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Generics authorization – groundbreaking regulatory 
approach to closer international cooperation on the 
rise – IGDRP
Christoph Baumgärtel, MD, MSc; DI Dr Katharina Gazda-Pleban

The ‘International Generic Drug Regulators Pilot’ (IGDRP) seems 
to be a true model for the future of authorization processes. It was 
fi rst founded back in April 2012 with the aim to promote the inter-
national collaboration within authorization processes of generic 
medicines. Members of IGDRP are Australia, Brazil, Canada, China, 
Chinese Taipei, EU (European Union), Japan, Republic of Korea, 
Mexico, New Zealand, Russia, Singapore, South Africa, Switzerland 
and USA, respectively, their national competent authorities, 
 European Directorate for the Quality of Medicines & HealthCare 
and World Health Organization (observer). This means that a 
global work sharing process regarding generics authorization 
applications, the regulatory and scientifi c assessment thereof, and 
fi nally the authorization itself is ready to start.

In the fi rst phase of the pilot Australia, Canada, Chinese  Taipei 
and Switzerland are participating and it was agreed to use the 
Decentralised Authorisation Procedure (DCP) of the EU as an 
‘Information-sharing’ model. This means that an application for a 
marketing authorisation (MAA) of a generic medicinal  product is 
fi led by the applicant (criteria for eligibility, see the link in [1]) in 
a synchronized manner with all authorities, i.e. with the  Reference 
Member State (RMS) and with all Concerned  Member States (CMS) 
of the DCP within the EU, and – also at the same time – with 
other IGDRP-member competent authorities (external of EU). The 
RMS will then provide the reference scientifi c assessment report 
of such an application to all these authorities – even to the EU-
externals – during the ongoing DCP procedure, see Figure 1.

With participation in the pilot phase, applicants gain the unique 
possibility to obtain a marketing authorization in different  markets 
inside and outside of the EU by a coordinated process – provided 
that the applicant agreed to share the DCP assessment reports with 
some or all of the non-EU agencies. The ‘initial expression of  interest’ – 
phase of the fi rst pilot round is now already over and the fi rst proce-
dures have already started. In total about 20 requests have been 
submitted. The Austrian Authority – AGES Austrian Medicines and 
Medical Devices Agency, for example, is also participating as a 
selected RMS right from the beginning of IGDRP. The experience 
gained in the pilot phase will contribute in a valuable way to establish-
ing best practice for the future of this exciting project. Note worthy, it 
has been recently agreed by the European Medicines Agency and the 
IGDRP Steering Committee to also extend the Information- sharing 
pilot to Centrally Authorised Products (CAPs) procedures, paving the 
way to an even broader application of the project.

A new era of authorization of medicinal products might have 
begun by the start of the IGDRP project. IGDRP could indeed 
lead to more harmonized scientifi c views and better balanced 
generic drug assessments, not only within the EU – which was 
already managed by the last update of the bioequivalence guide-
line in 2010 – but now also on a broader international level. It 
should facilitate an effi cient and consistent assessment proce-
dure of generic medicinal products while reducing regulatory 
burden for applicants at the same time. This in fact could speed 
up the authorization processes to bring low priced generics even 
faster to the international markets to benefi t health budgets.
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Figure 1: IGDRP process fl ow

IGDRP: International Generic Drug Regulators Pilot.
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