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1.  Introduction 

This document serves as a simple guide for NCA users to help them use the PSUR repository functions 
for uploading, searching and downloading PSURs and related documents. 

2.  Scope of the PSUR Repository 

Article 25a of Reg. (EC) 726/2004 requires the Agency (in collaboration with the EC and Member 
States) to set up and maintain a repository for PSURs and corresponding assessment reports.  

As per the Article 107b paragraph 1 and Article 28(2) regulation 726/2004) all PSUR procedures shall 
be submitted electronically to the PSUR Repository. The use of the repository is mandatory from 13 
June 2016. 

The obligation to submit to the PSUR Repository does not apply to products that have been given a 
positive CHMP scientific opinion under Article 58 of Regulation (EC) No 726/2004. For information on 
how to submit PSURs for Article 58 products please refer to the guidance on Dossier requirements for 
Centrally Authorised Products (CAPs). 

Non-interventional PASS studies should not be submitted to the PSUR Repository. The PASS 107 
submissions should be submitted to EMA using eSubmission Gateway / Web Client using the relevant 
submission type. PASS 107 submissions are available to the NCAs via the Common Repository. For 
more information on the PASS 107 submissions please see EMA regulatory Post-Authorisation Guidance 

3.  Secure log on 

All users needing access to the repository will need to be registered with EMA and have received their 
log on details.  There are two roles available to NCA users: Reviewer and Contributor. 

The “Reviewer” role allows the user to search and retrieve documents from the repository.  Users 
belonging to this role cannot upload documents to the repository. 

In addition to capability of the reviewer role the “Contributor” role allows the user to upload 
assessment reports and comments to the repository. 

The registration form is available in the PSUR Repository webpage: 

http://esubmission.ema.europa.eu/psur/psur_repository.htm. 

The registration form should be submitted to the EMA service desk through the service portal:  
https://servicedesk.ema.europa.eu  

The NCA user interface with search and upload screens can be reached via the following link: 

https://psur-repo.eudra.org/psur-ui 
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4.  Searching the PSUR Repository 

Users must be logged on to access the search screen. The search screen can be reached via the link: 
https://psur-repo.eudra.org/psur-ui. 

   

4.1.  EU Single Assessment search Screens 

The user interface is defaulted to open in the search screen. If you have used the upload window, 
select Search tab from the top of the screen. 

The search can be conducted using a variety of search criteria. The full search criteria is displayed and 
it is easy to use the procedure number for a quick search on the top of the screen. The date range 
search can be performed using 2 different attributes and it’s now easy to toggle between ‘Date 
received’ and Data lock point’ searches. If you wish to search for a date further away, it might be 
easier to click to the month/year name on the top of the date selection box to show the month 
selection and then drill down to the exact date by selecting the date or selecting ‘today’. 

A change to the search screen inline with the changes to the eCTD EU M1 will be introduced in a next 
version of the system planned for release around the time of the new specification entering into force. 
More information on the eCTD EU M1 can be found from the eSubmission website. 

Screen extract 1 - Default search criteria 

 

4.2.  Non-EU single assessment 

Screen extract 2 – Default search criteria (non-EU single assessment) 
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Screen extract 3 – setting date range for searches 
 

 

Screen extract 4 – Example results grid for EU-single assessment search 
 
 
 
 
 
 
 

 
 
 
 

Procedure number and active substance 
for which the search results are shown. 
Select different procedure by clicking to 
the procedure number to show results for 
that procedure/active substance. The list 
is shown in alphabetical order. 
 

These fields will allow the user to filter the 
results, see example below 

Tooltip will display the full 
contents of the cell when 
underlined text is clicked 
once. Close the tooltip by 
clicking the underlined 
text again. 

Column containing buttons to ‘invalidate’ a 
submission that is technically invalid lifecycle 
eCTD sequence and to ‘revoke’ this invalidation 
if the submission is found valid with further 
clarification with the MAH. 

Timestamp showing the 
date and the time when 
the submission was 
received. 

Clicking this icon will 
show options for 
sorting the column 
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4.2.1.  Detailed instructions for searching the PSUSA procedures 

 
Step Description Notes 

1.  Log in to the repository using reviewer or contributor 
access and start typing the procedure number in the 
‘procedure number’ field to launch a simple search. The 
more you type, the more the list is filtered. Select the 
procedure by clicking the correct procedure number from 
the list and proceed to add the document type (e.g. 
PSUR, Assessment Report) and any additional criteria if 
you wish to filter the results even further. 

1.  Select “EU single 
assessment” if you have a 
PSUSA number.  

2. Select non-EU to upload a 
document for a local 
assessment procedure.  

 
2.  It is possible to also run a quick search on the ‘active 

substance’ name. The more you type, the more the list is 
filtered. Select the active substance by clicking the name 
on the list and proceed to add the document type (e.g. 
PSUR, Assessment Report) and any additional criteria if 
you wish to filter the results even further. 

 

3.  More detailed searches can be run with any combination 
of available search criteria, e.g. on product name, 
rapporteur name etc. 

Date searches can be run on ‘date submitted’ or ‘data lock 
point’ basis. 

Remember to select the 
relevant document types to 
launch the search. 

To perform a new search with 
different search criteria press 
‘reset’. If you wish to change 
only some parameters you do 
not need clear the search, just 
change the relevant selections 
and click search. 
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4.  To perform a new search with new criteria press ‘reset’. If 

you wish to change only some parameters you do not 
need clear the search, just change the relevant selections 
and click search. 

 

4.3.  Search results 

The results section of the search screen is divided into two main sections: 
 

1. This section will list all the PSUSA procedures that match the search criteria. The list is shown 
in alphabetical order based on the active substance name(s). The user can select each item, 
using a single mouse click, in turn to view the list of documents in the repository.  For non-EU 
single assessment, the system will show the MS and DLP that was used for the submission. 

2. The list of documents stored in the repository for the PSUSA selected in section 1. Changes to 
the names of document types submitted by the MAH will be introduced inline with the changes 
to the eCTD EU M1. These changes will be introduced in the next version of the system 
planned for release around the time of the new specification entering into force. More 
information on the eCTD EU M1 can be found from the eSubmission website. 
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Screen extract 5 – search 

results  
 

4.3.1.  Search results – Deduplication 

It is possible to deduplicate the view of PSURs submitted for a given procedure if the MAH has grouped 
together associated submissions. This allows the NCAs to view only ‘unique’ PSURs in the search 
results.  

The deduplication functionality is designed to be used for those procedures for which there are multiple 
different products submitted in eCTD or mixed eCTD and NeeS formats where the MAH has prepared a 
single PSUR document but due to eCTD rules must submit the PSUR multiple times as a part of each 
products lifecycle. The NCAs can now select to view all submitted PSURs or only those that have been 
deduplicated i.e. same PSUR has been sent for multiple products. 

As this functionality has to be manually selected by the MAH when submitting the PSURs it is not 
possible to perform an automated sanity check of the results. It might also mean that not all MAHs use 
the functionality for all submissions. 

The search results are shown as submitted initially – i.e. no deduplication is shown in the initial search 

view – the new minus  and plus  buttons can be used to hide and show the full list of 
documents. 
 
Screen extract 6 – example of deduplication 
 
Full results 

 

1 2 
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Deduplicated results 
 

 

4.4.  Additional functions of the search grid 

The search results allow users to filter and sort by any of the columns displayed. 

The submission level details of the product are now displayed in the improved tooltip window. When 
you click the product name in the column ‘Products (MAH)’ a tooltip window will open. This window 
remains open until you re-click (anywhere in the same window). The tooltip window also allows 
copying. 

 

4.4.1.  Sort 

To sort by a column simply click the name of the column e.g. Date Received, shown in the screenshot 
above and choose the sort order. 

4.4.2.  Filter results 

The results can be filtered by any column displayed in the grid. 

Basic filtering can be performed by simply typing in the text you want filter by. The system will 
immediately begin to filter results for records that match letters you are typing.  For example, the 
screenshot below shows the results filtered by the records that begin with “fos”.  The filtering function 
is not case sensitive.  

Screen extract 7 – example of basic filtering 
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The system allows the use of the asterisk (*) to facilitate partial matches of text.  The text you want to 
search for must be enclosed with asterisks on either side, e.g. *takeda* 

Screen extract 8 – example of wildcard filtering 

 

 

4.5.  Downloading documents 

The user can choose to download one or more documents by clicking the checkbox beside the row 
which is displaying the document type.  
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To download all documents shown simply click the topmost checkbox shown by the column heading 
“Document Type”. 

 

If more than one document is selected for download the system will create a “Zip” file before the 
download begins.  If a single document is selected then the system will simply download the original 
document that was submitted. 

When submissions from MAHs are downloaded it is good to note that MAHs are able to submit, for 
Nationally Authorised products, a single ‘NeeS’ sequence covering multiple different products for which 
a single PSUR document has been prepared. This single sequence may be downloaded and inserted in 
each relevant products lifecycle once renamed as per the relevant sequence number for the respective 
member state. The sequence number is available in the line listing provided in the notification email.    

5.  Uploading documents to the PSUR Repository 
(contributor access only)  

The upload process can be used to upload documents either for an EU single assessment procedure or 
a non-EU single assessment procedure (a local national assessment). 

Uploads can now be made for all procedures for which a PSUR or supplementary information is 
available in the PSUR repository. It is now possible to upload an assessment report and/or comments 
for procedures for which only the supplementary information has been received. 

The maximum size of a document to be uploaded to repository by an NCA user is 50 MB. 

It is recommended that the Assessment Reports and comments are provided in word format to enable 
easier reviewing and processing of these documents. The ARs and comments should not be uploaded 
in PDF format. 

There are two ways of accessing the ‘Upload’ functionality: 

• Via dedicated ‘Upload’ screen 

• Via ‘Upload’ button in the search screen 

 

5.1.  Uploading documents for EU single assessment procedure 

Screen extract 9 – upload directly from the search screen 
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Screen extract 10 – Upload via dedicated upload screen 
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Screen extract 11 - Upload details and document type 

 

 

Screen extract 12 - Browse for file to upload 
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Screen extract 13 - Document to be uploaded 

 

 

5.2.  Detailed instructions for uploading documents for EU single 
assessment procedure 

5.2.1.  Detailed instructions for uploading documents for EU single 
assessment using the search screen function 

Step Description Notes 

1.  Perform a search following instructions in section 3. and 
once you have found the required procedure proceed to 
upload. There is no need to select the documents (by 
ticking one or more PSURs on the list – it does not matter 
if all or just one of the received PSURs have been selected 
– the upload will be for the procedure level). Click the 
‘Upload’ button next to ‘Download’ button to access the 
upload screen. 

1.  Select “EU single 
assessment” if you have a 
PSUSA number.  

2. Select non-EU to upload a 
document for a local 
assessment procedure.  
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2.  The procedure number, active substance, Rapporteur and 

country are prepopulated as per the selection in the 
search screen 

Check the details displayed are correct  
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3.  Select the document type 

It is not possible to upload UAR or comments if the PAR 
has not uploaded. 

Assessment Reports should 
only be uploaded by the 
Rapporteur/Lead Member 
state. 

 
4.  If Preliminary Assessment Report is selected, it is 

possible to indicate if a ‘regulatory action’ is suggested.  
The possible regulatory actions to be selected from the 
dropdown menu are; 

• Variation 
• Revocation and 
• Suspension 

It is possible to add ‘additional comments. The comments 
are visible in the notification only. 

Information on the regulatory 
action is considered a ‘workflow 
facilitator’. These workflow 
facilitators are communicated 
to the network via system 
notifications only. It is not 
possible to view the suggested 
regulatory actions or additional 
comments in the repository 
user interface. 

5.  Indicate if Regulatory action is suggested by ticking the 
relevant ‘yes or no’ button and select the required 
regulatory action. 

Regulatory actions available 
depend on the document 
selected. 

 
6.  If no regulatory action is suggested, it is possible to 

indicate if a silent adoption or plenary discussion is 
foreseen.  

It is possible to add ‘additional comments’. The comments 
are visible in the notification only. 
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7.  If Updated Assessment Report is selected, it is 

possible to indicate if a ‘regulatory action’ is suggested.  
The possible regulatory actions to be selected from the 
dropdown menu are; 

• Variation 
• Revocation and 
• Suspension 

All the regulatory actions may be suggested for ‘plenary 
discussion’ only. It is not possible to suggest ‘silent 
adoption’ with a regulatory action. 
It is possible to add ‘additional comments’. The comments 
are visible in the notification only. 

 

 
8.  If Comment is selected, it is not possible to suggest 

regulatory action, however it is possible to add ‘additional 
comments’.  

It is not possible to indicate ‘agreement with rapporteur’ 
using the workflow facilitators.  

All legally binding information 
should be provided in the 
comments document which 
must be uploaded to the 
system. 

9.  You can enter additional comments if necessary.  

The field should be used to include additional information 
that is today included in the email message, for example; 
deadline for comments, extended deadline for comments 
due a delay etc. 

It should not be used for legally binding information that 
must be included in the comments document or the 
PAR/UAR. 

Note: The additional comments are provided in the 
notification but are not visible in the user interface and 
cannot be sent without an attached document. 

Document must be uploaded, it 
is not possible to just add 
comments. 

10.  Browse to select the document and check that the correct 
file has been selected. 
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11.  Click the “upload” button to make the document available 

in the repository. (Screen extract 8 - Document to be 
uploaded). 

To choose another file, before 
the upload is done, click the 
“Remove” and then “Choose 
file” button. 

 
12.  The system will display a message to indicate the success 

or failure of the upload.  
In cases of failure, please check 
the details and try again or 
contact EMA. 

 
 

5.2.2.  Detailed instructions for uploading documents for EU single 
assessment using the dedicated upload screen function 

Step Description Notes 

1.  Select ‘Upload’ from the top of the screen to navigate to 
the Upload page. 

Enter the procedure number in the ‘Procedure number’ 
field and selected the relevant procedure from the list. 

Any four digits of the number 
can be used to search for the 
full procedure number. 

 
2.  Active substance, Rapporteur name and country are 

displayed for visual confirmation. Check the details 
displayed are correct and continue from step 3 of section 
4.2.1.  

 

 
User Guidance for National Competent Authorities (NCAs)   
EMA/52448/2015 v6.0 Page 20/37 
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5.3.  Uploading documents for non-EU assessment procedure (local 
assessment procedure)  

5.3.1.  Detailed instructions for uploading documents for non-EU 
assessment procedure (local assessment procedure) from search screen 

1.  For Non-EU Single assessement select the member 
state and the DLP from the dropdown menu and click ‘find 
submissions’. Proceed to upload the Assessment Report. 
Multiple Assessment Reports may be uploaded. There is 
no option to provide comments or workflow facilitators. 

 

 

 

 

2.  Browse to select the document and check that the correct 
file has been selected. 
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3.  Click the “upload” button to make the document available 

in the repository.  
To choose another file, before 
the upload is done, click the 
“Remove” and then “Choose 
file” button. 

 
4.  The system will display a message to indicate the success 

or failure of the upload.  
In cases of failure, please check 
the details and try again or 
contact EMA. 

 

5.3.2.  Detailed instructions for uploading documents for non-EU 
assessment procedure (local assessment procedure) using the dedicated 
Upload screen function 

Step Description Notes 

1.  Select ‘Upload’ from the top of the screen to navigate to 
the Upload page and select ‘Non-EU single assessment’. 

 

 
2.  Select the Member State from the list by typing the name 

or clicking on the dropdown list. 

 

 

 
3.  Select the correct Data lock point for the procedure for 

which you wish to upload the assessment report and click 
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‘Find submissions’. 

 
 

4.  The Member State, Data lock point and product details 
are pre-populated. Check the details displayed are 
correct. 

 

 
5.  Proceed as from step 10. From section 4.2.1 to browse 

and upload the assessment report. 
 

 

6.  Marking MRP/DCP/National product eCTD submission 
invalid / revoking of the invalidation  

A full eCTD technical validation is run upon receipt of PSUR and supplemental information submissions 
to the PSUR Repository for Centrally Authorised Products. The EMA does not have the full product 
lifecycle for products authorised under Mutual Recognition, Decentralised and the National processes 
and hence is unable to run a full technical lifecycle validation for these eCTD submissions. Functionality 
has been introduced allowing the NCAs to indicate submissions ‘invalid’ in the system. It is possible for 
multiple NCAs indicate the same submission invalid. 

Technical validation report from eCTD validation tool must be uploaded to the system when the 
invalidation is performed. This technical validation report will be sent, via an automated email, to the 
email address of the MAH contact point. 

It may happen that after closer investigation and discussion between the relevant NCA and the MAH it 
is deemed that the PSUR submission is in fact valid and the invalidation issue was caused by an issue 
in a previous submission, the NCA can ‘revoke’ the invalidation. Once this revocation is performed an 
automated message is sent to the relevant MAH. If one of the NCAs revokes the invalidation, all the 
invalidations made by other NCAs are also revoked. 
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6.1.  Detailed instructions how to invalidate eCTD submission in PSUR 
repository 

 
Step Description Notes 

1.  Search for the procedure / submission as described in 
section 3. of this document. The submissions that can 
be invalidated by your NCA are indicated with an X in 
the right hand column of the search results. 

Only the NCA who has the 
product in the market in their 
member state can invalidate 
the submission. 

 
2.  Click the X in the last column to perform the 

invalidation. 
Ensure you have the technical 
eCTD validation report from 
your eCTD validation tool in 
hand before performing this 
action. 

3.  A pop up window will open that gives the date when the 
submission was received and the procedure number for 
visual confirmation. 

 

The eCTD technical validation 
report is required to assist the 
MAH to rebuild the eCTD 
sequence. 

 
4.  Click ‘choose file’ button to upload the technical eCTD 

validation report from your validation tool. 
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5.  Check that you have uploaded the correct document i.e. 

the technical validation report and click ‘invalidate’ 
button 

 

 
6.  The submission is now shown highlighted in pink and 

the row contains the symbol that enables revocation of 
the invalidation.  

 

 

 
 

7.  An automated message containing the eCTD validation 
report is sent to the MAH to the email address they 
provided in the delivery file when making the 
submission to the PSUR Repository. 

The NCAs do not receive copy 
of this invalidation email. 
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8.  The MAH may contact the NCA who invalidated the 
submission to obtain further information. The email 
address of the person who performed the invalidation is 
available in the notification email to the MAH. 

The NCAs do not receive copy 
of this invalidation email. 

9.  The MAH should proceed to resubmit the 
PSUR/Supplemental information submission to the PSUR 
repository using the same sequence number. 

 

 

6.2.  Detailed instructions how to revoke the invalidation eCTD submission 
in PSUR repository 

 
Step Description Notes 

 Search for the procedure / submission as described in 
section 3. of this document. The submissions for which 
the invalidation can be revoked are highlighted in pink 
and are indicated with a symbol  in the right hand 
column of the search results. 

Only the NCA who has the 
product in the market in their 
member state can revoke the 
invalidation of a submission. 

 

 Click the  in the last column to perform the revoking 
of the invalidation.  

A pop up window will open that gives the date when the 
submission was received and the procedure number for 
visual confirmation. 

 

When any of the NCAs who 
have invalidated the 
submission performs the 
revoking, the submission will 
no longer be shown as 
invalidated. If a further issue 
is discovered or pertains for 
other NCAs they will need to 
perform a new invalidation. 
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 The submission is no longer shown as invalidated in the 
repository.  

 

 An automated message informing of the revoking of the 
invalidation is sent to the MAH to the email address they 
provided in the delivery file when making the 
submission to the PSUR Repository. 

The NCAs do not receive copy 
of this email. 

 

7.  Notifications 

The PSUR Repository sends out different types of notifications to relevant recipients at well-defined 
times during the procedure. It is not possible to set up notifications specific to each member state/NCA 
however it is possible to set up rules for automated filtering and auto-forwarding of notifications that 
concern procedures that your agency is interested to see. 

7.1.  Detailed summary of all notifications from the system 

7.1.1.  PSUR start of procedure notification 

To reduce the number of notifications from the system, there are no individual notifications to each 
NCA every time a PSUR is submitted to the PSUR Repository. A single notification is sent, at 
midnight immediately after the submission deadline, to all NCAs. The notification contains a list of 
products that have been submitted for that particular procedure. The notification also contains a link to 
the PSUR repository which opens the relevant procedure in question. 

The name of the Rapporteur country / Lead member state is stated in between star symbols * in the 
subject line to allow filtering and setting up autoforwarding rules in NCAs.  
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7.1.2.  PSUR start of procedure notification – no PSURs received 

If no submissions have been received for a procedure by the submission deadline an automated 
notification is nevertheless triggered to inform the Rapporteur/Lead Member State that no submissions 
have been received for that procedure. This notification does not contain attachment or link to the 
procedure. 
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7.1.3.  Supplemental information submission notification 

When supplemental information is submitted a notification is now sent to all NCAs.  

  

7.1.4.  Assessment Report template notification 

When EMA procedure assistant uploads the Assessment Report template in to the PSUR repository 
a notification is sent to the Rapporteur/Lead Member State. This notification includes links to the PSUR 
submission and the AR template as well as information related to the procedure, for example the 
procedure timetable and the contact details of the relevant procedure assistant. 
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7.1.5.  Assessment Report deadline reminder notification 

A week before the submission deadline of the Preliminary Assessment Report the system sends a 
workflow support notification to the Rapporteur/Lead Member State 
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7.1.6.  Assessment Report notification 

Once the Rapporteur/Lead Member State uploads the Preliminary Assessment Report in to the 
system a notification is sent to all NCAs. The notification includes a link to the Assessment Report. 

 

7.1.7.  Preliminary Assessment Report delay reminder notification 

If there is a delay in the upload of the Preliminary Assessment Report to the repository the system 
sends an automated reminder message to the Rapporteur/Lead Member State reminding of the 
deadline to submit to the repository. 

 

7.1.8.  Updated Assessment Report notification 

Once the Rapporteur/Lead Member State uploads the Updated Assessment Report in to the system 
a notification is sent to all NCAs. The notification includes a link to the Assessment Report. 
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7.1.9.  Comment notification 

When any NCA uploads comments in to the system a notification is sent to the PRAC Rapporteur/Lead 
Member State. The notification includes a link to the comment document in the repository. 

 

 

7.1.10.  CMDh position notification 

Notifications are sent to all NCAs when the CMDh position is uploaded to the system by the EMA 
procedure assistant. 
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7.1.11.  PRAC recommendation notification 

Notifications are sent to all NCAs when the PRAC recommendation is uploaded to the system by the 
EMA procedure assistant. 

 

7.1.12.  CHMP opinion notification 

Notifications are sent to all NCAs when the CHMP Opinion is uploaded to the system by the EMA 
procedure assistant. 
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8.  Filtering and auto-forwarding notifications 

In Microsoft Outlook you can create a rule based on senders or recipients or on certain 
conditions of a message: 

A rule can be quickly created from any message / notification sent from the PSUR Repository. The 
advantage of creating a rule in this manner is that rules are suggested based on the message sender 
or recipients. For example, when you start with a message, one rule that is suggested moves all 
messages from that sender to a folder that you choose. 
 
For rules options that are based on the sender, recipients, or subject of the message, click Create 
Rule- screenshot of the menu as following: 

 
 
Once the Create Rule dialog box appears continue with the following steps: 
 
1. Under When I get e-mail with all of the selected conditions, select the check boxes for the 
conditions that you want, e.g.  

a. You can specify conditions such as PSUSA procedure number or the member state in two letter 
format as on the subject line e.g. FI (derived from the EURD information in the subject). 
b. Select the folder where notification emails from EMA should be sent to. 
                                           

Screenshot of above steps as following: 
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2. Under Do the following, select the check boxes for the action that you want the rule to take when 
the specified conditions are met. 
3. Select the Move the item to folder check box. 
4. Click an existing folder or click New to create a folder to store the messages. 
To add more conditions, actions, or exceptions to the rule, click Advanced Options, and then follow 
the rest of the instructions in the Rules Wizard. This is the same wizard that appears when you click 
Manage Rules & Alerts in the Backstage view (by clicking the Filetab).  
5. Click OK. 

 

9.  Browser Support 

The following browsers are supported by the PSUR Repository web application: 

Internet Explorer v9+ and recent versions of Firefox, and Google Chrome 

9.1.  Download configuration 

Please note that your browser may be configured to automatically download documents to pre-defined 
location.  In this case you will not be asked to choose a specific location but the documents will be 
downloaded and saved to the default location. 

Please check with your IT support on how to change this setting if needed.  

 

10.  Troubleshooting 

For PSUR repository interface, eSubmission Gateway and/or the Web Client questions, issues and 
requests for services, please contact us through the Service Desk portal. This portal improves the 
efficiency of the technical support by allowing users to report issues, track progress of their queries 
and obtain answers to frequently asked questions. This portal replaces the following mailboxes 
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https://servicedesk.ema.europa.eu/


(gatewaysupport@ema.europa.eu, eCTD@ema.europa.eu and PSURrepository@ema.europa.eu).All 
technical queries concerning these IT systems, such as e.g. Web Client/Gateway set-up, registration 
details or the transmission failures of files in the production or test environment must also be reported 
using the Service Desk portal. 

If you wish to propose a change to the PSUR Repository system functionality please use the 
psurrepository@ema.europa.eu mailbox to submit your change request. 

In case of a system failure a communication to the Network will be launched and where possible, 
information will be published on the eSubmissions website and on the EMA Service Desk Portal. Status 
updates will be provided at regular intervals, and the EMA will issue recommendations regarding the 
upload of procedural documentation and submission of PSURs. The system has built-in functionality to 
allow for the late submissions.   
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