
INTRODUCTION
• Marketing authorization (МА) is a procedure which ensures 
quality, safety and efficacy of pharmaceutical products. 

• Originator companies are therefore compensated for their 
investment in new products through periods of data and market 
exclusivity. However, they can “strategically” extend drugs market 
exclusivity (orphan status, pediatric extension, new therapeutic 
indication, etc.), prolonging the entry of a more available, generic 
product on the market.

• Global marketing authorization (GMA) is a concept for preventing 
market monopoly, according to which “when a medicinal 
product has been granted an initial marketing authorization, 
any additional strengths, pharmaceutical forms, administration 
routes, presentations as well as any variations and extensions 
shall be considered as belonging to the same GMA”.

• In this study, we give a critical overview of the concept of GMA 
from two different perspectives: on the one hand with regards 
to the legislation set up in Directive 2001/83/EC and on the other 
hand to review the implications of this concept on the generic 
drug industry.

MATERIALS AND METHODS
Materials 
-Janssen-Cilag’s antipsychotic drug
-patent search tools: PatSnap
-medicinal product databases: European Medicine Agency (EMA), 
Community Register of centrally authorized products and Mutual 
Recognition Information (MRI)
Methods
Reviewing the displayed information using publicly accessible 
information such as Public Assessment Reports (PARs)

RESULTS AND DISCUSSION
Janssen-Cilag’s antipsychotic drug

Pharmaceutical 
dosage form Tablets

Prolonged release 
suspension for monthly 

injection

Prolonged release 
suspension for 

3-monthly injection

Therapeutic 
indication Treatment of Maintenance treatment of 

schizophrenia in adults

Maintenance treatment 
of schizophrenia in 

adults
Date of first 
marketing 

authorization 2007 2011 2014

Data exclusivity 
expiry 2015 2019 2019

Market 
exclusivity 

expiry
2017 2021 2021

Table 1 GMA for Janssen-Cilag’s antipsychotic
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The court practice shows that generic companies are frequently 
the subject of further legal disputes, relying on the concept of 
GMA:
• Court case no. T-472/12: the originator obtained a MA for new 
indications just by modifying the dose, for a medicinal product 
that already had valid МА. The originator challenged the granted 
generic MA before the General Court of the EU, claiming that both 
products did not fall within the same GMA.
The General Court rejected the appeals of the originator, ruling 
that both products were included in the same GMA.

• Court case no. T-611/18, the General Court annulled the decision 
of EMA not to accept a generic application for MA. The originator 
Biogen could only get additional one year of market protection 
for new indication, no new set of data and market protection.
In this case, even if the General Court made a right verdict to nullify 
EMA’s decision, the procedure took valuable time from generic 
companies by which they could have marketed their products.

CONCLUSION
The legal practice shows that there are frequent conflicts between 
originators attempting to preserve their status on the market and 
generics trying to launch their generic counterpart. Even if generics 
applying for MA refer to the concept of GMA, they still might be 
legally disputed from originator companies. Procedures like such 
take up both time and valuable resources from both parties. 
However, the fact that majority of the cases are in the favor of 
generic companies serves as an incentive for other generics to 
dispute wrongfully obtained MA, enabling them to launch a product 
that is more available to the general public.
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