
Medicine Shortage Communication – template
For medicine shortages linked to a withdrawal of a medicine for commercial reasons, supply capacity disruptions or an increase in demand (and not linked to quality, safety or efficacy issues) and where a communication to healthcare professionals is requested by EMA, the marketing authorisations holder is asked to draft an MSC using this template.  
<Date>

<Name of medicinal product (active substance, presentation, formulation): supply shortage>
Dear Healthcare Professional,

<Name of marketing authorisation holder(s)>, is notifying healthcare professionals about a shortage of [name of medicine]
Overview of situation
Guidance: This section should be in bold/larger font size and preferably in bullet points.
· <Brief description of the shortage situation, including reason and actions taken by the MAH>

· The shortage affects <some> <all> of the EU countries where the product is marketed including [name of country]
· The shortage is expected to continue until [insert date]
· The shortage is not due to any safety, efficacy or quality concerns with [name of medicine]
Mitigation measures
In order to manage the shortage, the MAH is engaging with <the European Medicines Agency> and the [National Competent Authority] on mitigation measures. 
Guidance: This section should be in bold/larger font size and preferably in bullet points.

During the shortage, healthcare professionals should:

· <Not prescribe [name of medicine] to new patients> <to reserve / guarantee supply for patients who are already taking this medicine and who do not have suitable alternatives.> <Prescribe a reduced dose if this is an option.> (this is not a comprehensive list and other measures may be applicable and if so, should be reflected in this section).
· <Consider prescribing [describe alternative medicine (this is usually a reference to “another medicine of the same class” rather than a specific medicine and can be tailored according to the national situation), or alternative formulation].> 
· [Describe any additional clinical recommendations] 

· <For additional information consult EMA’s shortage catalogue,> <your country’s shortage register (if available)> <or  your national competent authority.>
Background on the shortage  

Guidance: This section may include the following information:

[Description of the therapeutic indication of the medicinal product, a description of the root cause of the shortage]
[Important details about the shortage such as the duration and mitigating actions taken]
[The reason for disseminating the MSC at this point in time]
[Any evidence supporting the recommendation]
[A statement on any previous MSC/DHPCs related to the shortage that have recently been disseminated] 
Company contact point

<Contact point details for access to further information, including relevant website address(es), telephone numbers and a postal address>

Annexes (if applicable)
<Link/reference to other available relevant information, such as information on the website of a competent authority> 
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