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How to submit Periodic Safety Update Reports (PSURs) for EU Single Assessment of substances contained in both Centrally Authorised Products (CAPs) and Nationally Authorised Products (NAPs) to the European Medicines Agency
Marketing Authorisation Holders (MAHs) who are required to submit PSURs for EU Single Assessment
 should include the updated Formatted Table Template in their submissions. This table should be filled in in accordance with the published EURD list
, where the procedure number is the combination of a unique ID and the applicable Data Lock Point (DLP) in YYYYMM format.
The PSURs for Centrally Authorised Products (CAPs) that are submitted as part of a Single Assessment (PSUSA) Procedure must be submitted in eCTD format only. It is strongly recommended to use the eSubmission Gateway or Web Client. Please refer to Q11 on the Periodic safety update reports on the EMA website
The PSURs for Nationally Authorised Products (NAPs) subject to a Single Assessment (PSUSA) procedure must be submitted in eCTD or Non eCTD electronic Submission (NeeS) format. The use of eSubmission Gateway or Web Client is mandatory.

Please complete your registration for these services in advance of the submission deadline.

It is essential that your submissions for both, CAPs and NAPs, follow the published ‘file naming conventions’ in section 5 of the Cover note for the List of European Union reference dates and frequency of submission of Periodic Safety Update Reports. Failing to do so might result in ‘non-acknowledgement’ of your submission. Concerned MAHs should submit their PSURs to all PRAC and CHMP members representing the National Competent Authorities of the countries where the medicinal products have been authorised. Please consult the published dossier requirements for CAPs. For Submission Requirements for NAPs, please follow the National submission guidelines of each Member State: http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2012/05/WC500127656.pdf
For further technical clarification please contact: eCTD@ema.europa.eu
For queries related to the EURD list please contact: eurdlist@ema.europa.eu 
� Please note that this cover note is subject to an update that is due at the beginning of June 2013


� European Union reference dates and frequency of submission of periodic safety update reports – updated regularly
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