Submission rules before mandatory use:

« There is no change to the existing submission rules for submissions to NCAs

 Submission to PSUR Repository is recommended for all PSURs (also non pilot
products/supplementary information)

CAPs:

 To the European Medicines Agency — submission through eSubmission
Gateway/ Web Client including XML delivery file created in the PSUR
Repository user interface

 Follow CAP Dossier Requirements document for NCA submissions for countries
not yet using the Common Repository
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https://psur-repo.ema.europa.eu/psur-ui/prepare/submission.html
https://psur-repo.ema.europa.eu/psur-ui/prepare/submission.html
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2009/10/WC500003980.pdf

Submission rules:
NAPS:
Mixed CAP/NAP PSUSA procedure:

« To all Member States in which the medicinal product has been authorised -
(refer to Requirements for submissions for Periodic Safety Update Reports
(PSUR) for MRP, DCP and National Products (NAPs))

 To the PRAC Rapporteur (refer to Reguirements for submissions for Periodic
Safety Update Reports (PSUR) for MRP, DCP and National Products (NAPs)

e To the European Medicines Agency — submission through eSubmission
Gateway/ Web Client including XML delivery file created in the PSUR
Repository user interface.



http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/CMDh_317_2014_Rev4_clean_2015_09.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/CMDh_317_2014_Rev4_clean_2015_09.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/CMDh_317_2014_Rev4_clean_2015_09.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/CMDh_317_2014_Rev4_clean_2015_09.pdf
https://psur-repo.ema.europa.eu/psur-ui/prepare/submission.html
https://psur-repo.ema.europa.eu/psur-ui/prepare/submission.html
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Submission rules:
NAPSs:
NAP/NAP PSUSA procedure:

« To all Member States in which the medicinal product has been authorised -
(refer to Requirements for submissions for Periodic Safety Update Reports
(PSUR) for MRP, DCP and National Products (NAPs))

« Lead Member State appointed for the procedure (even if the product is not
authorised in that Member State) (refer to Requirements for submissions for
Periodic Safety Update Reports (PSUR) for MRP, DCP and National Products

(NAPS))

« To the European Medicines Agency — submission through eSubmission
Gateway/ Web Client including XML delivery file created in the PSUR
- Repository user interface.
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http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/CMDh_317_2014_Rev4_clean_2015_09.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/CMDh_317_2014_Rev4_clean_2015_09.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/CMDh_317_2014_Rev4_clean_2015_09.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/CMDh_317_2014_Rev4_clean_2015_09.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance_Legislation/PSUR/CMDh_317_2014_Rev4_clean_2015_09.pdf
https://psur-repo.ema.europa.eu/psur-ui/prepare/submission.html
https://psur-repo.ema.europa.eu/psur-ui/prepare/submission.html
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