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1. Introduction

This document serves as a simple guide for applicants wishing to submit PSUR documents. It highlights
the restrictions and conventions that users need to be aware of when generating submission and
delivery files.

It also describes the existing constraints and workaround solutions to enable submissions to the
repository.

The document assumes prior knowledge of the eSubmission gateway processes and will therefore
focuses on the process of creating delivery files to be included in the submissions.

Formal communication regarding the changes to the PSUR submission process will be presented via the
eSubmission website.

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 became mandatory 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 further
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 study protocols and reports 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 requlatory Post-
Authorisation Guidance.

2. The submission Process

The MAHSs are required to include a delivery file in the submission package. The use of the PSUR
Repository is mandatory since 13% June 2016 and the submission of PSURs directly to National
Competent Authorities is no longer accepted.

It is now mandatory to submit PSURs in eCTD format. For more information, please see the
eSubmission website.

At a high level, submission to the PSUR repository is a two-step process:

1. Create a delivery file for your submission by navigating to create delivery file screen. See
Create delivery file screen section.

2. Add the delivery file to the top-level folder of your document package and submit this
document package via eSubmissions Gateway / Web Client. See eSubmission Gateway website
for detailed guidance on how to register and use the gateway.
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Note: The filenaming conventions for PSUR submissions are not validated when a mandatory
delivery file is included in the submission and hence a simplified filenaming convention should be
used for submissions to the PSUR Repository. Please see examples of these simplified filenames in
Annex 3. It is important the filename does not contain special characters.

All eCTD format submissions for Centrally Authorised Products are validated using an automated eCTD
technical validation. A technical eCTD validation is also done for all other eCTD format PSUR
submissions however, as EMA does not hold the full product lifecycle for products authorised via Mutual
Recognition Procedure, Decentralised Procedure or National authorisation procedures, a full lifecycle
validation cannot be done at the time of the submission. This full lifecycle validation may be done by
the receiving National Competent Authorities. If the NCAs detect lifecycle issues in the submissions in
the PSUR Repository, they may trigger ‘invalidation’ of the submission. When performing the
‘invalidation’ in the PSUR Repository the NCA will need to provide a technical eCTD validation report.
The Repository will send an automated email to the relevant MAH, with the validation report attached.
This email is sent to the email address provided on the delivery file by the MAH at the time of the
submission. The MAH should correct the issue in the submission sequence. If there are any questions
or queries regarding the invalidation, the MAH should contact the relevant NCA directly. If it is
confirmed that the submission has lifecycle issues and there is a need to resubmit but the submission
deadline has already passed for this procedure, the MAH should contact EMA to request a late
submission id and they can then proceed to resubmit. The submission should have the same eCTD
sequence number as the invalid sequence.

If the MAH has any questions regarding the validation, they should contact the relevant NCA who
triggered the invalidation. If the validation issue is found to be due to a different reason for example
issue in a previous sequence, the NCA can trigger ‘revocation’ of the invalidation and an automated
message will be sent to the MAH informing that they do not need to take any action and that the
resubmission is not required.

Introduction of attribute 'submission unit’ in eCTD EU Module 1

The submission-unit is an attribute introduced in the EU Module 1 Specification v.3.0.

The following submission unit values may be used:

initial Initial submission to start any regulatory activity — should be used
for all new PSUR/PSUSA submissions

validation-response Not applicable for PSUR submissions — as PSUR/PSUSA procedure
doesn’t normally contain business validation this attribute cannot
be selected for PSUR/PSUSA submissions.

Submission unit type that contains the response to any kind of
question*, out-standing information requested by the agency

response

* Use this unit for responses to Lists of Questions and Lists of Outstanding
Issues, Requests for Supplementary Information, etc.

Please note: Responses cannot be submitted to the PSUR
Repository if ‘initial” PSUR has not been submitted for the
procedure in question.

additional-info Not applicable for PSUR/PSUSA submissions - This attribute
cannot be selected for PSUR/PSUSA submissions.

closing Submission unit type that provides the final documents in the
centralised procedure following the decision of the European
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Commission - Closing sequences resulting from a PSUSA
Procedure are sent via the eSubmission Gateway and the XML
delivery file is created using the PSUR Repository industry access,
however the closing sequences are not placed in the the PSUR
Repository, but are available to the NCAs via the Common
Repository.

consolidating

This submission unit type cannot be used for PSUR/PSUSA
procedures.

corrigendum

This submission unit type cannot be used for PSUR/PSUSA
procedures.

PSUR submission for product lifecycle maintained using Electronic Common
Technical Document (eCTD) format including examples of workaround

solutions and constraints

There are a range of possible scenarios in which eCTD format could be used spanning across different
marketing authorisation types. The following examples expand on the particularities of each possible
combination in order for applicants to fully understand the submission requirements in each case.

2.1.1. Example 1: Duplicate CAP/NAP - eCTD format:

A PSUR covers centrally or nationally authorised duplicate products; product A and product B
which are both managed using their own, separate eCTD product lifecycles. A separate
submission is required for each product to ensure continuity of the eCTD lifecycles. A
separate delivery file needs to be created and attached for each submission. The
submissions should be linked together using the ‘group of associated submissions’ if a single
PSUR document has been created for both products.

It is not acceptable to create a single, standalone sequence for PSUR/PSUSA submissions as
the PSUR is part of the product lifecycle and must be submitted as the next sequence in the
product lifecycle.

2.1.2. Example 2: MRP/DCP authorisation — comprehensive model

(harmonised approach) using eCTD format:

A PSUR covers multiple products authorised via MRP/DCP procedure managed using a single
harmonised eCTD lifecycle, this is also known as the ‘Comprehensive model” which includes all
strengths in all member states (MS) i.e. where the same sequence number is used for
mutual submissions.

You can select one or multiple products from the list of product included in the procedure and
create a single xml delivery file covering all different products with the harmonised
lifecycle and just one single submission can be made.

It is important to note that the products must have harmonised lifecycle. This option cannot be
used for products that have different eCTD lifecycles.

See example:



Product selection

Sequence number: * Enter 4 digit no

Procedure number: PSUSA/00010540/201903

MAH name Product full name Drug ingredient Country... Authorisation no. EV Code EMEA produc
MYLAN AB Arkolamyl 15 mg, munsénderfallande...  OLANZAPINE SE 27204 PRD2481606 DK,#'H,:’].SS‘LA
MYLAN S.P.A. Arkolamyl 10 mg compresse orodispe... OLANZAPINE T 040684247 PRD46660945 DK/H/1554,
MYLAN S.P.A. Arkolamyl 5 mg compresse orodisper... OLANZAPINE T 040684033 PRD406040 DK/H/1554,
MYLAN AB Arkolamyl OLANZAPINE FI 25450 PRD406407 DK/H/ 1554,
MYLAN S.P.A. Arkolamyl 5 mg compresse orodisper... OLANZAPINE T 040684058 PRD406042 DK/H/1554,
MCDERMOTT LABORATORIES LTD Arkolamyl 15 ma orodispersible tablets OLANZAPINE IE PA 577/114/3 PRD2445256 DK,#'H/’].SS‘Lv
MYI(_AN S.P.A. Arkolamvl 10 ma compresse orodispe...  OLANZAPINE jng 040684134 PRD423285 DKJ‘H;‘].gS‘L

Total Items: 722

Please do ensure that you have selected ALL your products for which you are submitting PSUR for. As this will be the main source for data used by EMA as opposed to the cover letter or PSUR document.

Cancel Save changes

2.1.3. Example 3: MRP/DCP/National authorisation — eCTD format:

If you have prepared just one PSUR document covering multiple different products with

separate individual lifecycles (not the comprehensive model) you will need to prepare an xml
delivery file for each package. You can indicate that these submissions are associated to each
other by selecting ‘yes’ from ‘work on a group of associated submissions’ toggle button. The
functionality to allow the association of different submissions with same PSUR content will
allow ‘deduplication’ of PSURs by assessors at the member states during the review of the
PSURs. You will have an option to generate a new ‘Group ID’ or use previously generated
group ID in case one of the submissions which contain the same PSUR has failed. These
packages should be sent to the PSUR repository using the eSubmission Gateway/Web Client.

Note: this functionality can, and should, also be used to group together comments/responses
relating to multiple products for which a common comments/responses document has been
created i.e. the functionality to work on associated submissions should also be used when
sending supplemental sequences for example ‘responses’.

It is very important not to use the same group ID for submissions that contain different
PSURs or to mix PSURs and responses as this functionality allows the ‘Deduplication’ of
packages on the NCA side.

Work on a group of associated submissions:

Work on a group of associated submissions? . Yes

Use existing or create new:" Group 1D (digits only) | New group ID

Select ‘create sequence’ to create an xml delivery file for each package




PSUR submission for product lifecycle maintained using Non-eCTD
Electronic Submission (NeeS) format

The use of eCTD is now mandatory for all European procedures. More information can be found from
the eSubmission website.

PSUR submission of single, pure NAP (submissions for products not listed
in the EURD list and products for which the active substance has been
authorised in just one member state)

At a high level the process is exactly the same as for PSURs included in an EU PSUR Single
Assessment, see above.

The rules for product selection are the same; please see sections 2.1-2.3 below.


http://esubmission.ema.europa.eu/ectd/index.html

3. Create delivery file screen

Each delivery file that is generated will have a unique name consisting of word ‘delivery’ with a
number, for example ‘delivery_435108440’. The delivery file may be renamed and there are no

restrictions on the number of characters to be included.

If the delivery file is renamed it is

important to note that first word must always be “delivery”. It is also very important not to use

any special characters in the delivery file name as these

may lead to technical failure of the

submission. Only latin characters without any umlauts or accents should be used. Dash is not allowed.

EUROPEAN MEB[CINES AGENCY

SCIENCE MEDICIN

Submission type * | psusa

Submission unit :* | initial

-
Denctes mandatory

ES HEALTH e

[# Subject to or related to a single assessment Section
One

fields

EU-Single assessment

Procedure number:* Submission deadline:
PSUSASD0000105/201903 09/06/2019

Active substance: alprazolam
Rapporteur name: Adrien Inoubli

Rapporteur country: France

Work on a group of associated submissions? » No

Submission format: eCTD -

Confirm RMP is direct result of data in the PSUR?

P -

Enter RMP version number:®

’ RMP version number

Contact e-mail: Enter email address

Generate delivery file

The screen is divided into five sections:

Data lock point: Section
Mar 2013 Two

[] Owerride default coverage period

-
From: 11/03/2016

To: 11/03/2019

Section
st rdcs L Three

° Section
Five

Section 1: Regulatory activity with submission type and submission unit and type of assessment



Section 2: Details of the assessment procedure?!

Section 3: Product selection

Section 4: Information on Updated RMP (CAP only)
Section 5: MAH contact email address

The user will be required to complete all fields in each section.

Step Description

Notes

1 Submission type for PSURs included in the PSUR Single Creation of delivery file for

Assessment is always PSUSA (as per the EU Module 1

specification).

Submission type for non EU Single Assessment PSURs is

PSUR.

The ability to create the delivery file for a PSUSA
submission is linked to the submission deadline published
on the EURD list. If the submission deadline for your
procedure has already passed, please contact EMA as soon
as possible via the EMA service desk portal to request for a

late submission ID.

Suhmi55iunt\,rpe:* PSUR

Subject to or related to a single assessment

2 Indicate whether the submission is for single assessment.

1] Subject to or related to a single assessment

any subsequent sequences
(responses) after the initial
PSUR submission is not linked
to a submission deadline and
no late submission ID is
required.

Note: it is important the only
submission unit ‘initial” is used
to send initial PSURs. Initial
PSUR submissions sent using
other submission units will be
excluded from the procedure.

Note: There is a known issue
related to time zones which
may cause the submission
deadline in the PSUR
Repository is shown one day
earlier than in the EURD list.

In order to avoid issues
please always submit well
in advance of the
submission deadline.

The checkbox is ticked by
default

If the checkbox is selected (i.e. submission type is subject to or related to a single assessment):

L This section will change to display “Non-EU single assessment” if the checkbox in section one is deselected


http://esubmission.ema.europa.eu/eumodule1/docs/EU%20M1%20eCTD%20Spec%20v3.0.1.pdf
http://esubmission.ema.europa.eu/eumodule1/docs/EU%20M1%20eCTD%20Spec%20v3.0.1.pdf
http://www.google.co.uk/url?url=http://www.ema.europa.eu/docs/en_GB/document_library/Other/2012/10/WC500133159.xls&rct=j&frm=1&q=&esrc=s&sa=U&ved=0ahUKEwi13qL37LDMAhVGVRQKHefTArsQFggcMAI&usg=AFQjCNHfi-OewFQISzHuC3YS3UOzf6RyYg
https://servicedesk.ema.europa.eu/

Submission type:™  PSUSA

{/} Subject to or related to a single asse

Submission unit :*  initial

*Denotes mandatory fields

When the checkbox is selected
the screen will allow the user
to fill in the Procedure number
which will automatically
display the submission
deadline and Data Lock Point

Procedure number:” Submission deadline: Data lock point:

Active substance:

Override default coverage period

Rapporteur name: From: *

Rapporteur country: To:

*

If the checkbox unselected (i.e. submission type is not subject to or related to a single assessment):

Suhmissiuntvpe:* PSUR

Submission unit :*  initial

*Denotes mandatory fields

-

When checkbox is
cleared the screen will
change to allow the user
to fill in the Member
State and Data Lock
Point (DLP) for the local
national competent

. thorit t
Non-EU single assessment / authority assessmen

Member state * Data lock point *
Select country hd
3 Select the relevant Submission unit (initial or response)

from the list. The selection is defaulted to ‘initial’. If you are
submitting responses or comments, submission unit
‘responses’ should be used.

Please note: ‘response’ cannot be selected if an ‘initial’
PSUR has not been submitted to the PSUR Repository for
the given procedure.

Please note: Once the procedure has been closed i.e. the
PRAC outcome has been reached, it is no longer possible to
submit any PSURs or responses for the given procedure.

If you have missed the submission deadline, please
always request a Late Submission ID via the EMA Service
Desk. Late submissions must not be submitted using
submission unit ‘response’.

Updates to product
information following a PSUR
Repository should be
submitted to the EMA using
the eSubmission Gateway.



https://esubweb.ema.europa.eu/esubmission-ui/#/

Submission unit :* | initial

initial

validation-response
response
additional-info
Submis| closing

consolidating

Submi .
| corrigendum

4 Search and select the PSUR procedure number as in EURD
list by typing at least 4 characters, for example 2020.

Procedure number:™ Submission deadline: Data lock point:

ubmission deadline Data lock point

un

5 For late submission, enter the late submission ID provided
by EMA in the ‘late submission ID’ pop up window. The late
submission ID is linked to the procedure it was created for
and cannot be used for other procedures. Each late
submission ID can only be used once. If you have
requested multiple late submission IDs please ensure you
use the correct id for the corresponding procedure.

Submission deadline (17/03/2020) has passed for the procedure number:
PSUSA/00000316/202003.

Late submission id:

*Please request late submission ID from the Service Desk https:/ /servicedesk.ema.europa.eu

6 It is possible to override the default coverage period for the The latest range date will be
PSUR by ticking the box. It will then be possible to enter the date valid for the next
the new date range in the ‘from’ and ‘to’ fields. submission for that PSUSA

[] Override default coverage period

From: * 11/03/2016

*

To: 11/03/2019

7 Indicate if you want to group together associated Please note that use of eCTD
submissions i.e. you have created just one single PSUR is now mandatory for all
covering multiple products that have different eCTD procedure types (CAP,



8

Submission format:”

10

11

Work on a group of associated submissions?

. . *
Ise existing or create new:

lifecycles

Work on a group of associated submissions? Mo

Generate a ‘New Group ID’ or use one you have previously
generated and noted down if one of the submissions for
associated products has failed

® ves

The submission format is defaulted to eCTD.

For eCTD submissions only one sequence can be added.

alTD -

eCTD
NeeS

Click ‘Create sequence’ to display the list of products
containing the relevant active substance(s) based on the
procedure number from the EURD list.

e seqonce B

The system will display a list of products that are included
in the procedure and that containing the relevant active
substance(s) given that the products are correctly entered
in the Art. 57 database with the correct legal basis. The
products are presented with all presentations, strengths
and formulations.

Select products: *

Important: Ensure you select all relevant presentations
from the list, the products selected in the delivery note
form the scope of the procedure and
products/presentations that are not included in the delivery

MRP/DCP, NP). More
information is available on the
eSubmission website.

Do not use the same group ID
to send a PSUR for products
for which a different PSUR
document has been prepared.

Do not use the same group ID
for sending PSURs and
responses.

| vergroup o

Please note that use of eCTD
is now mandatory for all
procedure types (CAP,
MRP/DCP, NP). More
information is available on the
eSubmission website.

All different ‘generic’ products
and entries in different
languages are displayed on
the list.

If you are not able to find the
product in the list using Latin
characters and product is
authorised for example in BG,
the entry in Art. 57 may be in
Bulgarian and you should try
to search using the relevant


http://esubmission.ema.europa.eu/ectd/index.html
http://esubmission.ema.europa.eu/ectd/index.html

Total Items: 27

MAH name

ALMIRALL HERMAL GMBH
ALMIRALL HERMAL GMBH
ALMIRALL HERMAL GMBH
ALMIRALL HERMAL GMBH
ALMIRALL HERMAL GMBH
ALMIRALL HERMAL GMBH

ALMIRALL HERMAL GMBH
<

12

file are excluded from the procedure.

The list can be filtered by the MAH name/product full name,
drug ingredient, authorisation country, the authorisation
number, the EV code and EMEA/MRP/DCP number.

Product full name Drug ingredient

Actikerall 5 mg/g + 100 mg/g Cutane... SALICYLIC ACID, FL.. UK
Actikerall, kutanoplasning FLUOROURACIL, SAL.. DK
Actikerall-Almirall 5 mg/g + 100 mg/... | SALICYLIC ACID, FL.. EU
Actikerall® 5mg/g + 100 mg/g Lésun FLUORQURACIL, SAL... LU
Actikerall 5 mg/g + 100 mg/g odos ti SALICYLIC ACID, FL LT
Actikerall 5 mg/g + 100 mg/g hudlau.. FLUORQURACIL, SAL.. IS

Actikerall 5 ma/100 ma/a uz adas liet . | FLUOROURACIL. SAL.._ | LV

Enter the submission sequence number on the top of the
product selection window.

Product Selection

+
Sequence number:

13

|

14

15

Only one sequence number can be entered per product
selection window.

Complete the product selection steps.

For CAPs included in PSUSA procedures the MAH should
confirm if RMP is direct result of data in the PSUR. If yes,
please provide the relevant RMP number.

Confirm RMP is direct result of data in the PSUR?

®

Enter RMP version number:*

13

Enter email address of the person who is the responsible
contact for the PSUSA procedure. All relevant
correspondence will be sent to this email address.

Please note that this email address is also used for new
Start of procedure’ notification sent to the MAHs
(implemented in v1.17.0.0 in June 2020).

Country...

alphabet.

Correct product listing in the
delivery file is essential to
ensure that the procedure
scope is correct. Annex 1
listing the products should
not be provided.

Authorisation no. EV Code EMEA produ
PL 33016/0015 PRD296295 DE.fH,i'2645A
50061 PRD812746 DE/H/2645
86822.00.00 PRD2583399 DE/H/3523
0423/11060001 PRD297335 DE/H/2645
LT/1/13/3377/001 PRD1166450 DE/H/3523
15/1/13/020/01 PRD1166278 DE.fH,i'3523v
13-0058 PRD894312 DEfH1'2)645

In eCTD format only single
sequence can be added.

Please note that use of eCTD
is now mandatory,
information is available on the
eSubmission website.

RMP should be provided only
in case it is a direct result of
this PSUSA procedure

New automated Start of
Procedure notification
including the procedure
timetable is sent to the
MAH(s) who have submitted
PSUR for the given procedure.

The email address used for
this notification is the one


http://esubmission.ema.europa.eu/ectd/index.html

Contact E-mail: (i ]
14 Click “Generate Delivery File” and save the file to your local
machine.

Generate Delivery File

Filename; - delivery

provided in the XML delivery
file.

The delivery file may be
renamed however it must
always contain word
“delivery” as the first word.
It is very important not to use
any special characters in the
delivery file name as these
may lead to technical failure
of the submission.

Save astype: [XML Document

Hide Folders

15 Add the delivery file to the submission ZIP file package on
the root level i.e. the same level with the submission
sequence folder and submit via the eSubmissions gateway.

F————— e mmemieiiiep gy + e = s ==

L Al S
Organize - MNew folder

[ Favorites ——

Save Cancel

The delivery file name must
contain word "delivery" as the
first word. The file must be
placed in the top level of your
ZIP package.

Date modified Type

12/05/201610:13 File fol

Sk

Bl Desktop | Wonderpill PSUSA
4. Downloads
' PEE;{{E T Date modified Type
. 0025 12/05/2016 10:10 File folder

|| delivery_435108440 12/05/2016 08:56

3.1. Product Selection

XML Document

Product selection is the process of identifying the products which are relevant to a particular PSUR
procedure in the MAH user interface. The product selection scenarios described below apply to both EU

and non-EU single assessment.

3.1.1. Filtering authorised product listing

Once you have entered the relevant PSUSA procedure number the system will display a full list of
authorised products that relate to that particular PSUSA procedure. The prerequisite for the availability
of products in the product selection screen is that all relevant products have been correctly entered in
the Extended Medicinal Product Dictionary (XEVMPD), also known as Art. 57 database. Products are



only shown in the PSUR Repository if the correct legal basis for the product is reflected in Art. 57 as
according to the EURD list, some procedures do not require submissions for products authorised under
Articles 10(1), 10a, 14, 16a of Directive 2001/83/EC as amended.

If you are unable to find your product(s) from the list, please check the Art. 57 entry first confirming
that the correct legal base has been entered as more often than not, the reason why products do
not appear in the product selection is because they are incorrectly entered in the Art. 57 database
(XEVMPD). In particular, the legal basis is either left empty, or is incorrect, or the products(s) may be
out of scope of the procedure (i.e. the procedure does not include the following legal basis: Articles
10(1), 10a, 14, 16a of Directive 2001/83/EC.) As a result, these products would be filtered out of the
product selection in the PSUR Repository as this list is taken directly from the Art 57 database.

Example for Centrally Authorised Product (CAP):

EMEA procedure number (i.e. "Agency Product Number" as published on the Agency’s webpage)
must be specified in the field MRP/DCP/EMEA number (AP.12.7) when the "Authorisation Procedure"
(AP.12.2)" is entered as "EU authorisation procedures - Centralised Procedure (1)". The format of the
EMEA procedure number should be EMEA six digit procedure number (i.e. EMEA/H/C/123456) of a
specific CAP as found on the EMA website.

EXAMPLE

AMP authorised in the centralised procedure with EU number: EU/1/23/4569/789 and EMEA number:
EMEA/H/C/123456 should be entered in the corresponding fields as follows:

Authorisation Procedure" (AP.12.2) = EU authorisation procedures - Centralised Procedure
"Authorisation Number" (AP.12.4) = EU/1/23/4569/789

"MRP/DCP/EMEA Number" (AP.12.7) = EMEA/H/C/123456

"EU Number" (AP.12.8) = EU/1/23/4569/789

Description | Name/Value | |

Type Authorised
Is EMA Owned
Operation Type
MNew Owner ID
MAH
QPPV
Master File Location
PhV enquiry email
PhV enquiry Phone
Sender Local Code
Info Date

Insert

Field is Mandatory

Authonsation Country Code
Authorisation Procedure
Authorisation Status
Authorisation Number
Authonsation/Renewal Date
MRP/DCP/EMEA Number
EU Number

Legal Basis

QOrphan Drug

Additional Monitoring
Invalidated Date

Full Presentation Name
Product Short Name
Product INN/Common Name
Product Company Name
Product Strength Name
Product Form Name
Package Description
Comment

Medicinal Product Types (-)
Authorised Pharmaceutical For
Pharmaceutical Products (-)
Drug ATCs (-)

Drug Indications (-)

Previous EV Codes (-)

Product Attachments (-)

Field is Mandatory
Field is Mandatory

Figld must have a specified value

Field must have a specified value
Field is Mandatory

Field is Mandatory Optional
Field is Mandatory Optional
Field must have a specified value

Section is Mandatory
Section is Mandatory

Please also refer to Chapter 3.1I of the XEVPRM user guidance of the Detailed guidance on the
electronic submission of information on medicinal products for human use by marketing authorisation
holders to the European Medicines Agency: https://www.ema.europa.eu/en/human-regulatory/post-
authorisation/data-medicines-iso-idmp-standards/reporting-requirements-authorised-
medicines/guidance-documents



https://www.ema.europa.eu/en/human-regulatory/post-authorisation/data-medicines-iso-idmp-standards/reporting-requirements-authorised-medicines/guidance-documents
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/data-medicines-iso-idmp-standards/reporting-requirements-authorised-medicines/guidance-documents
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/data-medicines-iso-idmp-standards/reporting-requirements-authorised-medicines/guidance-documents

Once you have confirmed that the missing products are entered correctly and that the legal basis for
these products is within the scope of the procedure, please wait for an overnight refresh. If the
products still do not appear on the list in the PSUR Repository the following day, please raise a ticket
using the EMA Service desk

As all products relevant to the procedure are listed and the list can contain hundreds of
products/presentations. You can filter the results to narrow down the list and find the specific
products/presentations that you wish to include in the delivery file. Any part of the MAH name, product
full name, authorisation number(s), the EV code and/or procedure numbers can be searched. It is very
important to select all relevant products and presentations’ using this functionality as the

evaluation process relies on the accurate information provided by the MAH in this step.
Product selection

Procedure number: PSUSA/00000090/201601

+
Sequence number:

MAH name

gla

GLAXOSMITHKLINE UK LIMITED
GLAXOSMITHKLINE (GSK) S.R.L.

GLAXOSMITHKLINE (G5K) S.R.L.

Product full name

3|

Toctino 30 mg capsules, soft
Toctino 10mg 30mg capsule moi

Toctino 10mg 30mg capsule moi

Drug ingredient

ALITRETINOIN
ALITRETINOIN

ALITRETINOIN

Country... Authorisation no.

UK

RO

RO

PL 19494/0253
2743/2010/02

2743/2010/01

EV Code
38

PRD1698808
PRD1698802

PRD1698801

EMEA produ:

DK/H/1377
DK/H/1377

DK/H/1377

GLAXOSMITHKLINE SLOVAKIA 5.R.0. Toctino 30 mg makké kapsuly ALITRETINOIN SK 46/0140/10-S PRD1698804 DK/H/1377

GLAXOSMITHKLINE D.O.0. TOCTINO 30 mg mehke kapsule ALITRETINOIN SI 5363-1-106/14 PRD1698806 DK/H/1377

Total Items: 117 (Showing Items: 5)

Please do ensure that you have selected ALL your products for which you are submitting PSUR for. As this will be the main source for data used by EMA as opposed to the cover letter or PSUR document.

3.1.2. Scenario 1: The submission relates to a centrally authorised product
(CAP) which will always require eCTD submission format or a Nationally
Authorised or MRP/DCP product in eCTD format which does not have a
harmonised lifecycle

Step Description Notes
1 Select submission format from the dropdown list — eCTD - Screen extract 1
2 Click ‘Create sequence button’ to access the product selection window Screen extract 1
3 Full list of products included in the procedure is displayed. Filter the list Screen extract 1
of products to select presentations for which you are submitting the
PSUR for

Screen extract 1 — Product selection

Submission format:* eCTD - Select products: * o
5 Provide the sequence number. Screen extract 2

For eCTD submissions this is the next available sequence number in the
product lifecycle.

7 Select all relevant ‘products/presentations/strengths’ that are listed in Screen extract 2

the PSUR document being submitted. You can select all the
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‘products/presentations/strengths’ by clicking beside the column header
"MAH Name" or you can select individual products by clicking on the
corresponding rows. For eCTD submissions for CAPs and NAPs
that do not have harmonised lifecycle, only one product (with all
its presentations) can be selected. It is not possible to add NeeS
submissions as part of the eCTD delivery file and a separate delivery file
and separate submission must be prepared. For those eCTD products
that share a harmonised single lifecycle see scenario 2.

Screen extract 2 -

Product selection

Procedure number: PSUSA/00010208/2016032

+ | MERCK SHARP & DOHME LTD.

ADROVANCE 70 mg/2800 IU tablets ALENDRONIC ACID,... EU

Sequence number: * EMA number: * EMEA/H/C/001250
MAH name Product full name Drug ingredient Country... Authorisation no. EV Code EMEA
+ | LABORATOIRES CTRS Orphacol 50 mg hard capsules CHOLIC ACID EU EU/1/13/870/001 PRD942539 EMEA/|
Product selection Procedure number: PSUSA/00000079/201601
Sequence number: © 0020 X EMA number: *
MAH name Product full name Drug ingredient Country... Authorisation no. EV Code EMEA produw
+ | MERCK SHARP & DOHME LTD. ADROVANCE 70 mg/5600 IU tablets ALENDRONIC ACID,... EU EU/1/06/364/007 PRD322614 ~

EU/1/06/364/001 PRD321687

3.1.3. Scenario 2: The submission relates to MRP/DCP products with
harmonised, comprehensive lifecycle in eCTD format

Step Description Notes

1. select submission format from the dropdown list — eCTD. Screen
extract 3
2. and Click ‘Create sequence button’ to access the product selection window. Screen
extract 3
3. Provide the single sequence number at the package level. Screen
extract 3
The submission can only contain one zip file that is shared between the
products. It is not possible to send a package that contains one delivery file for
multiple different zips that are sent together. (See screen extract below).

4. Full list of products included in the procedure is displayed. Filter the list of Screen
products to select one or more of the products/presentations/strengths that are extract 3
listed in the PSUR document being submitted. You can select all the products
by clicking beside the column header "MAH Name" or you can select individual
products/presentations/strengths by clicking on the corresponding rows for
which you are submitting the PSUR for.

5. Select one or more of the products/presentations strengths that are listed in Screen




Step Description Notes

the PSUR/responses being submitted. You can select all the products by extract 3
clicking beside the column header "MAH Name" or you can select individual
products/strengths by clicking on the corresponding rows.

Screen extract 3 - Add multiple products

Submission format:™ eCTD - Select products: * (i ]

Product selection Procedure number: PSUSA/00000079/201601
Sequence number: * 0032
MAH name Product full name Drug ingredient Country... Authorisation no. EV Code EMEA produ:
d x
¥ | MYLAN DURA GMBH Alendrokit dura® COLECALCIFEROL, C.. DE 71250.00.00 PRD2559292
+ | HEXAL AG Alendron-HEXAL Plus Calcium D 70 m... ALENDRONATE SODI.. DE 80374.00.00 PRD918082 UK/H/4114
+ | HEXAL AG Alendron-Sandoz plus Calcium D 70..  ALENDRONIC ACID,... DE 80381.00.00 PRD920678 UK/H/4113
+ | RATIOPHARM GMBH Alendronsaure-ratiopharm plus Colec.. ALENDRONIC ACID,. DE 89394.00.00 PRD2437920 ES/H/0233
+ | 1A PHARMA GMBH Alendronsdure - 1 A Pharma plus Cal... CALCIUM, ALENDRO... DE 80327.00.00 PRD918083 UK/H/4115
+ | ABZ-PHARMA GMBH Alendronsaure/Colecalciferol AbZ 70. COLECALCIFEROL, A DE 89393.00.00 PRD1935662 ES/H/0234
< >

3.1.4. Scenario 4: The submission relates to a pure, single NAP submission
outside the EU single assessment

PSURs for products for which the active substance is not in the EURD list, should be sent using the
‘Non-EU single assessment mode. The current functionality of the PSUR repository does not allow
selection of multiple member states for PSURs not governed the EURD list. This functionality will be
further developed to allow selection of multiple member states in a future release.

For these types of submissions, when the product has harmonised lifecycle, as a workaround solution,
please select the Reference Member State as the ‘Member State’ in the XML delivery file and submit
the PSUR using the non-EU functionality. The PSUR Repository will send a notification to the selected
NCA only. The RMS should inform the CMS’ that the submission is available in the PSUR Repository.

Step Description Notes

1 Submission type for PSURs outside EU Single Assessment is
always PSUR (as per the EU Module 1 specification).

Submission type:®  PSUR =
] Subject to or related to a single assessment

2 Ensure you untick the checkbox to reflect that the The checkbox is ticked by
submission is for single assessment. default
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Submission type:*  PSUR

[] Subject to or related to a single assessment

Submission unit :* | initial

*Denotes mandatory fields

Non-EU single assessment

When checkbox is
cleared the screen will
change to allow the user
to fill in the Member
State and Data Lock
Point (DLP) for the local

* _—
Member state Data lock point cou ntry’s assessment
Select country - DLP (dd/mm &
Submission format:™ eCTD - MAH products to which the submission relates: * Product short name [ ]

Generate delivery file

3 Select the Submission unit from the list. The selection is
defaulted to ‘initial’. If you are submitting responses or
comments, submission unit ‘responses’ should be used.

Submission unit :* | initial

initial

validation-response
response
additional-info

dember state * closing
consolidating

Select country corrigendum
4 Select the Member state where product is authorised by
typing the name or from the list.

Member state: *
A

Member state *

[ Search countries Sequence number: =

Select country

Austria
Belgium
. Generate delivery file Reset form
Bulgaria
Croatia

5 Select the PSUR data lock point from the calendar window

Dropdown menu which can be
filtered by typing in the
search box.

Data lock point @ * (o)

MAH products to which the submission o
relates:

~ w applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI.



Non-EU Single Assessment

Member State © Data Lock Point *
Spain - l2015-01-05 X | &
6 The submission format is defaulted to eCTD.
7 Type in some characters from the product short nhame for
which you are submitting, e.g. Wonderpill.
8 Select the relevant product short name.
9 Click on the product name shown. This will expand a list of = Screen extract 5

the products at the presentation level. You can filter the list
the same way as for PSUR Single Assessment. The list can
be hidden by clicking the name of the product again. (See
screen extract below).

9 Click “Generate Delivery File” and save the file locally. The delivery file may be
renamed however it must
always contain word
“delivery” as the first word.
No special characters or
dashes are allowed in the
delivery file name.

10 Add the delivery file to the submission ZIP file package on The delivery file name must
the root level i.e. the same level with the submission contain word "delivery" as the
sequence folder and submit via the eSubmissions gateway. first word. The file must be

placed in the top level of your
ZIP package.

Screen extract 5 — product selection non-EU single assessment

Member state: - Data lock point : *

Belgium ]

Submissien farmar: = Sequence number: * MAH products to which the submissiof

= equence number MAH produ hich the submission i )
X KETOTIFEN BIPHARMA -~

Type to filter

O man name Product full name Country Authorisation No. EV Code EMEA Product/MR

Ketotifen Bipharma 0,25 mg/ml
BIPHARMA B.V. Augentropfen, Lésung in einem BE BE485315 PRD3595230 HU/H/0383/001
Einzeldosisbehaltnis

Ketotifen Bipharma 0,25 mg/ml, collyre en

BIPHARMA B.V. ) P .
solution, récipient unidose

BE BE4853215 PRD32594806 HU/H/0383/001

Ketotifen Bipharma 0,25 mg/ml voor
éeénmalig gebruik, oogdruppels, oplossing

Generate Delivery File

BIPHARMA BV, BE BE4853215 PRD3594675 HU/H/0383/001



Fle name; - delivery v

Save astype: | XML Document v

Hide Folders Save Cancel

-y 3 SomEooT 8 [FOTSSmIo o S oSS ) S0 SoomSiEEn S OS50 3
Organize = Mew folder
‘¢ Eavorites MNarme Date modified Type
B Desktop Wonderpill PSUSA 12/05/2016 10:13 File fol

& Downloads

L e Ll L

Mame Date modified Type S0
0025 12,/05/2016 10:10 File folder
|| delivery_ 435108440 12/05/2016 08:56 XML Docurment

3.2. Closing sequence

Occasionally, when the PSUSA procedure results in changes in Annexes or the product information a
closing sequence needs to be submitted to the EMA to bring the product lifecycle up to date.

The closing sequences are submitted using eSubmission Gateway and the delivery files are created
using the PSUSA repository industry user interface. The closing sequences are available for the NCAs
via the Common Repository only.

Step Description Notes

1 Select the Submission unit ‘closing’ from the list. The selection is
defaulted to ‘initial’

2 Search and select the PSUR procedure number as in EURD list by typing
at least 4 characters, for example 2020

3 Click ‘Create sequence button’ to access the product selection window
4 Enter the relevant sequence number
5 Full list of products included in the procedure is displayed. Filter the list

of products to select presentations for which you are submitting the
Closing sequence for. Select the relevant products as usual.

6 Enter email address of the person who is responsible contact for the
procedure

4. 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 previously used mailboxes
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which should no longer be used. All technical queries concerning 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 raise a change request using the Service Desk portal.

In case of a system failure a communication to the Network will be launched and where possible,
information will be published on the eSubmission 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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