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Status / Overview

• The use of the PSUR Repository will become mandatory from 13th June 2016.
- XML-delivery must be added to the PSUR submission
- previously required filenaming conventions are no longer required; however 

these can still be used
- the filenames are no longer validated/checked and do not cause rejection/failure 

of submission. 

• Submission with “Delivery File file” can be sent to the PSUR repository via
- the eSubmission Gateway 
- or the Web Client
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Links

• General information [EMA]
- http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_

000041.jsp

• Technical Information PSUR
- http://esubmission.ema.europa.eu/psur/psur_repository.html

• Creation Tool for Delivery File
- https://psur-repo.ema.europa.eu/psur-ui/prepare/submission.html

• EMA Gateway und Web-Frontend
- http://esubmission.ema.europa.eu/esubmission.html

• EMA Helpdesk
• https://servicedesk.ema.europa.eu
• https://eudralink.ema.europa.eu/ema_service_desk_portal_for_external_users.pdf

3• DI Georg Neuwirther



www.ages.at

Timetable by EMA
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Soft guidelines for filenaming
no validation anymore!
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Essentials / 1

•Submissions have to be splitted into separate 
submissions based on format and lifecycle of related 
products:

- Do not mix different sequences
- Do not mix different submission formats
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Essentials / 2
excerpt from EMA manual for MAH
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Essentials / 3
excerpt from EMA manual for MAH
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Using the “grouping-feature”  for submissions
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Essentials / 4
excerpt from EMA manual for MAH
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Summarizing example
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Live Demo
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eCTD EU Single assessment
e.g. PSUSA/00002608/201604
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Non EU-single assessment
Nasengel
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EU-single assessment
Deduplication
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Use grouping to inform regulatory bodies that submissions belong together
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NCA view 
for grouped submissions
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User Interface allows selection of 
multiple products - special case
• It is not allowed to add 2 different “products” in eCTD format in a single delivery file! If the 

product has its own eCTD lifecycle the PSUR submission is part of the that eCTD lifecycle and it is 
not allowed to combine these 2 “products” and create a standalone eCTD sequence just for the 
PSUR. 

• User-Interface allows to select different products due to selection reasons
• See screenshot how to add “different” products where the products do have a single eCTD lifecycle 

and a single submission would be allowed;
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Submission deadline has passed
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Please contact EMA helpdesk to receive a “late submission id”
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EMA Helpdesk
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EMA Helpdesk

• All technical or usability queries should be sent to EMA via the EMA 
helpdesk tool https://servicedesk.ema.europa.eu

- no Emails
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EMA Helpdesk
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EMA Helpdesk
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