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1.  Introduction  

1.1.  Background 

Improving the availability of medicines authorised in the European Union (EU) is a key priority for the 
European Medicines Regulatory Network (EMRN comprised of EMA and Member State National 
Competent Authorities). Since 2016, the EMRN, has been monitoring and managing medicine 
availability issues, including supply chain disruptions, to improve the continuity of supply of human and 
veterinary medicines across Europe. The systems and processes that were established, were reinforced 
in EMA’s extended mandate Regulation (EU) 2022/123, including the formal establishment of the 
Executive Steering Group on Shortages and Safety of Medicinal Products (MSSG) and the Medicines 
Shortages Single Point of Contact Working Party (SPOC Working Party).  

This work will be further reinforced in the new pharmaceutical legislation. The new pharmaceutical 
Regulation includes provisions aiming to reinforce medicines shortage monitoring and management 
and strengthen supply chain resilience in the Union, including the obligation for Marketing 
Authorisation Holders (MAHs) to put in place, and keep up to date, a shortage prevention plan (SPP) 
for any medicinal product subject to prescription in the EU. The scope may be further extended at the 
discretion of the European Commission. 

In addition to the legal obligation, the recommendation for MAHs to have SPPs in place is included as 
one of the recommendations (recommendation 4) of the good practices for industry for the prevention 
of human medicinal product shortages. 

The implementation of SPPs will facilitate the MAHs compliance of their obligation to ensure, within the 
limits of their responsibilities, an adequate and continuous supply to the market (Article 56(3), new 
pharmaceutical Directive). 

This guidance indicates the relevant type and detail of information for shortage prevention plans, 
according to the different level of risk, including descriptions of the relevant shortage management 
measures. The degree of effort, formalisation and documentation for each SPP and consequent 
proposal of shortage mitigating measures should be proportionate to the identified level of risk for each 
medicine. 

1.2.  Legal Basis 

Regulation (EU) 2022/123: In case of a crisis (public health emergency (PHE) or major event 
(ME)), the Agency may request SPPs for medicines included in the list of critical medicines for that 
specific crisis according to Article 9(2) point c and Article 9 (3) point k of Regulation (EU) 2022/123. 
The Regulation states that that, at a minimum, information on production and supply capacity and 
approved production sites of the finished medicinal product and of active substances, potential 
alternative production sites and minimum stock levels of the medicinal product should be included. 
MAHs concerned are required to submit that information to the Agency in accordance with Article 10(2) 
of that Regulation.  

New Pharmaceutical Regulation: Article 117(1) requires MAHs to establish and maintain an up-to-
date shortage prevention plan, for any for medicinal products subject to medical prescription and for 
medicinal products identified by the European Commission in accordance with Article 126 (2b) of the 
Regulation. These plans must include the minimum set of information set out in Part V of Annex IV and 
take into account the associated guidance drawn up by the Agency, in collaboration with the SPOC WP. 
The minimum set of information is included as Annex to this guidance. 
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Annex to Guidance for industry on implementing Shortage 
Prevention Plans (SPP) 

Annex I – SPP template: minimum set of information 

  








