 
of pharmaceuticals 

 
The Council of State first focused on the importance to be given to the 
ATC classification in assessing the equivalence of pharmaceutical prod-
ucts in relation to public tenders. The ATC classification is an alphanu-
meric system that classifies drugs into five hierarchical levels, with the last 
level concerning the active ingredient of the drug. Two drugs that are clas-
sified the same on all ATC levels can be considered therapeutically equiv-
alent until scientific evidence proves otherwise. 
 

⎯⎯ 
2 Available in Italian here. 

https://www.giustizia-amministrativa.it/portale/pages/istituzionale/visualizza/?nodeRef=&schema=cds&nrg=202007237&nomeFile=202100888_11.html&subDir=Provvedimenti


  
 

 

   

3 

This document is provided as a service to clients and other friends for educational purposes only.  
It should not be construed or relied on as legal advice or to create a lawyer-client relationship. 
 

That said, in this case, the Council of State was first and foremost asked 
to rule on whether two therapeutically equivalent products (according to 
the ATC classification) can nevertheless be considered non-equivalent 
based on further criteria established by the public awarding authority. 
 
The Council of State held that the therapeutic equivalence of two 
products does not per se preclude a public awarding authority from 
introducing further discretional criteria between the products, so as 
to make them non-equivalent for the purposes of a given tender. 
 
The Council of State moved on to clarify further aspects concerning: (a) 
the limits of the discretion of awarding authorities in introducing discre-
tional criteria; and (b) the conditions that make it possible to rely on a 
scientific study that proves non-equivalence between drugs. 
 

3.2 The discretion of public awarding authorities to consider phar-
maceuticals non-equivalent 

 
The Council of State clarified that - in principle - public awarding author-
ities may introduce discriminatory criteria in addition to those that can be 
deduced from the ATC classification on condition that the criteria com-
plies with: (a) objective and reasonable evaluations by the public awarding 
authorities that are sufficiently technically and scientifically supported; and 
(b) the awarding authority’s concrete supply requirements. According to 
the Council of State, if additional criteria – to exclude equivalence 
between different products – are introduced, manufacturers of non-
equivalent drugs will have 30 days from publication of the tender 
notice to challenge the relevant clauses in the tender regulation.  
 
In light of the above, the Council of State first and foremost held that the 
creation of two lots containing the same active ingredient (ferrous sulphate 
heptahydrate) but in different concentrations (105 mg for the first lot and 
80 mg for the second) constitutes an implicit statement from ARIA that 
the pharmaceutical products of the two lots are not equivalent. 
 
Moreover, according to the Council of State, the differentiation be-
tween products based on a varying concentration of the active in-
gredient (and therefore based on criteria other than those inferable 
from the ATC classification) must be considered lawful. This because 

− in the case under examination − ARIA’s choice is based on the different 
degree of iron absorption and the different incidence of adverse events 
with the two drugs. Thus, the Council of State considered the additional 
criteria technically and scientifically suitable to justify ARIA’s choice. 
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3.3 Conditions for the reliability of scientific studies that prove 
pharmaceuticals to be non-equivalent 

 
The Council of State clarified under what conditions a scientific study that 
proves non-equivalence between two drugs can be deemed scientifically 
reliable. 
 
In the case under examination, the excluded bidder alleged that the drugs 
were deemed non-equivalent by (among other things) a scientific study 

that − in addition to being financed by the manufacturer awarded the ten-

der − was conducted (and the related report prepared) by parties that have 
various relationships with the manufacturer. Hence, the excluded bidder 
argued that the study could not be deemed reliable as it was conducted by 
parties not independent from the manufacturer. 
 
However, the Council of State rejected this argument and held that the 
lack of independence of parties that conduct a study (and prepare the re-
lated report) is insufficient to invalidate its scientific reliability. In fact, ac-
cording to the Council of State, the technical-scientific validity of a 
study mainly depends on the necessary experiments complying with 
scientific research protocols, and that condition was met in the case 
under examination. 

4. Conclusion 

Several conclusive considerations can be gleaned from the decision as to 
its possible impact on public procurement in the pharmaceutical sector. 
Specifically, the decision acknowledged that public awarding author-
ities have wide discretion in tenders to decide whether pharmaceu-
tical products are equivalent. In particular, the decision confirmed that 
the concept of “therapeutic equivalence” according to the ATC 
classification is not per se decisive in determining the equivalence 
of drug products for the purposes of a given tender.  
 
Although the decision, in recalling this principle, allows awarding author-
ities more flexibility in meeting their own supply needs for pharmaceuti-
cals, it also introduces an element of uncertainty and (potential) arbitrari-
ness in identifying equivalent products in tenders. 
 
This is ultimately to the detriment of the need for predictability of opera-
tors in the sector, as they are then required to scrutinise tender documents 
with particular attention so as to identify any explicit or implicit determi-
nations regarding the non-equivalence of products – also to ensure that 
any challenges can be filed with the courts without delay.  
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