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Acronym key and glossary terms

Abbreviation Description
ATC Anatomical Therapeutic Chemical code
eAF Electronic Application Form
EMA European Medicines Agency
FAQ Frequently Asked Questions
IT Information Technology
MAH Market Authorisation Holder
OMS Organisation Management Service (part of SPOR)
PLM Product Lifecycle Management
PMS Product Management Service
PSMF Pharmacovigilance System Master File
SPOR Management Services for Substances, Products, Organisations and
Referentials
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1. Purpose and Context

IMPORTANT NOTE FOR USERS: The PLM Portal web-based eAF is now open for all types of variation
applications for all products, including those authorised through purely national procedures (NP), mutual
recognition procedure (MRP) and decentralised procedure (DCP). The use of the web based eAF for non-
centrally Authorised products (non-CAPs) submissions to the NCAs is recommended from 26% May 2025.

Please note that is strongly recommended to use the web based eAF for Centralised Procedure
applications. It is also possible and recommended to use the web based eAF for mixed CAP/non-CAP
EMA-led worksharing applications.

We very strongly encourage the non-CAP MAHs to use this period of time to familiarise themselves
with the system and start using the web-based form, where possible, instead of the interactive pdf eAF.
We invite all users to pay attention if there are any issues in the new web based eAF that would prevent
the use of the form in any scenarios. Please provide the feedback on change requests and issues to EMA
in a consolidated way (ideally through industry associations) via the EMA service desk.

If you are using the web-based form and you have an issue, please report these through the service
desk.

1.1. Purpose of this guide

This guide aims to support the users of the PLM Portal - eAF in navigating through the platform. More
specifically, the guide has been produced to show users how to access the PLM Portal - eAF, as well as
prepare application forms.

Please note that this guide is a living document which will be updated regularly. It describes some
issues in the form functionality and aims to provide workaround solutions. Please refer to the user guide
before raising questions via the Service Desk as your question may already be addressed in this
guidance.

Please note that, although this version is updated this is still an early version of this guide
and it may contain errors and incomplete information.

1.2. Preliminary requirements

To access the PLM Portal eAF all users are required to have:
* an active EMA user account, and,
» user access role(s) assigned to that account.

Registration needs to be done only once. For information on how to request an EMA account and how to
an appropriate PLM Portal - eAF role (these are two separate actions), please consult the separate PLM
Portal - eAF - Guide to Registration document.

1.3. Supported Browsers

The PLM Portal - eAF can be accessed on any modern Web Browser, including but has only been tested
with Google Chrome (latest version) and Edge (including the new, Chromium-based Edge). No official
testing has been done using other browsers, such as Safari 12 and above, Firefox (latest version), Vivaldi,
etc.

PLM Portal - Human Variations eAF - Guide to navigation Page 10/100
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2. Navigation through the PLM Portal - eAF

2.1. Creating an application form

2.1.1. How to access the PLM Portal eAF

e In Production environment, the PLM Portal - eAF can be accessed via the following link:
https://plm-portal.ema.europa.eu/

Product Lifecycle SPOR M I Forum
- Management Portal SEES SRR m
T =7 g \ / '
’ i | 0 | | “' / ? 1 \.“_ ’5 %
[ :
1 il / =2 2 0\
Electronic application forms (eAF) Electronic product information (ePI) g Product Management Service (PMS)

Quick links

@ EMA  HMA:

Figure 1 - Sign-in
2.1.2.How to create a new electronic Application Form

Users with an active EMA account and (a) either with the eAF Applicant Manager or the eAF Applicant
Coordinator role if they originate from the pharmaceutical industry or (b) with the eAF Competent
Authority User if they originate from a NCA can create a new Application Form. Please refer to the PLM
Portal - eAF guide for registration

1. Sign into the PLM Portal - eAF

You must click on the BTty button, which is available at the top right corner of the PLM Portal
- eAF home page and at the centre-left of the sign in page after the Sign in option at the top of
the page has been clicked.

PLM Portal - Human Variations eAF - Guide to navigation Page 11/100
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Sign in

Sign in with an EMA account

To sign in, you need an active EMA user account with the
necessary user access roles. You can create a new user account,
apply for user access roles, reset your password, or recover your
username using the EMA Account Management Portal.

To access additional guidance, click on the following link:
Guidance and support

Figure 2 - Sign-in button

2. Once you are signed in to the system, on the home page, click on “Application Forms” in the
centre-left or in top navigation bar,

PrOd u Ct L|feCyC|e Electronic application forms ~ Electronic product i
Management Portal

Electronic application forms

:

Electronic application forms (eAF) Electronic product information (ePI)

A secure online portal for managing electronic Application Forms. ePI on the PLM Portal streamlines product information management, enhancing data
accuracy, and boration across the product lifecycle.

!
eAF list ePI list
eAF guidance > Published ePIs >

ePI guidance )

Figure 3 - New Application Form

3. Click on Create new eAF/New Application Form

You will be prompted with the Draft Application Form page. In order to complete the Application Form
creation procedure, and be able to go back to that Application Form at any point in time in the future,
you must complete:

= The step 1. Select LsJa)lle=lale szl and,
= Optionally, the step 2 lelsNOeRTAV[gle)d.

In the 1. Select Application Details screen:

= The Application Form Type is now auto selected to reflect the only available form type
(Variation Form Human). In future when additional form types become available, the form type
can be selected from the dropdown menu.

PLM Portal - Human Variations eAF - Guide to navigation Page 12/100
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Product Lifecycle
Management Portal
Home > Application Forms > Draft Application Form

Create new application

1 Select Application Details 2 Add Co-Author

Application form type

I Variation Form Human v

Friendly name *

| |

Reference MAH *@®

|

Create & Next

eAF v

PMS s SH

Figure 4 - Application Form Type

= Add a Friendly Name (e.g.: Productname Type II quality). Ideally this name should be
meaningful as it will help you to identify the application form from a potentially large list of
other application forms. For example, the product name and procedure number -if known- might

be helpful attributes.

Home = Application Forms > Draft Application Form

Create new application

1 Select Application Details 2 Add Co-Author

Application form type

l Variation Form Human

Friendly name *

‘ SuperPill 50mg - change of manufacturer of the primary packaging|

Reference MAH *@ b

Figure 5 - Application Details

= Please note that it is now possible to change the originally given Friendly name.
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o To change or update the Friendly name, please select the option ‘Rename application
form’ from the application list right hand menu

Home > Application Forms
Application Forms ooy
Draft Deactivated Completed All Column visibility ~ ok, O
Aapplication Application Last modified Last
PP’ 4 Friendly name PP’ Reference MAH Created by Created on v modified Status Actions
form ID form type by on
Variation Form , 08/01/2025 08/01/2025
VAR/25/92 Human Kristiina Sheahan 0\ o Kristiina Sheahan 1 Draft © 70 &
& View/Manage Co-authors
Variation Form - N 07/01/2025 07
VAR/25/77 European Medicines Agen Kristiina Puusaari Kristiina Puusaari . -
R/25/ Human P gency 15:45 18 @ Deactivate Application Form
Variation Form , 06/01/2025 o7 [ Exports
VAR/25/34 Human kristiina Sheahan Kristiina Sheahan 1
o Rename Application Form
Variation Form - " . 06/01/2025 - 06/01/2025
VAR/25/41 Human European Medicines Agency Kristiina Puusaari Kristiina Puusaari o Draft ©® @0

Figure 6 - Re-name Applicatiuon Form

= Select the Reference MAH, by using the Q icon (e.g.: UAT-LOC11) - you can select the MAH
from the list displayed to you. If you are affiliated to multiple different organisations, you can
filter the list using various attributes, such as the LOC or ORG-id, the company name or address.

= NOTE: In case of worksharing or supergrouping variations, it is possible to only add one MAH in
the form, this should be the 'Reference MAH’. Further information on the reference MAH can be

found from the EMA/CMDh explanatory notes on variation application. It is not possible to provide
the MAH details for the other MAHs whose products may be included in the form.

In the interactive pdf, one can filter organisations with multiple attributes at the same time, for example
company name and the country. This is not possible currently in the PLM Portal eAF. To get a better,
more matching result, please type for example a part of the address or search using the LOC or ORG id.

Select Reference MAH

Choose one record and click Select to continue.
v Organisation Name 7 Full address Organisation 1d Organisation Location

@) European Medicines Agency P. 0. Bax 71010 1008 BA Amsterdam Netherlands ORG-100013412 LOC-100020260

Ie ‘European Medicinas Agency ‘Domenico Scarlattilaan 6 1083 HS Amsterdam Netherlands  ORG-100013412 LOC-100020264

O European Medicines Agency's Gairines g. 27 Vilnius 02200 Lithuania ORG-100053363 LOC-100094289

(e e R |

Figure 7 - Reference MAH

= Click to select the MAH from the list. Depending on your role and affiliation, you may
only have 1 or more options to select the MAH from. After you have selected the MAH, it is still
possible to change it at this point if you realise it is not the correct organisation/location. You
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can remove the organisation by clicking the E next to the magnifying glass. At this point, you
can select or perform a search/filtering as many times as needed.

Home > Application Forms > Draft Application Form

Create new application
2 Add Co-Author

1 Select Application Details

Application form type

‘ Variation Form Human

Friendly name *

‘ SuperPill 50mg manufacturer update

Reference MAH *

European Medicines Agency

Create 8 Next ‘ Cancel |

Org ion details

Organisation ID ORG-100013412

Customer Account Number 1234567850
LOC ID LOC-100020264
LOC ID modified on  14/01/2025 17:01

Domenico Scarlattilaan 6
Amsterdam 1083 HS
Netherlands

Address

Figure 8 - Create & Next Button

4. Click on the @EEIERENE4E button to confirm the selection of the MAH and to create the

application form.

Note: it is not possible to change the MAH after the ‘Create and Next’ is clicked. If you realise
after this that the organisation you have selected should be changed, you will need to create a

new application form.

In the 2. Add Co-Author screen, you may:

Click on the [e[sH@eErSldsleld| button - to add co-authors to that Application Form
= Click on the button - to go back to the 1. Select Application Details screen

= Click on the button - to skip adding any co-author or as soon as you are ready with adding

co-authors to that Application Form

(by default, as creator of the Application form, you are nominated as an author of that Application

Form)

On this page you can also see all other users (Coordinators) who have implicit access to this application
form. This means users that are affiliated with the selected MAH and have appropriate eAF coordinator

user role.

Home > Application Forms >

Create new application

Draft Application Form

1 Select Application Details v 2 Add Co-Author

Name Email address

Role

I &,dd Co-author I

Status

Kristiina Puusaar Kristiina. Puusaari @ema. europa.eu
Coordinator(s) with implicit access to this application

Name * Email address

EMA Admin Assistant

Role

Affliated [@]

Status

v | [ [ |

No data available in table

Figure 9 - Add Co-Author
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Select user(s) from the ‘My Organisation Affiliate(s)’ tab. Alternatively, you may select user(s) from the
‘From Other Organisation(s)’ tab, by searching for an author’s e-mail address.

< Add Co author
My organisation Outside my organisation

[ *Full name Rale Email address

No data available in table

‘ Return |

Figure 10 - My Organisation Affiliate(s)' Tab

In the ‘My Organisation Affiliate(s)’ tab, you will see other users from the organisation(s) with whom you
have an access role.

NOTE: Adding any co-authors will give these colleagues access to Commercially Confidential Data
via the FHIR xml contained in the pdf export. This information contains details that are not visible via
the web user interface (the application form UI) nor the PDF itself, however, details on Manufacturers
and ingredients are listed on the XML attached to the pdf export.

Please note that in one go you can add:
= one or multiple users from the 'My Organisation Affiliate(s)’ tab, or,
= only one user from the 'From Other Organisation(s)’ tab.

Click on the EEbutton

You will be prompted with a list of all added co-authors for that Application Form. It is to be noted that
only users with the Role Status ‘Affiliated’ can access / edit an Application Form.

There are no automated notifications sent when co-authors are added.

You can send an email notification directly from the PLM Portal eAF to the co-author(s) from other
organisations whose role status is set to ‘pending’. This will alert the added co-author(s) that they have
been added to the application form. This notification is not automatically sent.

If you are adding a co-author from another organisation, a very important note related to
Commercially Confidential Data (CCI) is displayed on this screen.

PLM Portal - Human Variations eAF - Guide to navigation Page 16/100
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< Add Co author

My organisation Outside my organisation

All users, including co-authors, must be registered with EMAS Identity and Access Management system (IAM) and assigned a role belonging to an organisation. Applicant Managers and Applicant Coordinators can invite co-authors
from other organisations to co-edit their applications using the invited users email address. Users from other organisations will be granted access to the application form as soon as their role request to the organisation in question

has been granted in IAM. You have an option to send a notification to inform the invited co-author about the invitation so that any previously unaffiliated users can request affiliation in IAM. Different roles with different levels of
access are available in IAM:

Adding Applicant Contributers will enable sharing this application with them, however, restricts features like Finalisation, Adding Co-Authars, Export for viewing medicinal product information not contained in the application
= Adding Applicant Managers will enable sharing this application with these users, enables all functions, and also shares all medicinal products of the organisations the users are affiliated to (including commercially
confidential information)

Adding Applicant Coordinators will automatically share all applications and medicinal products (i
authors explicitly

commercially information) with these users. Applicant Coordinators do not need to be added as co-

Full name * Email address

Kristiina Sheahan

Figure 11 - Add Co-author

You may wish to send a notification to those users whose Role Status is ‘Pending’. This notification
informs the user to create an access role request for that organisation.

If you wish to add a co-author to already created application, you will need to return to ‘menu’ of

‘Application forms’ and right click to select the application form into which you would like to add the
authors.

Home > Application Forms
Application Forms P (ISTEpEIE
Draft Deactivated Completed All Column visibility ~ ok '3
Application Application Last modified Last
PP 4 Friendly name PP Reference MAH Created by Created on v modified Status Actions
form ID form type by on
Variation Form 08/01/2025 08/01/2025 >
7z 0 B
VAR/25/92 Human Kristiina Sheahan % Kristiina Sheahan 7 Draft © @4 C
I & View/Manage Co-authors |
Variation Form - 07/01/2025 07
VAR/25/77 European Medicines Agenc Kristiina Puusaari Kristiina Puusaari . .
R/ Human P gency 15:45 18 @ Deactivate Application Form
Variation Form 06/01/2025 07 [ Exports
VAR/25/34 Human Kristiina Sheahan 10:42 Kristiina Sheahan 09
o Rename Application Form
ey, Variation Form N 06/01/2025 06/01/2025 .
Z @ o
VAR/25/41 Human European Medicines Agency Kristiina Puusaari 7 Kristiina Puusaari e Draft © @4 C

Figure 12 - View/Manage Co-authors
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Home > Application Forms > View/Manage Co-Author
View/manage co-author
I S Add Co-authors
Name Email address Role + Status
Kristiina Sheahan Applicant Manager Affiliated (-]
Coordinator(s) with implicit access to this application
Name * Email address Role Status
Applicant Coordinator Affiliated
Applicant Coordinator Affiliated
Applicant Coordinator Affiliated
Applicant Coordinator Affiliated
:

Figure 13 - Add Co-author

2.1.3.How to access previously created/edited electronic Application
Form(s)

Industry users with an active EMA account and with the eAF Applicant Manager role can edit existing
Application Forms which have been created by them;

Industry users with an active EMA account and with the eAF Applicant Coordinator role can edit an
any existing Application Forms from the organisation(s) on whose behalf they will be acting;

NCA users with an active EMA account and with the eAF Competent Authority User role can edit any
existing Application Form from their Member State.

1. Sign into the PLM Portal - eAF

2. On the home page, top navigation bar, click on Application Forms or navigate directly from the
‘Application forms’ link in the middle of the screen

3. Click on Application Forms

Product Lifecycle
eAF ~ ePI ~ SPOR ~ IAN
Management Portal oo
) Electrd
New Application Form
. : 2 L\
1 i PR If [l'] - k ik
Electronic application forms Electronic product information V‘ Product Managemen
(eAF) (ePI) % (PMS)
A secure online portal for managing electronic Application Forms. ePI on the PLM Portal streamlines product information management, | Product Data Management User Interface (UL
enhancing data accessibility, accuracy, and collaboration across the product product data available in the Product Managel
lifecycle. database.

Create new eAF Create new ePI PMS guidance
€AF list ePI list

eAF guidance > Published ePIs >

ePI guidance >

Figure 14 — eAF List

Depending on your access role(s)/permissions, you will see a list of Application Forms available for you:
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= eAF Applicant Contributor role — Application Form(s) in which you were added as co-author;

= eAF Applicant Manager role - Application Form(s) created by you or in which you were added as

co-author;

= eAF Applicant Coordinator role — all the Application Form(s) of the organisation(s)/affiliate(s) for
which you have the Coordinator role;

= eAF Competent Authority User role - all the Application Form(s) of the country for which you

have the Coordinator role.

Product Lifecycle
Management Portal

VAR/23/791

VAR/24/798

vAR/2

VAR/24/843

vAR/28/827

Figure 15 - Application Forms

Heme = Application Farms

Application Forms

Draft Deactivated Completed All

Column visibility ~

+ New application

L O

Applicati Applicati Last modified
pplication 4 b zendly name e Reference MAH Created by Created on modiied | |ast modifiedon  Status  Actions
form ID form type
r2e/18s Kristiina Puusaari - EMA - post deployment check create Variation Form Kristiina 17/03/2025 Kristiina 24/03/2025 ———
\ y 00 -
VAR/Z5/1871 new application/co-author Human Sheahan 20:53 Sheahan 14:18 Draft > B G
Variation Form Kristiina 24/03/2025 Kristiina 24/03/2025 —
VAR/2S/ . o B L
VAR/25/2050 SuperPill 50mg manufacturer update Taman s a0 s s Draft vl
- : R S, View/Manage Co-authors
e wem  mmes g e
- : () Deactivate Application Form
. Variation Form European Medicines Kristiina 16/03/2023 Kristiina 19/03/20;
v y .
VaR/23/a31 System demo prep Human Agency Puusaari 13:45 Puusaari 04:31 Exports
[ test additional inf Variation Form European Medicines Kristiina 07/03/2023 Kristiina 19/03/20; ©F Rename Application Form
e retest acditional info Human Agency Puusaari 09:16 Puusaari 04:31 -

Figure 16 - List of Application Forms

The Application Form(s) are distributed into different tabs, mainly reflecting their possible different
statuses: Drafted, Deactivated and Completed and a tab for All the Application Forms.

In all four tabs, you may use:

= the Search Q bar to more quickly find the Application Form you may be looking for,

= the Column visibility button, to hide/unhide columns from the list of Application Form(s),

= the Refresh O button, to get the latest list of Application Form(s),

= the Download button, to extract in Excel format, the list of Application Form(s) visible on a
specific tab. Note that in order to download the full list you must first click the 'Load more’ button,
otherwise the export will only contain the submissions displayed on the screen at that moment,

and,

PLM Portal - Human Variations eAF - Guide to navigation
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v the [OCEICINETAJsllle=1alelsNEe)gutl button to initiate a new Application Form.

If you are a coordinator or you regularly work on lot of application forms, you might initially only see a
short subset of previously created application forms. To see all previously created forms that you have
access to, please click the button.
Modified by/date: Please note that the modified by/date will change if any user does any action, such
as save, this includes ‘automated system actions’, such as overnight system review of last edited date.
If you wish not to change the modified by, do not click ‘save’ anywhere, just cancel to come out of the
form.

@ & @ -
As the options differ for application forms in the different tabs, click the ‘three dots’ button
, at the right hand-side of each row on the list of Application Form(s), to check which actions you can
perform on that Application Form. Those actions also depend on vyour assigned access
role(s)/permissions.
The following table provides an overview of which operations can be performed for each Application Form
status and access user role:

Table 1 - Application Form operations

User Industry user(s) NCA user(s)

Role name (UAT) eAF Applicant (UAT) eAF | (UAT) eAF | (UAT) eAF
Applicant Applicant Competent
Manager Coordinator Authority User

Application Contributor
Form Status/tab

Draft - View Application Form - View Application Form

- Edit Application Form = (B ifarplliez ol [Feti
- Exports

- View/Manage Co-authors - Deactivate Application Form

- Clone Application Form

- View/Manage Co-authors

- Rename Application Form

Deactivated - View Application Form - View Application Form

- View Co-authors

- Exports

- View Co-authors

- Clone Application Form
- Reopen Application Form
- Delete Application Form*
Completed - View Application Form - View Application Form
- View Co-authors - View Co-authors
- Exports
- Reopen Application Form
- Clone Application Form
- Deactivate Application Form

All Operations depend on the Status of the Application Form.
Refer to the above operations and statuses

& Feature not yet developed
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Description of the different operations:
= Exports — export generates a PDF eAF document which contains an FHIR XML attachment,

= View Co-authors (available in the 'Deactivated and Completed tabs) — provides a (read-only) list
of all previously added co-authors onto a given Application Form;

= View/Manage Co-authors (available in the '‘Drafts tab) — displays a list of all previously added
co-authors onto a given Application Form, allowing to manage that list (remove and/or notify co-
authors) and to add new co-authors. If at least one co-author has been added, you may also
remove yourself. In that case, you would lose access to that Application Form and would no
longer be able to see/edit it.

= View Application Form (available in the Draft, Deactivated and Completed tabs) — provides a
(read-only) view of the Application Form in terms of Product Selection, Type(s) of change(s),
Procedural Information, Proposed Changes and Finalisation;

= Edit Application Form (available in the 'Drafts tab) — allows the user to edit all fields in that
Application Form;

= Clone Application — creates a separate copy of the selected Application Form;

= Deactivate Application Form (available in Draft and Completed tabs) — updates the Application
Form status to Deactivated. Marking Application Form with the Deactivated status works as an
intermediate soft deletion - deactivated Application Forms can always be moved back to Draft
status, edited, finalised, and get Completed status or, once the functionality is available be
completely deleted. Application Forms with Deactivated status have a retention time of one year
- after that time, if the Application Form creator does not reopen or finalise it, that Application
Form will be completely deleted. A notification e-mail will be sent to the Application Form creator
seven days before the end of the retention period;

= Reopen Application Form (available in Deactivated and Completed tabs) — updates the
Application Form status to Draft, allowing editing of that same Application Form;

= Delete Application Form = it completely deletes the Application Form so that it will no longer be
possible to see/access it. Note: this feature is not yet available and while it will be a useful
function, the development has been postponed to further into future as the ‘deactivate
application form’ function can be used as a 'soft delete’ for the time being.

Electronic Application Forms with the Draft or Completed status have a retention period of 104 weeks
(approximately 2 years).

2.1.3.1. Re-open ‘completed’ or ‘deactivated’ form for further editing

If a VSI (validation comment) is requested by a regulator that leads to a need to edit already completed
application form (a form that has been finalised (using the Finalisation function) and submitted to the
regulator) it is recommended that a copy of the original form is created.

If you need to edit a form that has been finalised i.e. it is in the ‘completed’ tab, it can be reopened for
editing by clicking the small arrow in the right-hand corner in the list of forms (completed tab). There
might also be a need to re-open a deactivated form, this is done the same way, selecting the option ‘Re-
open application form’.
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Home > Application Forms
Application Forms - BEmeiei
Draft Deactivated Completed All Column visibility + b, O ‘ Q ‘
Application 4 o1y name Application Reference MAH Created by Createdon 4 Lastmodified , Last Status  Actions
form ID form type by modified on
as Variation Form 04/10/2024 09/01/2025 o O
VAR/24/2385 Hurman 12:08 d Completed @ 5, (L @
@ Reopen Application Form |
Variation Form 08/01/2025 08/01
VAR/25/116 " .
R/25/ Human 17:31 17:54 @ Deactivate Application Form
Variation Form 10/12/2024 os/o1 [ Exports
VAR/24/4105 Human 14:51 16:37
Variation Form 08/01/2025 08/01/2025 © & [0 e
VAR/25/107 Human 1325 1223 Completed @ & (C

Figure 17 - Reopen Application Form

Upon clicking this option, the form in question moves back to the ‘Draft’ tab where the editing can be
continued.

Once the editing has been completed, the form can be *finalised’ again and it will be moved back to the
‘Completed’ tab.

2.1.4. Clone application (also known as Copy application) function

The clone application (form) function creates a complete copy/clone of the selected previously created
application form. The feature is available for all applications, regardless of the status of the form (draft,
deactivated or completed).

When creating a copy, it is possible to change the MAH. If a different MAH is selected products are
removed from the copy to avoid any unintentional sharing of commercially confidential product
information.

Application Forms

Draft Deactivated Completed Al mn visibility + b, O ) puusaarl
Last

Reference MAH Created by Created on  * Last modified by modified on  StAtUS Actions

Application
form ID

Application

Friendly name form type

Variation Form 07/01/2025 07/01/2025
AR/ 25, test kP European Medicines Agenc Kristiina Puusaari Kristiina Puusaari Draft 7
Human v e 15:45 15:56 N

vaniation For /01/2025 /01/2025
vananon FOrM — eyropean Medicines Agency Kristiina Puusaari /01202 Kristiina Puusaari b

16:23 17:11 praft

VAR/25/41 heck before sprint 1 d ent
check before sprint 1 deploymen Human

\variation Form 12/01/2023 26/12/2024

Figure 18 - Clone Application

Upon clicking the Copy application option, a new window will open where the user will need to give the
form ‘Friendly name’ and select the MAH - follow the same steps as when you create a new application
with filling in the application particulars.

This feature caters to two different scenarios:

1. The first scenario addresses situations where an application has been previously submitted,
however subsequent requests for information or alterations have arisen. Users may want to
retain the original, finalised version while making modifications for resubmission or to
address queries. This functionality serves as a solution for versioning. It enables the
creation of a clone of the original application, allowing modifications to be made, thus
maintaining two distinct versions of the same application.

2. The second scenario pertains to reuse of the application form particulars and is
comparable to ‘save as’ which is very useful if you for example have another variation
application containing all or some of the same products as in previous application.
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Occasionally, it might be necessary to change Marketing Authorisation Holder (MAH) and
access limitations might prevent the cloning of products, ensuring adherence to security
protocols, and consequently, only other relevant information will be cloned.

Home > Application Forms > Draft Application Form

Create new application
1 Select Application Details 2 Add Co-Author

Application form type

- Organisation details
‘ Variation Form Human "| S
Organisation ID ORG-100013412

i * Customer Account Number 1234567890
Friendly name

" LocID LOC-100020264
‘ SuperPill 50mg manufacturer update |

LOC ID modified on 14/01/2025 17:01

Address Domenico Scarlattilaan 6
Amsterdam 1083 HS

n Netherlands
x

Reference MAH *

[ European Medicines Agency

Create 8 Next |‘ Cancel |

Figure 19 - Create & Next

e Upon selecting "Create and Next," the process involves recognising the user initiating the

possessing inherent access to the application. Within the organisation, individuals holding
a coordinator role have overarching visibility into all applications, thus eliminating the necessity for
explicit inclusion in this specific instance. If the organisation structure designates all country affiliates
of headquarters as coordinators, sharing the clone directly with them becomes unnecessary.
However, should a specific organisation in a particular country require access to the clone, the
individual responsible for managing the application in that country can be added as a Co-Author
using the "Add co-author" feature.

1 Select Application Details v [NERVCTR N

Co-authors added to this application
Add Co-author

Full Name Contact Email Role Role Status

Coordinator(s) with implicit access to this application

Full Name 1 Contact E-Mail Role Role Status

andari

=3 2 B

&

Figure 20 - Add Co-Author

e Upon completion of these setup configurations, click on the “"Next” button to start a comprehensive
duplication process. This includes replicating all previously entered data—such as products, scopes,
and proposed changes—ensuring the transfer of all relevant information to the newly created clone.
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IMPORTANT NOTE: Please do not interrupt the cloning process by clicking 'close’ in the 'Add Co-
Author window, or return to the application list before the copying has finished. Although the 'Close’
button is available here, please always click ‘Next’ instead to avoid errors in the copy. Interrupting
the copying will lead to creation of an empty or partially cloned form and can cause further issues
during the form editing. Please note that we are currently working on an improvement to prevent
interruption of the copying process to prevent these issues in future.

e While the copying is ongoing, a notification is placed on the screen to prevent editing until the copying
has finished.

Just a moment

Please wait...
We are currently cloning application data. To ensure data integrity and prevent any loss, all operations are temporarily blocked. This
process may take some time. Thank you for your patience and understanding.

Figure 21 - Ongoing Cloning Application Data

1 Select Application Details v 2 Add Co-Author

Co-authors added to this application

Full Name Contact Email Role ™ Role Status
Kristiina Puusaari Kristiina.Puusaari@ema.europa.eu EMA Admin Assistant Affiliated E'

Coordinator(s) with implicit access to this application

Full Name Tcontact E-Mail Role Role Status
Applicant Coordinator Affiliated
.ema.europa.eu Applicant Coordinator Affiliated

Figure 22 - Cloning Application "Next"
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1 Select Application Details v [NERFETRS N

Co-authors added to this application

Full Name

Contact Email Role 1 Role Status
Noel Diamant noel.dlamant@ages.at EMA Admin Assistant Affliated °
Coordinator(s) with implicit access to this application
Full Name 1 Contact E-Mail Role Role Status
Sindhu Bandari sindhu.bandari@ext.ema.europa.eu Applicant Coordinator Affiliated
-]

Figure 23 - Completed Cloning Application
The selected scope is cloned

Home > Electronic application forms list

Kristiina Puusaari - EMA - sprint test after ...

B save ) validate [ Exports & Refresh Close

Application form ID: VAR/25 Type: var m Human | Version: 1.2.0.4 | Last saved : 139 May 2025, 09:0 - J

Product selecti
% Product selection @ Types of changes
x. Types of changes @ variations Included for this application (&
[@ Proposed changes @

T scope Selected Description Action
& Finalisation [:]
~ A.6 Change in ATC Code / ATC Vet Code 1 A.6 - ADMINISTRATIVE CHANGES - Change in ATC Code / ATC Vet Code W
Identifier Procedure Type Implementation Date Implementation Date Note Article 5 Action
v A.6 - Variation Type I8 - 1 Variation Type 1B N/A

Figure 24 - Cloned Selected Scope
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Procedural information will also all be cloned

Product Lifecycle
Management Portal
Home > Hectronic application forms list

precise scope and background for change

Product selecth .
“ e @ Procedural info
% Types of changes @
e Type of authorisation
Centraised Procedure
@ Proposed changes @
i Additional info °
& Finalisation o
Domain *
Human use
Type of application
Single Regulatory Activity

(] tnduding a line extension
Worksharing
Super-grouping

Procedure type.

variation Type It

Name and address of MA Holder (Applicant)

Figure 25 - Cloned Procedural Information

Electronic application forms.

MEDICINES HEALTH

Electronic product information Products Management Service SPOR 1AM RIS Forum

& Kristiina Puusaari

Variation procedure number

Change(s) concern(s)
For Type 18 and Type II variations only, tick all chang

I indication
(] paediatric requirements
] safety
[ Quality
[ Annual variation for human influenza vaccines
[] variation to changes related to the active substance of a human coronavirus vaccine
] Medical devices
{1 other

Alternative company name

The form procedural information, including contact person contact details are copied

Home > Electronic application forms list
Kristiina Puusaari - EMA - pdf post deploy...
Tyve: " Version: 1.2

Application form ID: VAR/ 257652

4 Product selection procedural info ©

¢ Types of changes

= Type of authorisation
National Procedure

@ Proposed changes

& Finalisation

Domain *

Human use

Type of application

Single Regulatory Activity
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Figure 26 - Cloned Procedural Information with Contact Details
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Within the “Proposed Changes” section, “Precise Scope” and “Background” are be cloned.

double

Type(s) of

Procedural

SRNC IR N

®

Product Selection

Product Lifecycle

Finalisation

eAF ePl PMS * SPOR *~ 1AM IRIS Forum 2, Kristiina Puusaari
Management Portal
jcation For Variation Form Hu -
check = save
Application form ID: 16 | Type: Var Form Human | Version: 1 Last saved 5 2 —
Proposed Changes
Change(s)
Information Precise Scope and Background for Change
Erepres Precise Scope for Change *
st
om - sz - B [ U £+ A- " x = % -0

Background for change and justification for grouping, worksharing and classification *

test

Figure 27 - "Precise Scope" and "Background" Cloned

Present and Proposed Changes

Add changes

Scopes

Medical Device Pharmacotherapeutic Group (ATC) ¢ Edit W Delete
A.2.b - Variation Type IB - 1 i-sdt

Proposed changes Text / Org. Changes

Figure 28 - Present and Proposed Changes

1.

2.1.5.

If you are cloning an application and have selected a different MAH, the product might not be
available for you. Therefore, please access the product section and manually select the specific
products pertinent to this application. Simply choose the relevant products and incorporate them
into the application by utilising the "Save" button. Subsequently, associate the previously
created present proposed texts with these selected products to ensure their alignment. For
non-CAP products, all scopes are normally automatically associated to all non-CAP products, in
cloned applications you will currently need to re-associate the newly added products to
the scopes i.e. the scope tickbox needs to be re-ticked to ensure the scopes are selected.

Please note that any ‘Other applications’ that have been selected in the original application will
also be cloned. If you are changing the product, please manually delete the previously selected
procedure numbers related to other products. Please note that this is a bug which will be
addressed in a future release.

Delete form function

The delete form function is not yet available and while it will be a useful function, the development has
been postponed to further into future due to prioritisation of user stories and as the ‘deactive application

form’ fu

nction can be used as a ‘soft delete’ for the time being.
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2.1.6. How to add/delete co-authors from an Application Form

Industry users with the eAF Applicant Manager role or the eAF Applicant Coordinator role and NCA users
with the eAF Competent Authority User role may add/delete co-authors from an Application Form.

You may add/delete co-authors either (i) at the time of creation of an Application Form, (ii) when copying
an application form or (iii) at any other point in time, after having created the Application Form.

1. For (i), please follow the instructions on section 2.1.2 How to create a new electronic Application
Form;

2. For (ii), please follow the instructions on section 2.1.3 How to access previously created/edited
electronic Application Form(s)

2.1.7.Concurrent users

The system does not currently prevent multiple users accessing the same application form at the same
time and there is no indication for the multiple users that another colleague is currently editing the
same form. Concurrent edits can and in most cases will lead into data loss as the system will save
changes entered by the person who ‘saves’ their changes first. Applicants are strongly advised to ensure
through internal workflows that multiple colleagues are not working at the same time in the same
application form to avoid data loss and/or systems errors.

2.2. Product Selection

2.2.1. How to add a product in an Application Form
2.2.1.1. Unfiltered view (adding products without searching)

Industry users with the eAF Applicant Manager role or the eAF Applicant Coordinator role and NCA users
with the eAF Competent Authority User role may add/delete products from an Application Form.

It is recommended that the form is filled out in the order the sections appear in the PLM Portal web user
interface. The automations and calculations will work in an optimum way when the steps are followed in
the proposed order. It is of course possible to move back and forth between the different sections,
however, some changes in selections may not be immediately reflected in the form, or may not be
reflected upon until the ‘validate’ button is clicked or the form is refreshed.

IMPORTANT NOTE: The list of displayed products strongly relates to roles that have been granted to
your user account - you will only be able to see the products that are authorised for the
organisation in which you have the Applicant Manager and/or the Applicant Coordinator roles.

The adding of products should always be the first step when starting to fill in the web-based Application
form. Refer to the Products Selection step on the left-hand side of the menu.

1. Access an existing form from the applications list or create a new Application Form. See sections
2.1.2 and 2.1.3 for further details

2. In the Product Selection page, as a first step in a new application form click on gEgisi=l(S{ealZgels[¥fels
button.
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Home > Electronic application forms list
Product selection update —
e . L o l Save l &) Validate I [) Exports l O Refresh l Close
Application form ID: VAR/25/402 | Type: Variation Form Human | Version: 1.0.0.0 | Last saved :24 Mar 2025, 13:28
&, Product selecti -
f DR s Product selection
< Types of changes g Products concerned by this application®
[F Procedural info
[z Proposed changes
@ Finalisation
Select product
No products have been selected in this application yet.
+ Select product

Figure 29 - Add Product

3. Upon clicking this button, an empty search grid will appear. If you wish to see all products
that are available to you, you need to click the magnifying glass icon on the left-hand side
of the search grid. If you know that you have more than 10 products available for you and you
wish see an extended list, you need to, as the first step, change the number of products shown
to you by clicking the button before clicking the magnifying glass. The default
view is limited to 10 products.

¢« Select products
Application form ID: VAR/25/403 | Friendly name: Product select
| Column \/\s\bmwlvl Show 10 rows |}| @ Clear filters  View selected products ‘ Q ‘
10 rows _ -
D T Full name Active substance Authorisation country MA holder MA no. MRP/CP no. PMS ID

v 100 rows
| B 500 rous | | | | | | | | | |
No data available in table

Showing 0 entries

Figure 30 - Column Visibility

4. The unfiltered view will simply give you the first 10 (or 100 or 500 if you manually change this)
products available for selection. If you have more than 500 medicinal products available for
selection, you need to use the column filters to find the products you wish to select. Please
note that you will only have option to select from medicinal products for which you are
affiliated to, you will not see products from other companies unless you are affiliated to these
other organisations.

5. Select the products by clicking anywhere in the row.

IMPORTANT NOTE: To improve system performance the product selection has been limited to
‘saving’ of up to 50 products at the time. If you need to select more than 50 products in the
application form, you can simply repeat the product selection step as many times as needed. If
you have used the ‘select all’ tickbox to select more than 50 products, you will not be able to
save all the selected products. You will need to either cancel the function or manually deselect
the products you save ‘as the next batch’ into the form.
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Active substance(s) MA Holder MA Nr. MRP/CP N

Dantrium Powder for solution for injection Dantrolene sodium Denmark Norgine B.\. 10476

DANTRIUM 100 mg, gélule Capsule, hard Dantrolene sodium France Norgine B.V.

] TRNTRIOT 25 T, Jere Capsule, hard Dantrolene sodium France Norgine B.V, 34009 321 560 0 9

Figure 31 - Selecting the Product

2.2.1.2. Searching and filtering (adding products using search and filter
options)

1. If your access gives you option to select from many products, it is helpful to use the search and
filtering options to by using the search and filter capabilities you can find the required medicinal
product(s) more quickly. Also, if you have more than 500 medicinal products available you will
need to use the filters to find the relevant product(s). You can use one or more column filters.
It is also possible to sort the columns by clicking the column name.

2. In the Select Product subpage, use available fields for defining the product search to select the
applicable product(s). Different columns are available to allow users to select their preferred
search criteria. It is possible to adjust the column visibility using the ‘column visibility’ option.
Depending on the number of products available for each user the list may need to be filtered
with multiple attributes. Please note that especially for products authorised through MRP/DCP or
NP some attributes may be empty due to data issues or due to information not being available
at that level, for example if the products are authorised on the packaged medicinal product level
in the member state, there maybe not be a MA number available on the medicinal product level.

3. Start the search by typing into any of the search fields and click ‘enter’ to start the search or
click the magnifying glass Os to the left of the search filters.

Fonding &
) Product Selection > View / Select Product

MA Holdar A Nr. MRD/CP He. pHS 1D HpID

Film-coated tablet Lamivudine, Abacavir atvia Viatris Limited 17-0218 AT/H/0920/001 600001456380

Film-coated tablet Lamivudine, Abacavir Lithuania viatris Limite AT/H/0920/001 600001479647

m-coated tablet amivudine, Abacavir stonia Viatris Limited 974818 AT/H/0920/001 600001843282

Showing 1 to 4 of 4 entries

4. Itis possible to filter this list to look for the specific product(s) for selection using the field called
‘Filter’. The more you type the more the list is filtered.
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6)@ Column visibility ~  Refresh @  Show 10 rows ~

Full Authorised Active
D Name Dose Form substance(s)

ABASAGLAR

100 units/mL

KwikPen Solution for Insulin
o solution for injection glargine

injection in a

pre-filled pen

ABASAGLAR

100 units/mL

Tempo Pen Solution for Insulin
=] solution for injection glargine

injection in a

pre-filled pen

View Selected Products

Authorisation

Country MA Holder
European Eli Lilly

Union Nederland B.V.
European Eli Lilly

Union Nederland B.V.

MA Nr. THRp/CP N

EU/1/14/944

EU/1/14/944

EMEA/H/C/002835

EMEA/H/C/002835

EMEA/H/C/002)

PMS ID MP ID

Figure 32 - List of Products

5. When you have found the products you wish to include in the form, please select the rows by
clicking to them. It is not necessary to tick the tick box, selection can be done clicking
anywhere in the row. Once you have selected the required products (maximum of 50
medicinal products can be saved at any one time), click save at the bottom of the page. If you
need to include more than 50 products in the application, please repeat the select and save as
many times as needed selecting maximum of 50 products at the time.

Column visibility v Refresh @ Show 10rows »  Clear Filters

0
. ABILIFY 10 mg orodispersible S
tablets
ABILIFY 15 mg orodispersible 7
tablets Orcfiispersible tablet
& ABILIFY 30 mg orodispersible oraersble ot

tablets

Showing 1 ¢ 3 of 3 entries

1 rows selected

Aripiprazole

Aripiprazole

European Union

European Union

MA Holder HA N,

Otsuka Pharmaceutical

Netherlands Funalzre
Otsuka P e
Netherlands B.V. LR
T P

MRP/CP .

EMEA/H/C/000471

EMEA/H/C/000471

EMEA/H/C/000471

1S 1D

600000000449

500000000450

600000004293

Figure 33 - Including Products in the Form

NOTE: the product selection works better if you simply click anywhere on the row, for example near
the product name, rather than attempting to tick the available tick box. You may want to use the search

bar to further filter your displayed products list.

6. Click on the button.

Column visibility v Refresh @ Show 10 rows =  Clear Filtars
Full Authorised
= Name Dose Form

ABILIFY 10 mg
orodispersible tablets

- ABILIFY 15 mg
a orodispersible tablets

ABILIFY 30 mg
orodispersible tablets

Orodispersible table

Orodispersible tablef

Orodispersible table

Active substance(s)

Aripiprazole

Aripiprazole

Aripiprazole

Authorisation

Country

European Union

European Union

European Union

MA Holder MA N,

Sasren i Halder S——
Otsuka Pharmaceutica e oar
Netherlands B.V. LR
Otsuka Pharmaceutica =
Netherlands B.V, ALt
Otsuka Pharmaceutica .

Netherlands B.V.

MRP/CP Nr.

Saareh MRP/CP Nr

EMEA/H/C/000471

EMEA/H/C/000471

EMEA/H/C/000471

PMS ID

Search prs 10

600000000449

600000000450

600000004293

Figure 34 - Saving
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Please note: After clicking on the “Save” button, the system will perform several adjustments and
integration in the background while the product and related packages are added to the application form.
While these ‘background maintenance’ activities are happening, editing the form is blocked by a
maintenance pop up window. Please note that the duration that further actions on the form are blocked
by the pop up depends on the number of selected medicinal products and the number of available
packages for those medicinal products. Saving of products is limited to 50 medicinal products at one
time. The selection of products and saving of them can be repeated as many times as needed.

Just a moment

Please wait while the selected products are added in your application.

=1 2=

Figure 35 - Adding Products in the Application

7. The message will remain on the screen until the background processes have finished. The
“Return” button will redirect the user to the application form list, and the “Refresh” button will
refresh the current page.

8. Once the pop up disappears, you are presented with a list of your selected products. You can
click the arrow on the left side of the Medicinal Product name to expand to view the list packaged
medicinal products.

Please note that the packages impacted by this variation are selected in the Present and Proposed
section. All packages appear unselected until they have been selected in Present and
Proposed section. For CAPs only it is possible to select only packages that are impacted by
the variation. Also, for CAPs only, it is possible to indicate which packages are impacted by
which classification scope.

[

s ]

Full Authorised Active
Name Dose Form Substance

Otsuka Velid -
Orodispersible European Pharmaceutical , ; Transferred
A ABILIFY 15 mg orodispersible tablets, o Aripiprazole V1o o EU/1/04/276  EMEA/H/C/000471 600000000450 rracketing o3
B.V. authorisation

Search

wa e @ el Autharisation

PuS 1D MpID Variation  Selected
Status .

Selected Packaged Medicinal Product(s)

Authorisation
Status

Full Name Pack Size MA Number Package 1D

S

/alu), Package siz ed marketing authorisati

ABILIFY 15 mg orodispersible tablets 28 x 1 tablets {unit dose)

EU/1/04/276/025 \D/:hd - Transferr

Packaging: blister (alu/alu), Package siz
& 141 tablets (unit dose)

Valid - Transferred marketing authorisati

ABILIFY 15 mg orodispersible tablets 14 x 1 tablets (unit dose) EU/1/04/276/027

Packaging: blister (alu/alu), Package siz

ABILIFY 15 mg orodispersible tablets 45 x 1 tablets {unit dose) D o)

EVROEEETED \D/:w - Transferred marketing authorisati

Showing 1 ta 3 of 3 entries

Showing 1 to 1 of 1 entries

Figure 36 - Expanding view of List Packaged Medicinal products

PLM Portal - Human Variations eAF - Guide to navigation Page 32/100
Version 1.9



O

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

9. If you wish to add more products, please repeat the steps above, however, please note to
improve performance we have limited the saving of the products to 50 medicinal products at the
time. The product selection process works like a ‘shopping basket’ function where you select the
product by ticking the box and you can clear filters and launch new searches until you have
selected all products you need, and then click save.

For very large applications containing several hundreds of medicinal products, we are aware of
intermitted issues. The implementation of saving of limited number of products guarantees the
correct functioning of the saving of the products in the application form and hence helps the overall
performance although it can feel like a limitation at first. Viewing selected products

If you are in the middle of adding products to the form and wish to view products that have been already
added to the form you can click on to have a glance at the products you have
selected and saved previously. You can toggle between that view and the view
to go back to the full list of selectable products.

Please note that the list of available products will only become visible once at least one search criteria
has been added to the search grid. Otherwise, an empty search grid will be displayed.

Product Selection > View / Select Product

@
Figure 37 - View selected products

« Select products
Acsication form 101 VAR/I5/3537 | Py names Krstina Puvca

T Full name Authorised dose farm Active substances Authorisation country MA halder MA no. MRF/CP na. PHS 1D

= El Bactroban 2% cream Cream MUPIROCIN CALCIUM Malta Glaxosmithkline (Ireland) MA192/02403 600001600943
Limited

selected packaged medicinal products

MA number Pack size Package ID Package description

I:] MA192/02403 31183132 SQUEEZABLE ALUMINIUM TUBES WITH A
SCREW CAP CONTAINING 15 G OF WHITE
CREAM,

Bactroban 2% kpépa Cream MUPIROCIN CALCIUM Cyprus Glaxosmithkiine (Ireland} 022917 DK/H/2964/001 600001664046
Limited

Selected packaged medicinal products

fp— Pack sze Packege Packsgs dascristion Aatorication

022917 31183180 EYMITEIIMA ZOAHNAPIA ANGYMINIOY valid
ME BIAQTO [TRMA NOY NEPFEXOYN 15 G
AEYKHE KPEMAZ

Figure 38 - View Available Products

If you do not find the product(s) you are intending to select, click on the Refresh button and try to define
the search criteria. Otherwise, please double check your roles. The product could also be associated with
another MAH. You can check the full product list in the 'SPOR’ menu by selecting the Medicinal Products
option. Here you will be able to view a Human Medicinal Product Overview report which can be filtered
and viewed.

You may also edit the columns that are displayed in the screen. Click on the Column visibility button to
select/unselect the intended columns to be displayed.
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n

Column visibility ﬁ Refresh

Full Name
Authorised Dose Form
Active substance(s) Auth
Authorisation Country F Dosg
MA Holder h Full Nan Sear
MA Nr.
MRP/CP Nr.
PMS ID

E Tablet
MP ID
RPI

o =

Figure 39 - Column Visibility

Once the background activities have finished, the list of selected product(s) is displayed and, you may
view the presentations of the selected products. You can do this by clicking the small ‘arrow down’ on
the left-hand side to the product name field. This arrow will expand the accordion to show the ‘Selected
Packaged Medicinal Product(s) i.e. the presentations available for each selected medicinal product.
Please note that you cannot select the presentations in this view, you can simply view them. The
linking of the packaged medicinal product and the scope is done in the Proposed Changes section (Present
and Proposed).

Please note: in some cases there may be a delay in the display of the packaged medicinal products in
this view. You may have to wait for several minutes for the view to be refreshed so that you can see the
presentations. You can see if the view has refreshed when you can see the ‘number of selected packages’
column to display the number of the packages for each medicinal product in the last column.

If the number of packages in this column is 0/0, it is possible that there is a data error in PMS. If you
experience this, please raise a service desk ticket to report a problem with a product.

Products concemed by this application

Column visibility - Associate MRP Nr. ‘ Q | + Select products
T Full name Authorised dose form ctive L= MA holder MA no. MRP / CP no. PMS ID Llp Authorisation status MR!’ L et
substance ‘country pul variation no. packages
A Benlysta 120 mg powder for Powder for concentrate for Belimumab European Union Glaxesmithkline EU/1/11/700 EMEA/H/C/002015 600000000550 Valid - Transferred 171
concentrate for solution for infusion.  solution for infusion (treland) Limited marketing authorisation

Selected packaged medicinal products

MA number Package size Package 1D Package description Authorisation status

D EU/1/11/700/001 1 vial 74313 Packaging: vial (glass), Package size: 1 vial, Content: 120 mg Valid - Transferred marketing authorisation
A Benlysta 200 mg solution for Solution for injection Belimumab European Union  Glaxosmithkline EU/1/11/700  EMEA/H/C/002015 600000993415 Valid - Transferred 3/3
injection in pre-filled pen. (Ireland) Limited marketing authorisation

Selected packaged medicinal products
MA number Package size Package ID Package description Authorisation status

EU/1/11/700/003 1 pre-filled pen 30060002 Packaging: pre-filled syringe (glass) in pre-filled pen, Package size: 1 pre-  Valid - Transferred marketing authorisation
filled pen, Content: 1 ml (200 mg/ml)

EU/1/11/700/004 4 pre-filled pens 30960003 Packaging: pre-filled syringe (glass) in pre-filled pen, Package size: 4 pre-  Valid - Transferred marketing authorisation
filled pens, Content: 1 ml (200 mg/mi)

EU/1/11/700/005 12 (3 x 4) pre-filled pens (multipack) 30960004 Packaging: pre-filled syringe (glass) in pre-filled pen, Package size: 12 (3 Valid - Transferred marketing authorisation
x 4) pre-filled pens (multipack), Content: 1 ml (200 mo/ml)

Renlvsta 200 ma solution for Salution for infection Relimimal h Furonean Union  Glaxosmithkdine FU/1/11/700  EMEA/M/C/O02015  60000NG93475 Valid - Transferred 26>

Figure 40 - Packaged Medicinal Product(s)

This view may also be particularly useful if you have multiple medicinal products that have the same
‘Full name’ but your variation only concerns one of those medicinal products (you may have a difficulty
to identify which medicinal product to select in product selection page and you may wish to add both/all
and then come to this view to see which medicinal product contains the presentations you wish to select).
To remove already selected medicinal product that should not be included in the application form, please
click the ‘Add product’ button again and deselect (by clicking the row(s)) the selected products not
needed in this application and save the updated selection.
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Please note that in this view, you cannot unselect any presentations. They all appear selected also for
CAPs. If you wish to associate only selected packages with selected scopes, you will need to do this at
the ‘Present and Proposed section.

Back in the Product Selection page, click on the button. You may want to click on the JEITERS
button to change the status of this section to Completed. Please note that you cannot validate until the

packaged medicinal products have been ‘calculated’ and the number of packages has updated in the last
column.

Kristiina Puusaari - EMA - Prod test check .

e ’E] Product selection

x2 Types of changes

@ Procedural info

@ Proposed changes

i Additional info ° T Full name. Authorised dose form TJ.«. x::;um s —
@ Finalisation

Powder for cor
solution for i

Belimumab European Union  Glaxosmithkline EU/1/11/700
(trefand) Limited

Selected packaged medicinal products

MA number Package size Package ID Package description Authorisation status
EU/1/11/700/001 1 vial 74313 Packaging: vial (glass), Package size: 1 vial, Content: 120 mg Valid - Transferred marketing authorisation
Benlysta
injection

Solution for injection Befimumab European Union EU/1/11/700  EMEA/W/C/002015 600000993415 valid - Transferred 3

marketing authorisation

Figure 41 - Save and Validate Buttons

2.2.1.3. How to update the MRP Nr. of a product in an Application Form

DISCLAIMER: the LSS JUEIERYRGANEN feature applies to WS variations containing CAPs and non-CAPs
and for variations containing non-CAPs only. It is now possible to indicate the MRP number for purely
National Products. This feature cannot be used for CAP only variations.

NOTE: It is a mandatory step to add the MRP variation humber for all MRP/DCP products - if this is
not done, the products are not shown in the section 2 of exported pdf form.

1. Access an existing or create a new Application Form. See sections 2.1.2and 2.1.3 for further
details

2. Once you have selected the products you wish to add in to your application form, on the Product
Selection page, click on the LSeleEI=RY: AN button

lection

4 by this application.

— e + st
rullname Muthoriced 4058y uhctance on o hodr wamo weercom  ewsmD P pborisation status Comms Cegeed
= s
v Bactroban 2% cream Cream MUPIROCIN Malta Glaxosmithkline (Ireland) MA192/02403 600001600943 Valid - Transferred marketing 1
CALCIUM Limited authorisation
v Bactroban 2% kpéua Cream MUPIROCIN Cyprus Glaxosmithkline (Ireland) 022917 DK/H/2964/001 600001664046 Valid 1
CALCIUM Limited
v BACTROBAN 20 mg/g mast Ointment Mupirocin Czechia Glaxosmithkline (Ireland) 46/147/87-C 600001592218 Valid - Transferred marketing 1
Limited authorisation
\  Bactroban Nasal 20 mg/g nosni Nasal cintment MUPIROCIN Czechia Glaxosmithkline (Ireland) 69/284/95-C 500001811053 Valid - Transferred marketing 171
st cacim

authorisation

Figure 42 - Associate MRP Nr. Button

3. You will see a list of MRP/DCP and purely national products you selected in a previous step. You
must add the MRP Variation number for the relevant MRP/DCP products in the field called MRP
Variation Number and select, by clicking the row, the relevant product(s). It is now also possible
to indicate the MRP number or a purely national product. Once you have finished selecting the

product(s), press the button. Repeat the step to add the relevant MRP variation number
to each respective product.
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+ Associate MRP number

Full name Authorised dose form | Active substamce. Authonsation coumtry MA holder MA 0. MRP/CP no. PHS 1D L] MRP Variation no.
[ eacrRoan 20 malg mast Gintment Mugirogin Caechi S6147187-C 00001592218
C1  esctroben tassl 20 mafa nos mast sl cintrment MUPIROCIN CALCIUM Ja— HIBHIS-C 00001811053

[ oxmassacou

4. Once you have finished, click the button and you will see the list of products with the
added MRP numbers.

Product selection
Products concerned by this application (D

S esocte 2o . + s praducs

1 Full name Auth o U Authorisation

ue 3 No. of selected
= e HA holder MA no. MRP / CP no. PuS 1D o Authorisation status MRP variation no.
\  Bactroban 2% cream Cream MUPIRGCIN Malta Glaxosmithkiine (Ireland) MA192/02403 600001600943 Valid - Transferred marketing 11

cALCIUM Limited

authorisation

\/  Bactroban 2% Kpéna Cream MUPIROCIN Cyprus Glaxosmithkiine (Ireland) 022917 DK/H/2964/001 600001664046 Valid DK/H/2964/001/Ws | 1/1
cALCIUM Limited

\/  BACTROBAN 20 mg/g mast Gintment Mupiracin Czechia Glaxosmithkline (Ireland) 46/147/87-C

600001592218 Valid - Transferred marketing 11
Limited autharisation
\  Bactroban Nasal 20 mg/g nesni Masal intment MUPIROCIN Czechia Glaxosmithkline (Ireland) 69/384/95-C 600001811053 Valid - Transferred marketing 11
mast cALCIUM Limited

autharisation

Figure 43 - MRP Numbers

5. The variation procedure number will be reflected in the relevant field of section 2 of the
exported pdf eAF

2. PRODUCTS CONCERNED BY THIS APPLICATION’

MRP Variation Number & BEM/0009/001/WS000

Active Substance

HEPATITIS B VIRUS SURFACE ANTIGEN [PRODUCED N 5. CEREVISIAE
CELLS BY RDNA] ADSORBED ON ALUMINUM HYDROXIDE, HYDRATED

MA Number(s) ® Full name 2' MA Holder name Member state Pharmaceutical Form 2

ENGERIXB 20 mikrogram'l mi Injeksjonsweeske, Glaxosmithkling ) —
o suspensjon.Vaksine mot hepatitt B (DA (adsorbert) AS MNorwary Suspension for injection

MRP Variation Number & |Benwnngmuzmsmn |

Active Substance

HEPATITIS B VIRUS SURFACE ANTIGEN [PRODUCED M 5. CEREVISIAE
CELLS BY RDNA] ADSORBED ON ALUMINUM HYDROXIDE, HYDRATED

Im Number(g) ® Full name 2! MA Holder name Member state Phammaceutical Form 22

14702 ENGERI¥EB 10 mikrogramy0,5 mi Injeksjonsveeske. suspensjon i Ghmsn'midlm " Suspension for injection in
ferdigfylt spreyte Vaksine mot hepati pre-filled syringe

Figure 44 - MRP Variation Number
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2.2.1.4. How to delete a product from an Application Form

Deleting a product from an Application Form implies to have added at least one product to that same
Application Form beforehand. See 2.2.1 on how to add a product.

1. Access an existing or create a new Application Form. See sections, 2.1.2and 2.1.3 for further
details

2. In the Product Selection page, click on EgsEIEedis]gels[EledS

« Select products

O Full name. Autharised dose form M halder MAna. MR O mo. eps 10

Figure 45 - Add Product

3. Click on VEWESEEeENEes[ifes to have a glance at the products you have selected and saved

in your application previously. You may switch between that view and the ISWWAEEls) (SN fels (VoS
view to go back to the full list of selectable products.

4. In the Select Product subpage, un-tick the product(s) click the button
and on the list of selected products, you will be able to remove/delete products from the
application form (click anywhere in the line). You may want to use the filters or the filtering field
to further define your displayed products list.

Note that the list displayed products strongly relates to roles that have been granted to your
user account - you will be able to see the products that are authorised for the organisation in
which you have the Applicant Manager and/or the Applicant Coordinator roles.

“ Select products

T ol name 1A holder MA no. MRP/CP no. PMs 1D

selimumal b European Union Glaxosmithidine (ireland) Umited EU/1/11/700 EMEA/H/C/002015 600000000550

Belimumab European Union Glaxosmithkline (Ireland) Limited EV/1/11/700 EMEA/H/C/002015 600000993415

and) Limited EU/1/11/700 EMEA/H/C/002015 600000993425

and) Limited EU/1/11/700 EMEA/H/C/002015 600000003610

Figure 46 - View Available Products

5. Click on the button to ensure that you save the changes you made i.e. to save the
deletion/addition of any other products.

6. Back in the Product Selection page you can see the updated list of products. You may want to
click on the JElENE button to change the status of this section to Completed.
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NOTE: even though it is possible to see the list of Packaged Medicinal Products (i.e. the presentations)
after selecting and saving the products, it is not possible (as per design) to be able to select or
unselect the presentations at this step. The list of presentations is displayed to ensure that the applicant
can review, and ensure that they have selected all correct medicinal products. The selection of
presentations impacted will be done at the time when products and scopes are linked in the Proposed
Changes (Present and Proposed) section.

The packaged medicinal products, linked to the variation scopes in Present and Proposed section are
those that will be displayed in the section 2 of the pdf export.

For CAPs only, the presentations that have not been linked to any variation scopes will not be
listed in section 2 and are not included in the variation procedure. It is very important to check and
confirm that only the relevant packaged medicinal products (i.e. presentations) are linked to variation
scopes to avoid unintentional changes to presentations that are not impacted by the variation.

For non-CAP products, where the authorisation is on the medicinal product level, all presentations of
the medicinal product are always automatically selected and cannot be unselected.

Known limitations:

There are number of known limitations in the system at the moment, some related to product data
quality, some related to functional issues/limitations/bugs. Please see a subset of these issues listed
below:

e The search should be triggered with press of ‘enter’ however, it is not always responsive and you
may need to click the magnifying glass on the left side of the search grid

e There are number of various data quality issues in the system, for some we are currently working
on technical solutions, some are due to the data quality from eXVMPD. Here, some examples of
known data issues;

o Products authorised in Finland are submitted to xEVMPD with both, the Finnish name and
the Swedish language name. While the issue has been corrected for majority of the products
authorised in Finland, the system still occasionally, displays one of these products with the
product name in Swedish language. In most cases where this happens, only Swedish name
is available in PMS. If you notice that the Finnish language entry is missing for your product,
please check that the Finnish name is available in xEVMPD. If xEVMPD is correct, please raise
a PMS ticket and the issue will be investigated. .

o Products authorised in Belgium have similar issue, however, they appear randomly with
either Flemish, French or German language name. We are still looking for solution to ensure
that the products can be searched with the ‘correct’ name.

o Corrupted products (affecting CAPs and non-CAPs) — small number of corrupted products
(i.e. products that are not available for selection are still listed and visible in the eAF,
however, upon selection they cause an error in the form. Unfortunately we are not able to
provide a list of such nullified products at this time as the list changes. The PMS team is
currently working to fix the issue . If you have selected one of these corrupted products and
are unable to export the pdf, please raise a service desk ticket and we might be able to fix
the product in the backend.

o Duplicate products (affecting CAPs and non-CAPs): due to data errors coming from
XxEVMPD/PMS some packaged medicinal products are currently visible under 2 different
medicinal products. This will cause an error in the eAF and user will not be able to continue
the use of the web based eAF until this data error is corrected. If you are preparing an eAF
and experience this issue, please raise service desk ticket using the EMA service now,
however it is most likely that we will ask you to use the interactive pdf eAF at these cases,
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it is still important that these findings are reported so that we can ensure that the issue is
thoroughly fixed.

Missing products (affecting only non-CAPs (approx. 19000 products, where the authorised
dose form is coming from a specific list e.g. combined dose form. Will not happen for example
for simple dose forms such as tablets): due to data errors coming from xEVMPD/PMS some
medicinal products are currently completely missing from PMS and hence they are not
available in the PLM Portal eAF. Unfortunately, there is a large number of these products and
user will not be able to use of the web based eAF for variations for these products until this
data error is corrected. If you are preparing an eAF and experience this issue, please raise
service desk ticket using the EMA service now so we can check if the product is impacted
by this issue or there is another reason for it not being displayed. For missing products you
will need to use the interactive pdf eAF.

2.3. Type(s) of change(s)

2.3.1. How to add a variation scope (classification category) in an Application

Industry users with the eAF Applicant Manager role or the eAF Applicant Coordinator role and NCA users
with the eAF Competent Authority User role may add/delete scopes in an Application Form.

The insertion of scopes is logically the next step when filling in the web form. The selection of the scopes
in the web form is comparable to filling in the first part of section 3 of the interactive pdf variation eAF.

Refer to the Type(s) of Change(s) Selection step on the left-hand side of the menu.

1. Access an existing or create a new Application Form. See sections 2.1.2and 2.1.3 for further
details

2. In the Type(s) of Change(s) page, click on SEl[Elefisleo]s]=

Home > Electronic application forms list

& Kristiina Puusaari - EMA - User guide

& Product selection
3 Types of changes.
[ Procedural info

[ Proposed changes

@ Finalisation

Figure 47 -

EE e

O Refrest | | [ clse |

Types of changes

Select Scope

3. In the Select/Edit Scope subpage, launch the search for scope (variation classification category)

selection by clicking on the magnifying glass Os The scopes (categories) cannot be searched in
Select/Edit scope subpage. Clicking the magnifying glass will open the ‘Select scope window
where you can select the scope by filtering the list.

“ Scope details

Selected scope *

Figure 48 -

Select Scope

4. Inthe'Select Scope’ window you will be presented a list of scopes with multiple pages to navigate
to. The easiest and quickest way to select the scope is by typing the scope in the search field.
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The more you type, the further the list will be filtered making it easier to select the correct scope
(the list is not auto filtered, you will need to click enter or the magnifying glass to filter further).
Please note that the search is not case sensitive, i.e. you do not need to use capital letters.
Please note use of roman numbers where relevant (for example to search for C.I.6, you will
need to type c.i.6, not c.1.6). If you wish to search using the ‘text’ part of the scope, please note
that you need to add an asterix (*) as the leading character (e.g. *atc or *change..). Please note
however, that search using the classification code is the fastest and easiest way to select the
variation classification code (e.g. B.II.b.2.a type b.ii.b.2.a). In principle there is no change to
the scope selection from the interactive pdf form where you drilled down the list of scopes by
first selecting for example B, then I, then b etc. now, you do not need to drill down, but can
simply type as many characters of the scope of change (classification code) you wish to select.

Select Scope

‘ CL6

Choose one recerd and cick Select to continue

clsas ©.L6.8 - SAFETY, GFFICACY, PHARMACOVIGILANGE CHANGES - HUMAN AND VETERINARY MEDICINAL PRODUCTS - Change(s) ) - Addition of

ecdication

ciss C.L6.5 - SAFETY, EFFICACY, PHARMACOVIGILANCE CHANGES - HUMAN AND VETERINARY MEDICINAL PRODUCTS - Change{s) o tharapeutic indications) - Dalstcn of & thaapauts indication

Figure 49 - Example of Search using Classification Code

Select Scope

‘ ~atc n

v Name Description

O s 3 - oa o the e or uality control testing stes) « The actvites for which the resparaitie

O e A.5.5 - ADMINISTRATIVE CHANGES - Change in ofa 2 tha Fnighad or qualty control sesting sites) - The actnies for which the marufachurss/iemporas s responaible do not inchude batch releasa
O ae 4.6 - ADMINISTRATIVE CHANGES -

»

A7 - ADMINISTRATIVE CHANGES - Deletion of manulicharng ites for B0 active Iubstance, intermadiste or rished product. packeging Ie, maniictures rasgonsible for batch relesst, 5% whivs bitch contiol tikus plsce, o suppier of & BIXtng mabsel, NEFEOE or waspnt. (when martioned in the dose)*

O«

BuLi1.f - QUALITY CHANGES - ACTY ANCE - Maewscturs - Ching in the manufictisas of § starting andin process of the
o Ph Eur: Certificate of Surtabiity is part of the appraved dossier - Changes to quality contral testing for the active.

or change in the whars ralevant quakty costrol batting s4s) of the active subltance, whis

e s
o . :

Figure 50 - Example of Search using Wild Card and Text

5. Select the needed classification code (scope), this is easily done by simply clicking anywhere in
the row, it is not necessary to use the tick box, this will be ticked when you click anywhere on
the row. Please note that you can only select one scope at the time.

6. Click on the button. If you wish to cancel and not select any scopes, click on the
button

Upon clicking the button you will be taken back to the ‘Add/Edit Scope’ page where the
first line will now display the selected scope. Clicking the X’ will remove the scope and you can

then click on the magnifying glass Q again to return to the scope selection window.

Selected scope *

B.IL.b.1.c - QUALITY CHANGES - FINISHED PRODUCT - Manufacture - Replacement or addition of a manufacturing site for J

Figure 51 - Cancel and Select Scope
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7. Click on the magnifying glass Q to ‘Select Procedure Type’

Selected scope *

l B.IL.b.1.c - QUALITY CHANGES - FINISHED PRODUCT - Manufacture - Replacement or addition of a manufacturing site for ¢ x

Procedure type *

|

Identifier *#

o o

Select procedure type from the
list

Figure 52 - Select Procedure Type

A list of available Procedure Types will be displayed. You can only select one procedure type from the
list. The list can be filtered using the search bar on the top right-hand corner.

8. Click anywhere on the line to select the procedure type and then click the button to confirm
the selection of the procedure type. If the procedure type you wish to select is not available,
however, it appears in the classification guideline or should be available based on the business
rules, please raise a ticket via the EMA service desk (select eAF request) to request an addition
of the procedure type in RMS. Please detail the scope and the procedure type you wish to add
and add justification why this is needed. The new term request process will go through the same
process as previously and the new term will appear in the form as soon as it has been added in
RMS. The list used in this section is the same as the one used in the interactive pdf variation eAF
and as previously, it is known that some scopes or scope/procedure types are missing from the
list. This is a known data quality issue that continuously try to improve based on change requests
received from users.

Salect Procedure Type X

Figure 53 - Select Procedure Type
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9. Depending on the selected Procedure type, further options will become available for selection:

Selected scope

B.I1b.2:.1 - QUALITY CHANGES - FINISHED PRODUCT - Manufacure - Change 1o mportss balch release arrangements and ity control testog of v | = [l

Procedure type * Implementation Date *

Identifier *

Figure 54 - Option Selection

For Type IA/Type IAiv you must add an Implementation date (either by selecting it from a calendar or
by providing the date in format DD/MM/YYYY e.g.: 31/05/2025). Alternatively, or in addition, you can
also provide an Implementation Date Note (free text field). For Type IA/Type 1Ay it is mandatory to
provide a date or note.

Depending on the selected procedure type, related Conditions and Documentations will be listed. Please
select \EY' or option as appropriate. Please note that selection of conditions and documentations or
adding a note is mandatory. If you do not meet the conditions or cannot provide the documentation,
please add a note (Reason) using the button. This will launch a free text field for
note/justification.

Note that removing the scope or procedure type (using the x button) can remove all selections from the
section below (i.e. if you have selected Type IA and added implementation note and subsequently
selected conditions and documentations and added notes and you proceed to delete the procedure type
and change it to Type IB, the previously made selections may be lost as they are scope and procedure
type specific. In some cases they are the same so information is kept, however, it is strongly advised to
review the selections carefully if the procedure type is changed and previously selected selections remain
ticked.

10. Click the button to save your selection. If you do not wish to save your selection, you can
press the button.

Upon clicking the button you will be taken back to main ‘Type(s) of Change(s)’ page where you can
see the summary of the selected
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Types of changes

Procedure Type

Variation Type IAIN

Varistion Type LAIN

EUROPEAN MEDICINES AGENCY

SCIENCE

Implementation Date

30/05/2025

30/05/2025

MEDICINES

Selected  Desenption

BLILb.2.c.1 - QUALITY CHANGES - FINISHED PRODUCT
3ddition of & manufacturar responsible for importation an

‘Tmplementation Date Note

HEALTH

action

menits and qualty control testing of the finished product - Replacement or

Article s Action

A

Nete

Seluctud Candition
The manufsctures responsible for betch release must be located within the EL/EER. AL least ane batch release site remains within the EU/EEA that is able to certfy the product testing for the purpose of batch release  Must sdd text if option o' is selected..
within the ELVEEA,
A least ane batch controlftesting site remains within the EUYEEA or in a cauntry where an eperational and suitably scoped GMP mutual recognition agreement (MRA) exists between the country concerned and the EU,  Text here...
that is abie to carry out produst testing for the purpose of batch release within the EWEEA.
The site is appropriately authorised.

Selected nate

i the last 3 yeacs by the relevant compatent
U: a GMP cestificate, issued withn the last 3 years

a in compliance with the detailad

Figure 55 - Summary of Selection

Here you can expand the selection to display the procedure type in conjunction with the scope and to
view the Implementation date/note. It is also possible to select to delete the scope or Edit/Delete the

procedure type.

11. If you need to add the same scope more than one, please use the ‘Clone scope’ button. This

will allow fast and easy way to include the same scope in the form multiple times. If you do not
wish to use the clone feature, it is also possible to add the same scope multiple times or to select
a different scope, please repeat the step by clicking ‘Add scope’ button. You can do this as many
times as needed.

12. Please note that if the same scope is added multiple times, either manually or using clone scope

function, these are differentiated by using a sequential number for each scope. This will help you
to identify the scopes when you are linking the scopes and the packaged medicinal products in
Present and Proposed section.

T seope Selected  Description
A BILb.2.c.1 Not including batch control/testing ngements and quality control testing of the finished product - Replacement or w
Procedure Type Implementation Date Implementation Dats Nate Article 5 Action
v Variation Type IAIN 30/05/2025 N/A 2 0w
~ Variation Type IAIN 30/05/2025 /A ¢ 0w

Figure 56 - Add Scope

13. Click on the button to ensure that you save the changes you made i.e. to save the selected

scope(s). You may want to click on the JEllfsEles button to change the status of this section to
Completed.

2.3.2. Clone scope

In order to clone the scope, you will need to have added at least one scope in the form. View
the added scope(s) and expand the details of the scope to ‘clone scope’

Click on the arrow on the left of "Scope” to have a full overview of the scope.
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Types of changes
Varistons included for

T scope Selected  Description Action
A B1b.2.a Minor changes to an approved test procedure | | 8.1.b.2.2 - QUALITY CHANGES - ACTIVE SUBSTANCE - Control of active substance - Change in test procedure for active substance or starting used in the process of the
active substance - Minor changes to an approved test procedure

Ldentifier Procedure type Implementation date Implementation date note Article s
- Variation Type 18 A
Selected Condition

Appropriate validation studies have been performed in accordance with the relevant guidelines and show that the updated test procedure is at least equivalent to the former test procedure.

The method of analysis should remain the same (e.. 3 change in columin length or temperature, but not a different type of column or method).

The test method is not a biological/immunological/immunochemical method, or a method using a biological reagent for a biological active substance (does not include standard pharmacopoeial microbiological methods).

There have been no changes of the total impurity limits; no new unqualified impurities are detected.

Selected Documentation

Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA volume 68 format for veterinary products, as appropriate), indluding a description of the analytical methodology,

summary of validation data, revised specifications for impurities (if applicable).

Comparative validation results or f justified comparative analysis results showing that the current test and the proposed one are equivalent. This requirement is not applicable in Gase of an addition of a new test

procedure.
Types of changes
1 Scope Selected  Description Action
~ B.1.b.2.a Minor changes to an approved test procedure B.Lb.2.a - QUALITY CHANGES - ACTIVE SUBSTANCE - Control of active substance - Change in test procedure for active substance or starting used in the process of the W
I_I active substance - Minor changes to an approved test procedure
~ B.Lb.2.a - Variation Variation Type IB N/A

Appropriate validation studies have been performed in accordance with the relevant guidelines and show that the updated test procedure is at least equivalent to the former test procedure.

The method of analysis should remain the same (e.. a change in column length or temperature, but not a different type of column or method).

The test method is not a biological/immunological/immunochemical method, or a method using a biological reagent for a biological active substance (does not include standard pharmacopoeial microbiological methods).

There have been no changes of the total impurity limits; no new unqualified impurities are detected.

Selected Documentation

Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA volume 6B format for veterinary products, as appropriate), including a description of the analytical methodology, a

summary of validation data, revised specifications for impurities (if applicable).

Comparative validation results or if justified comparative analysis results showing that the current test and the proposed one are equivalent. This requirement is not applicable in Gase of an addition of a new test

procedure.

e Click on the clone scope imageat the far right of the same row to select “Clone scope” option.

Types of changes

Varistions included for o

1 Scope Selected  Description

Action

A BLb.2.3 Minor changes to an approved test procedure 1 8.1.b.2. - QUALITY CHANGES - ACTIVE SUBSTANCE - Control of active substance - Change in test procedure for active substance or starting

active substance - Minor changes to an approved test procedure

Identifier Procedurs type Implementation date Implementation date note Article'5
A B.Lb.2.a - Variation Variation Type 18 N/A
Type 18- 1
Selacted Condition

Appropriate validation studies have been performed in accordance with the relevant guidelines and show that the updated test procedure is at least equivalent to the former test procedure.
The method of analysis should remain the same (e.g. a change in column length or temperature, but not a different type of column or method).

The test method is not a biological/immunolegical/immunochemical method, or a method using a biological reagent for a biological active substance (d lude standard

used in the process of the 1)

There have been no changes of the total impurity limits; no new unqualified impurities are detected.

Selacted Documentation

methods).

Amendment of the relevant section(s) of the dossier (presented in the EU-CTD format or NTA volume 68 format for veterinary products, as appropriate), including a description of the analytical methodology, a

summary of validation data, revised specifications for impurities (if applicable).

Comparative validation results or f justified comparative analysis results showing that the current test and the proposed one are equivalent. This requirement is not applicable in case of an addition of a new test

procedure.

You can repeat the clone scope step as many times as needed. If you need to edit any details of the
scopes that you have cloned, simply select the ‘Edit scope’ option and the details are opened for editing,

here you can for example add a note or make any other necessary changes
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Types of changes

T Scope. Selected  Desc Action

A B.Lb.2.a Minor changes to an approved test procedure 2 B.L.b.2.a - QUALITY CHANGES - ACTIVE SUBSTANCE - Control of active substance - Change in test procedure for active substance or starting used in the process of the w
active substance - Minor changes to an approved test procedure

Ldentifier Procedure type Implementation date Implementation date note Article 5 Action
v B.Lb.2.a - Variation Variation Type IB N/A £ 0w
Type 18- 2
v B.Lb.2.a - Variation Variation Type I8 WA oW

Type 18- 1
Edit seope

e After the scope is cloned, you will have a second, third etc selected scope, which is attributed a
different ID at the end (in the example below, the first scope is n. 1, the cloned one is n.2).
Please note that you can clone scope multiple times.

T Scope Selected  Description Action
A B.Lb.2.a3 Minor changes to an approved test procedure 3 B.1.b.2.3 - QUALITY CHANGES - ACTIVE SUBSTANCE - Control of active substance - Change in test procedure for active substance o starting used in the process of the w
active substance - Minor changes to an approved test procedure

Identifier Procedurs type Implementation date Implementation date note Article 5 Action

v B.Lb.2fe - Variation Variation Type 18 NrA ¢ 8w
Type1d-2

v B.Lb.2fe - Variation Variation Type 18 NrA ¢ 8w
Typerd- 1

v B.Lb.2fe - Variation Variation Type 18 NA ¢ oW
Type1d-3

2.3.3. How to delete a scope in an application

Deleting a scope from an Application Form implies to have added at least one variation scope to that
same form previously. See section 2.3.1 on how to add a scope.

1. Access an existing or create a new Application Form. See sections, 2.1.2and 2.1.3 for further
details

2. In the Type(s) of Change(s) page, click the trashcan (bin) image at the end of the row of the
scope you wish to delete.

T scope. Selected  Description Action

A B.Lb.2.a Minor changes to an approved test procedure 3 B.Lb.2.a - QUALITY CHANGES - ACTIVE SUBSTANCE - Control of active substance - Change in test procedure for active substance or starting used in the process of the W
active substance - Minor changes to an approved test procedure

Identifier Procadure type Implementation date Implementation date note Articke s

v BLb2a-
Type 18 -

Variaf

ion Type 1B A

v B.Lb.2.a - Variation Variation Type 1B NA
Type 1B - 1
v B.Lb.2.a - Variation Variation Type 1B NA ¢ 8 W
Type 1B - 3
\/  Cl6.aAddition of a new therapeutic indication or modification of 1 C.1.6.2 - SAFETY, EFFICACY, PHARMACOVIGILANCE CHANGES - HUMAN AND VETERINARY MEDICINAL PRODUCTS - Change(s) to therapevtic indication(s) - Addition of a new therapeutic indication or modification of an w
an approved one approved one

Product

C Variations included for this application(
Selection

i |

Pending g

Type(s) of
Change(s)

[e]

Delste

Procedural
Information

Y e
S

Figure 57 - Delete Scope

If you only wish to change the procedure type, for example from Type IA to Type IB, please expand the
selection using the down arrow and click to ‘Edit’ option indicated by a image of a pen. Once you have
clicked ‘Edit scope’ you are back in the screen where you can select the procedure type and any
conditions/documentations where relevant. Please click save to save the selection.
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T Scope. Selected  Description Action

A B.Lb.2.a Minor changes to an approved test procedure 3 B.Lb.2.3 - QUALTTY CHANGES - ACTIVE SUBSTANCE - Control of active substance - Change in test procedure for active substance or starting used in the process of the w
active substance - Minor changes to an approved test procedure

Tdentifier Procedura type Implementation date Implementation date note Article 5
v B.1b.2.a - Variation Variation Type 16 WA
Type 18 - 2
v B.1b.2.2 - Variation Variation Type 16 WA
Type 18- 1
v B.Lb.2.a - Variation Variation Type 1B A S 8w
Type 18- 3

Figure 58 - Edit Scope

2.3.4. How to delete a scope in an application

Deleting a scope from an Application Form implies to have added at least one variation scope to that
same form previously. See section 2.3.1 on how to add a scope.

1. Access an existing or create a new Application Form. See sections 2.1.2and 2.1.3 for further
details

2. In the Type(s) of Change(s) page, click the small arrow at the end of the scope you wish to
delete and select ‘Delete’.

1 scope. Selected  Description Action
A B.Lb.2.a Minor changes to an approved test procedure 3 B.1b.2.3 - QUALITY CHANGES - ACTIVE SUBSTANCE - Control of active substance - Change in test procedure for active substance or starting used in the process of the w
active substance - Minor changes to an approved test procedure
Identifier Procedure type Implementation date Implementation date note Article 5 Action
v B.Lb.2.a - Variation Variation Type 18 /A £ oW
Type 1B - 2
v B.Lb.2.a - Variation Variation Type 18 /A £ oW
Type 1B - 1
v B.Lb.2.a - Variation Variation Type 18 /A L 8w
Type 18- 3
\/  Cl6.aAddition of a new therapeutic indication or modification of 1 C.L6.a - SAFETY, EFFICACY, PHARMACOVIGILANCE CHANGES - HUMAN AND VETERINARY MEDICINAL PRODUCTS - Change(s) to therapeutic indication(s) - Addition of a new therapeutic indication or modification of an w
an approved one approved one

Figure 59 - Delete Scope

If you have selected more than one scope and procedure type, you can delete single scope/procedure
type combination in the sub-selection window by clicking ‘Delete’. If you have only one scope selected,
the ‘Delete’ button will remove the whole scope.

T g —— Acti
A BlLb.2.a Minor changes to an approved test procedure 3 B.1b.2.a - QUALITY CHANGES - ACTIVE SUBSTANCE - Control of active substance - Change in test procedure for active arting used in the process of the w
active substance - Minor changes to an approved test proced:
Identifier Procedure type Implementation date Implementation date note Aticle 5
v B.1.b.2.a - Variation Variation Type 16 WA
Type1s - 2
v B.Lb2.3 - Variation Variation Type 16 WA
Type 18- 1
v B.Lb.2.3 - Variation Variation Type 18 WA
Type18-3
A CL6.a Addition of a new therapeutic indication or modification of 1 C.1.6.3 - SAFETY, EFFICACY, PHARMACOVIGILANCE CHANGES - HUMAN AND VETERINARY MEDICINAL PRODUCTS - Change(s) to therapeutic indieation(s) - Addition of 2 new tharapeutic indication or modification of an f
an approved one approved one

Identifier Procedure type Implementation date Implementation date note Article 5 Action

v C1.6.a- Varistion Type  Variation Type Il N/A Y LD

-1

Figure 60 - Edit Scope

2.4. Procedural Information

The procedural information section fills in the ‘section 1’ of the pdf eAF. This section has been divided
in 3 sub sections of which 2 are always displayed..
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Figure 61 - Procedural Information Section Overview

2.4.1. Procedural Information

In this section, the information is mainly pre-filled and calculated based on selections done in
Production Selection and Type(s) of Change(s) sections.

It is not possible to manually edit these selections for product and procedure types.

NOTE: Please note that there is a delay in the automated calculations on this page - this is a feature of
the tool used, not a bug. It can take several minutes before the correct calculations are displayed. It
may help to refresh the browser to display the correct calculations slightly faster.

Procedural info

| Please note that it is mandatory to select at least one of the following options under ‘Change(s) concem(s)': 'Indication’, ‘Paediatric requirements’, ‘Safety’, ‘Quality’, ‘Annual variation for human influenza vaccines® or 'Other'. Multi-selection is possible.

Type of authorisation

Centralised Procedure

Domain *

Human use

Type of application

Single Regulatory Activity

[ tncluding a line extension
Worksharing
Super-grouping

Procedure type

Variation Type IT

Figure 62 - Sub-section: Procedural Information

Variation procedure number

[l

‘ + More ‘

Change(s) concern(s) © *
(For Type I8 and Type I1 variations only, tick all changes applicable)

[] tndication

[ paediatric requirements

[ safety

[ quality

[J Annual variation for human influenza vaccines

[ Variation to changes related to the active substance of a human corenavirus vaccine
[ Medical devices

[ other

= Domain: This is always 'Human Use’ as the variation form currently only contains human

medicinal products.

= Worksharing; this field is auto calculated and is ticked by the system when more than one
‘Centrally Authorised Products’ (CAPs) i.e. products with different EMEA/H/ number have been
selected or when a mix of different CAPs and non-CAPs or a mix of different non-CAPs are
selected. Please note that the product selection is on ‘Medicinal Product’ level i.e. if the product
selected has for example more than 1 pharmaceutical forms, and your change impacts all
‘medicinal products’ you should select them all, but this does not mean that the work-sharing

tick box will be ticked.
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Supergrouping, this field is auto calculated and is ticked by the system when more than one
CAPs (only) or non-CAPs only (as per the current variation regulation rules) has been selected
and in addition to one or more Type IA and/or Type IAn scopes have been selected.

Procedure Type; this field will display the name(s) procedure type(s) selected in the Type(s) of
Change(s) section (For example Variation Type II).

Type of Authorisation; This field is auto filled based on the type of authorisation procedure of the
selected product(s).

These are the only sections in Procedural information that can be edited manually;

Figure 63 - Example of non-CAP Type IB variation procedural information section

Medical Device; this tick box is available for all procedure types and should be selected if the
section 4d of the pdf needs to be filled i.e. for classifications (scopes) related to Medical Devices
e.g. B.IV.1.a.1. Please note that ticking this box will not automatically display the fields
for Medical Devices in Proposed changes section, please see the section 2.5.3.5 Medical
Devices on how to enter the data in the medical devices section.

Change(s) concern(s); this sub selection is only visible if Type IB or Type II has been selected
in Type(s) of Change(s) section. Please note that option 'Variation to changes related to the
active substance of a human coronavirus vaccine’ will only appear when Type II is selected and,
please note, this option can only be selected in addition of another option in Change(s) concern(s)
e.g. safety, this implementation is aligned with the business rules in the interactive pdf eAF.

Variation Procedure Number; An editable free text field to include the variation procedure number
for validation-response, or for example the WS or IG number. For CAPs this is an optional field.
For mixed CAP and non-CAP WS variations, this is a mandatory field. For example for MRP
variations, the MRP variation number should be added here. More information on the use of the
variation procedure number can be found from the guidance here.

PLM Portal - Human Variations eAF - Guide to navigation Page 48/100
Version 1.9


https://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/Amended_Variation_Regulation/09_CMDh_133-2010_Rev11_2024_11_clean_-_Explanatory_notes_on_Variation_application_form.pdf

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Variation procedure number * |/

Variation procedure number

Human Medicinal Products: Number

+ Maore to be completed by the Marketing
Authorisation Holder, reflecting the
correct sequential Mutual

Recognition Procedure Number
according to Chapter 1 of the 'Best

[ S

Practice Guides for the submission
and processing of variations in the
. Mutual Recognition Procedure’
Change(s) concern(s) (0 * (http://www.hma.eu).
(For Type IB and Type II variation| Veterinary Medicinal Products:
Variation number to be issued by
the Reference Member State before ——
[] tndication submission of the application
according to the correspending
VMRFG Best Practice Guide
D Safety (http://www.hma.eu).
D Quality Centralised Procedure: The
sequential EMA procedure number
[] Annual variation for human in (ot the MAH's internal number)

D Paediatric requirements

D Medical devices should be provided here, when
known to the Marketing
D Other Authorisation Holder. For

Worksharing procedures with EMA

as reference authority, the "high- | —
level’ EMA worksharing procedure
number needs to be provided.
Purely nationally authorised
products: Number to be completed
according to requirements of the
relevant National Competent
Authority

This Field will be mandatory when
Worksharing or Super-grouping is
checked or MRP has some value.

Figure 64 - Variation Procedure Number

= For WS and Supergrouping variations containing products authorised in different countries
(excluding CAPs), the user must select the Reference Member State from drop down menu of
available countries. The other countries will be automatically listed as CMS. Please note that it
can take some moments before the list of CMS is displayed, you may need to click 'save’ and
'validate’ to see the list of CMS.

For WS variations containing CAPs and non-CAPs the RMS is always 'European Union’. In these
cases the RMS and CMS fields are auto-filled by the system and the RMS cannot be manually

edited.
Reference member state +
Reference member state *
Ireland
Ireland
freand
| Netherlands Hthuania
Lithuania Netherlands
Romania
Romania
Figure 65 - RMS/CMS selection
2.4, 2. Name and Address of MA Holder (Applicant)

The MAH Name and Address are auto filled based on the selection of the MAH when the form is initially
created (see section 2.1.2 How to create a new Application Form) and it is non-editable. If you do need
to change the MAH for your application, you will need to create a new application form, it is not possible
to edit the MAH selection once the ‘Create & Next’ has been pressed.

It is now possible to select an ‘Alternative company name’ if available in OMS. This is completely
optional feature and should only be used if needed. The alternative organisation/company name may be
particularly useful in cases where there are certificates/registration documents where the company name
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is not the same as the preferred MAH name in OMS. Only a single alternative name can be selected, and
it will be displayed in the pdf form under the MAH name. The OMS-id and LOC-id are identical for the
'‘OMS preferred name’ and for the ‘Alternative company name’. Not all organisations have alternative
names available in OMS.

The alternative company name is currently only available in the MAH details section.

Please add the telephone number and the email address for the MAH in the free text fields.

Name and address of MA Holder (Applicant) ¢
Alternative company name ()
Organisation details

) Select ~
Reference MAH @ European Medicines Agenc

Organisation 1D ORG-100013412

Customer Account Number  — Phone number *

LOC ID LOC-100020264 I

LOC ID modified on 21st May 2025, 09:42

Address Domenico Scarlattilaan &
Amsterdam 1083 HS E-mail address *
Netherlands l

Figure 66 - Name and Address of MA Holder (Applicant)

2.4.3. Contact Person

The contact person field is not autofilled and it is not possible to select from previously selected
addresses (this is to avoid accidental selection of the MAH organisation where the MAH contact person
has different address).

Note for procedures managed in IRIS: For centrally approved products, the default contact person
is the product contact declared to EMA (the person authorised for communication between MAH and
authorities after authorisation, as specified in section 2.4.3 in Part IA/Module 1 Application Form for the
marketing authorisation application). Following submission, the contact person recorded with EMA can
change the case contact directly in IRIS.

1. Click the button

Contact person

S Add contact person

Figure 67 - Contact Person

2. Inthe Create Application Contact subpage, enter the Contact person name, email address, phone
number and title (e.g. Mr/Ms) in the free text fields.

Please note that for CAP and EMA led CAP/non-CAP WS applications, the Member State for the contact
is always European Union and the field is auto filled and cannot be changed. There can only be one
contact person for CP applications. It is not possible to add contact persons for the other member
states in mixed WS applications.

For non-CAP applications, please use the multiselect member states function where needed (i.e. there is
a single contact person for products from multiple different member states) or select each member state
separately and provide the Contact person contact details for each member state representative where
relevant. Please note that the ‘Member state’ should reflect the member state where the product is
authorised, not the member state/country where the contact person is located. The contact person can
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be located in a different country and one contact person can be a contact person for multiple different
products authorised in different member states.

Add contact person x

Member State = Title

[ Netherlands X Ireland X . i I

Netherlands

[ Provide a telephone number I i I

“

Surname *

«

Ireland | i I

Romania

E-mail address *
Lithuania

Company *

[ [ ]

Figure 68 - Create Application Contact

3. Click on the magnifying glass Q to launch the OMS search to add the contact person
organisation. You can search by the Organisation Name, address (also partial address e.g.
Finland), ORG or LOC-id

Select Company

“fitod a

Search Results

Organisation Name 1 Full address Organisation Id Organisation Location

Choose one record and lick Select to continue

Terveyden Ja Hyvinvoinnin Laitos 166 00300 Helsinki Helsink Finland ORG-100019555 LOC-100038027

Terveyden Ja Hyvinvoinnin Laitos PI'30 00271 Helsink Finland ORG-100019555 LOC-100039039

Tyoeterveyslaitos Topeliuksenkatu 41b 00250 Helsinki Finland ORG-100022661 LOC-100031573

| soe |

Figure 69 - Lookup Records

4. Click on the button and you will be taken back to the Create Application Contact page
where you can view the selected organisation details and finalise adding the contact details
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Add contact person x
Member State = Title

Netherlands X Ireland X [ I
First name * Surname *
Phone number * E-mail address *
Company *

Terveyden Ja Hyvinvoinnin Laitos ‘;n

Organisation details

Organisation ID ORG-100019555
Customer Account Number — —
Loc ID LOC-100039039

LOC ID modified on 13th Jul 2022, 14:02

Address Pl 30
Helsinki 00271
Finland

cancel m

Figure 70 - Contact Person Details

5. Click on the button and you will be taken back to the Procedural Information main page

6. Click on the button to save your changes. You may want to click on the YElllsEI=] button
to change the status of this section to Completed

2.5. Proposed Changes

The proposed changes section contains most of the fields that are present in section 3 of pdf eAF. Refer
to the Proposed Changes Selection step on the left-hand side of the menu.

NOTE: Please note that the eAF team is implementing an updated user interface design across the whole
web-based eAF. The changes are implemented in small batches where various pages might present
either the new or the old design. In some pages, the implementation is partial, and features and
functionalities will be completed in various sprints.
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Product Lifecycle Electronic application forms */  Electronic product information *  Products Management Service ~  SPOR */ IAM IRIS Forum 2 Kristina Puusaar V'
Management Portal
Application form 10s VA25(755 | Type: Varstion Form '
4 Product selection proposed changes
> Types of changes
& Procedursl nfo Scope and background for change
T m— Precise scope for change *
@ Finalisation AL Slsie - B [ U 4 A= E o ma === % ook 8w @ Wb EQ
Background for change and justification for grouping, and
§lfm s - B [ U4 A-SE - E.EZZ® 44 ~EANLEQ
present and proposed changes
Add Present and proposed changes
Other applications
| + Select EMA procedure | | + Add procedure number ‘

Figure 71 - Proposed Changes

2.5.1. Precise Scope and Background for Change

The actual changes that are being applied for should be stated in a concise way and a brief explanation
provided of why the change is required.

Please ensure that you press Save after filling in the Precise Scope and Background for Change before
navigating away from this section to prevent losing any changes.

1. Access an existing or create a new Application Form. See sections 2.1.2and 2.1.3 for further
details

2. Enter the Precise Scope for Change and Background for change in the corresponding free text
fields. You can paste text into this field from another document (plain text only will be copied,
you will need to manually edit the text if you wish to add for example underlined or bold text.
You can also add images and tables.

A link to EMA'’s published Guidance for the applicants for the preparation of the precise scope section of
the variation application form is available from the Information button in Precise Scope section. This
document opens in a separate tab.
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Product selecti
% Product selection Proposed changes
x: Types of changes
= Procedural info Scope and background for change
[ Proposed changes I Precise scope for change * I
@ Finalisation I“ & Fm - Sz - B [ U 2 A= = ===-= om0 I B Q
IBackgrnund for change and justification for grouping, worksharing and classification * I
|“ & Font TSz B 7 U 2 A =& Th E=E=® L S — BT R TR - B o] |
fnere |

Figure 72 - Precise Scope and Background for Change

2.5.2. Present and Proposed Changes

NOTE: The eAF team is aware of the limitations and challenges related to the current implementation of
the Present and Proposed section and hence, we are currently working on implementing further
improvements to this section. The changes will be implemented during 2025 and will bring further
improvements and changes to the layout and usability of this important section in the form. It will
become easier to edit information in both present and proposed fields. We are additionally implementing
performance improvements and new user interface designs to this area of the form, however, these
changes will be implemented incrementally

Present and proposed changes

By

Add Present and proposed changes

No scope have been selected in this application yet.

+ Add changes

Figure 73 - Proposed Changes

2.5.2.1. How to map a product to a scope change in an Application Form

1. The first step in the updated design for the Present and Proposed section is to click the
button to launch the section.

2. In the ‘Select scope for proposed changes’ tab you can see all the scopes you selected earlier in
section Type(s) of Change(s). Select the one(s) that you would like to link to a specific
product/presentation.
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Select scope for proposed changes X

B.ILb.La

%B.H b.1.a - Variation Type IAIN - 1

B.ILb.Lb

[[] BILb.1.b - Variation Type TAIN - 1

B.ILb.Le

[] B.ILb.1.e - Variation Type 1B - 1

B.ILb.3.2

[ Buatb.3.z - variation Type 1A - 1

B.ILb.4.a

[ BLb.4.a - Variation Type 1A - 1

| canc ‘m

Figure 74 - Selection of Scope and Medicinal Product

3. For non-CAPs only (i.e. products authorised through non-centralised procedure i.e. NP, MRP
or DCP): all products and presentations are automatically selected, and it is not possible to
unselect them.

Edit selected X

Product packages Scope

‘ | Add Package

MRP/CP Package

MA Number Package ID 5 Authorisation status Pack description
Number size
Dantrium, 700000150791
TS ERTEETS o 5760-36 -70 mi Type I glas hastteglas med og med en flip-off-
haette
10476 31036599 valid 12 VIALS, 36 VIALS

DANTRIUM 100 mg, gélule, 600001683737
34009 321 561 7 Valid - Transferred marketing
7

31214630
authorisation

FCV/ALU BLISTER PACK OF 30 CAPSULES

34009 321 562 3 Valid - Transferred marketing
8

31214631 PCV/ALU BLISTER PACK OF 50 CAPSULES
authorisation

Dantrium 1.V., poeder voor injectievioeistof 20 mg, 700000151081

RVG 08616 31400449 Valid - Renewed/Varied

‘ cancel |m

Figure 75 - Selection of Scope and Identifier (non-CAP)

4. For CAPs only: the packages can be selected separately e.qg. if the variation only impacts certain
packages/pack-sizes, it is possible to select only those packages/pack-sizes relevant to each
scope. This is an important step as the selections of the Packaged Medicinal Products in
this section defines which MA numbers are listed in section 2 of pdf output form.

a. All packages are initially auto-selected, however it is possible to edit the selection for

CAPs by clicking the "[SelidCIaleReTe[sWsElliGs][S button’.
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Product Lifecycle Electronic application forms ~  Electronic product information - Products Management Service \/  SPOR 1AM IRIS Forum | & Kristina Puusaari v/
Management Portal
. Proposed changes
Application form ID: VAR/25/1273 | Friendly name: test scopos

Scopes  B.ILb.1.a - Variation Type IAIN - 1 # Edit & Add Package

[ 1 declare this variation does NOT result in any changes in manufacturers (i.e. name/address change, addition o replacement of manufacturing site) or the Marketing Authorisation Holder

Add Section

Add section to enter proposed changes

Figure 76 - Linking CAP Packages to Scopes

b. This function launches another submenu where all products and packages (pack-sizes)
are listed. You can de-select those presentations that are not impacted by the
selected scope

Edit selected X

Product packages  Scope

Q ] I Add Package
-] MA Number MRP/CP Number Package ID Package size s a Pack
= Aimovig 140 mg solution for injection in pre-filled pen, 600000993509
R oy oot S — ?"Eilngcr;emea pens - Pma;/k;‘g)mg: syringe (glass) in pre-flled pen, Package size: 3 (3 x 1) pre-filled pens (multipack), Content: 1 mi (140
- EU/1/18/1293/004 EMEA/H/C/004447 31000027 1 pre-filled pen Valid Packaging: syringe (glass) in pre-filled pen, Package size: 1 pre-filled pen, Content: 1 ml (140 mg/mi)
] Aimovig 70 mg solution for injection in pre-filled pen, 600000993592
N ———— 2 Nﬁl;ﬂla)cr)m-ﬁ\\ed pens i Pma;/k:“g)mg: syringe (glass) in pre-filed pen, Package size: 3 (3 x 1) pre-filled pens (multipack), Content: 1 ml (70
M EU//1/1293/001  EMEA/H/C/ODA447 30950195 1 pre-filled pen Vlid Packaging: syringe (glass) in pre-filled pen, Package size: 1 pre-filled pen, Content: 1 ml (70 mg/ml)
- Aimovig 70 mg solution for injection in pre-filled syringe, 600000993591
B EU1s/1203/003  EMEAM/C/008447 31020179 1 pre-filled syringe Vlid Packaging: pre-filled syringe (glass), Package size: 1 pre-filled syringe, Content: 1 mi (70 mg/mi)
- Aimovig 140 mg solution for injection in pre-filled syringe, 600000993507
- EU/1/18/1293/006 EMEA/H/C/004447 30960691 1 pre-filled syringe Valid Packaging: pre-filled syringe (glass), Package size: 1 pre-filled syringe, Content: 1 ml (140 mg/ml)

Cancel ‘ m

Figure 77 - Deselecting packaged medicinal products

c. If all changes concern all products/presentations, simply leave all packaged medicinal
products selected. You can repeat this step to link the changes in present and proposed
to a particular scope/product combination as many times as necessary.

d. You must select at least one scope and one packaged medicinal product for each
combination. All listed scopes must be selected in the form and linked to at least one
packaged medicinal product (i.e. to at least one MA number).

5. Select the related Medicinal Product(s)/presentations and click BJiI3to return to the Present and
Proposed to add details of the changes or to continue filling other sections. If you have multiple
changes/scopes that impact only part of the selected products, repeat this change to indicate
the changes linked to those scopes.

6. Previously added sections in the present and proposed section are listed in the main view. If you
have multiple changes/scopes that impact only part of the products selected, repeat this change
to indicate the changes linked to those scopes. To repeat the step click on The
selected scopes and products will be shown and can be edited.
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Present and proposed changes

Add changes

Scopes B.II.b.1.a - Variation Type IAIN - 1

Medical Device Pharmacotherapeutic Group (ATC) # Edit W Delete

Proposed changes Text / Org. Changes

Figure 78 - Add Changes
2.5.2.2. Present and Proposed Text Changes

7. Once you have combined the scope(s) and packaged medicinal product(s) (i.e. presentation(s)
you wish to link to together, please click + Add section to continue to fill in the free text fields
to provide the changes in the Present and Proposed fields.

. Proposed changes -

Application form ID: VAR/25/664 | Friendly name: Kristin Puusaari - EMA - CAP NP WS type T

Scopes  B.ILb.2.c.3 - Variation Type II - 1 # Edit & Add Package

[T] 1 declare this variation does NOT result in any changes in manufacturers (i.e. name/address change, addition or replacement of manufacturing site) or the Marketing Authorisation Holder

Add Section

Add section to enter proposed changes

O

Figure 79 - Present and Proposed Scope Selection

8. When you click *‘Add section’ a pop up will be launched, this function allows you to create multiple
different free text fields, in comparison to the interactive pdf form, the + button in the present
and proposed section would give you the same option. You can give each section a name if you
wish to help you to edit the form, for example you can name the sections with the sections of
the SmPC. This is a completely optional step and the name of the section will not be visible in
the pdf.

If you do not wish to provide a section title, simply click ‘Done’ to proceed to fill in the Present
and Proposed fields.
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Add section

Section title

l SmPC 1.2|

Figure 80 - Section Title Example

9. If you would like to add multiple different free text boxes to the present and proposed section,
add as many ‘sections’ as needed. To repeat the step click on [AYe[st=leld[e]g}

. Proposed changes
Application form ID: VAR/25/1272 | Friendly name: tast scopos

Scopes  B.ILb.1.a - Variation Type IAIN - 1 # Edit & Add Package

[ 1 dedlare this variation does NOT result in any changes in manufacturers (i.e. name/address change, addition or replacement of manufacturing site) or the Marketing Authorisation Holder

o
+ Add section
x % © - x % ©

Present Proposed

5
Y
E
@
®
-
c
-
=
[
1
[
i
i
@
5
Y
E

Slsw - B I U £ A-

[
1
[
i
i
@

I + Add present and proposed organisation H + EU or National ASMF reference number

Figure 81 - Adding sections

10. Please add the free text changes and images and make use of the editing options. Please note
that depending on your source document you may be only able to paste plain text to these
fields from another document. Copying edited text from word (e.g., bold or different colour
text from Present field to Proposed field, the formatting is kept. Multiple images can also be
added to these fields. Please note that to keep the fields aligned, if so desired, you can use
enter to align information for example on different sections of the relevant text (so that the
changes are shown next to each other in the pdf output form. The toolbar can be expanded to
show additional editing options by clicking on the small square at the end of the first line of the
editing options (shown in red below).
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Present Proposed
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Figure 82 - Editing Present and Proposed Fields

11. You can add as many sections (for each scope) as you wish. Due to a technical limitation, it is
not possible to view the multiple sections at the same time, however, you can easily toggle
between the different text boxes using the menu on the left where different free text fields
have the ‘section numbers’. The sections can be named and renamed or even deleted if needed.

I + Add section I
i Present
h
1.
5 g | o S - B [ U 20 A

=]

Proposed

[}
L]
1]
]

@

& Fon sz - B [ U 4

[}
i
[
1]
]
@

+ Add present and proposed organisation ” + EU or National ASMF reference number

Figure 83 - Add Sections

12. For CAP only: Ensure you have either selected Present and Proposed organisations in the
Organisation details section or if no organisations are impacted, tick the declaration box to
confirm that the variation does NOT result in any changes in manufacturers (i.e. name/address
change, addition or replacement of manufacturing site) or the Marketing Authorisation Holder.
Please see updated European Medicines Agency practical guidance on the application form for
centralised type IA and IB variations providing further details on provision of organisational
details in the eAF.

13. Note on deletion of an organisation: Please note that a deletion of an organisation is not
considered ‘a change to the organisation’. In these cases, as it is mandatory to select an
organisation in the Proposed field if an organisation is provided in the Present field, please use
the free text fields to provide the details of the deletion of an organisation.

. Proposed changes
Application form ID: VAR/25/664 | Friendly name: Kri 1A - C

Scopes  B.ILb.2.c.3 - Variation Type II - 1 £ Edit & Add Package

[T 1 declare this variation does NOT result in any changes in manufacturers (i.e. name/address change, addition or replacement of manufacturing site) or the Marketing Authorisation Holder

Add Section

ter pi

Figure 84 - Mandatory Use of OMS For CAPs

2.5.2.3. Organisation Details

NOTE: The eAF team is aware of humber of various issues affecting the OMS integration with the PLM
Portal eAF. There are cases where it is not possible to select/find the correct organisation in the eAF
although OMS is up to date. In case of an OMS issue, please raise a service desk ticket with detailed
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description of the issue and we will review if it is possible to solve the issue. In some cases, the issues
are derived from OMS data used in IRIS and it may not be always possible to solve these issues, in these
cases, we may have to ask you to revert back to using the interactive pdf eAF to avoid any delays to the
application. We are actively trying to solve these issues, however, some require deep analysis and
complex technical implementation which will continue in 2025.

NOTE: Alternative organisation names are not yet available in the web based eAF. The eAF team is
working on implementing this change which is expected to become available in Q2-Q3 2025.

In order to fill in this section, you must select the products and variation classifications (scopes) in an
earlier step.

Please note: In order to ensure you do not to lose any changes, ideally to ensure that you select
organisations that are impacted from OMS as the first step. Changes added to the Present and
Proposed fields may be lost if you enter these first and then add an organisation details using the
button to select the Present and Proposed organisations.

1. If the change does not concern any organisations, please tick the box to declare that this
variation does NOT result in any changes in manufacturers (i.e. name/address change, addition
or replacement of manufacturing site) or the Marketing Authorisation Holder.

NOTE: this tick box will prevent saving the text in the free text fields and combining the scope and
presentation. It must be ticked first if no organisation is selected from OMS!

.. Proposed changes
Application form ID: VAR/25/1272 | Friendly name: test scogos

Scopes  B.ILb.1.a - Variation Type IAIN - 1 # Edit & Add Package
[] 1 declare this variation does NOT result in any changes in manufacturers (i.e. name/address change, addition or replacement of manufacturing site) or the Marketing Authorisation Holder

" o)

+ Add section
Present Proposed
1
B & | Fom B u A = = === & | segoeu ° B u A- = F vEB==
= b B Q

Copying edited text from word (2., bold or different colour text from Present field to Proposed field, the formatting is kept.

I + Add present and D,_E’DDSEd organisation ]I + EU or National ASMF reference number

Figure 85 - OMS Changes

2. In the Proposed changes - Present and Proposed Value(s) - Add present and proposed
organisation subsection, click on the magnifying glass Q to launch the OMS search to select the
Present and Proposed organisations. The selection of the ‘present’ organisation(s) is optional.

If the organisation is not found from OMS, it is possible to manually enter the organisation details
on the present organisation.
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Add changes in manufacturer X

EI QOrganisation Not Selectable
Present Organisation

"

E-Mail (Present Org)

I I

Telephone (Present Org)

I I

D-U-N-S number (Present Org)

I I

Proposed Organisation *

I <]

E-Mail (Proposed Org)

I I

Telephone (Proposed Org)

I I

D-U-N-S number (Proposed Org)

I I

Cancel Done

Figure 86 - Proposed Changes - Add/Edit Organisation

3. In the Select Present Organisation, use the search to find the organisation from OMS. You can
only select one organisation at the time, however, you can repeat organisation selection as many
times as needed. It is possible to toggle between ‘active’ and ‘inactive’ organisations
(organisation/location status is retrieved from OMS).
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‘Add changes in manufacturer

Lookup records

= All Active Locations w

All Active Locations tofcontinue

Tt
Location

All Inactive Locations .

Full address Organisation Id

" CITVLAB " Ciry-Lsbor-Service  Disgonalstrasse 41 ORG-100034580 LOC-100054860
GmbH Hamm-Mitze 20537
Hamburg Germany

"3-Schwane" Hy Care Zallner Am Eichertswald 22 ORG-100034583 LOC-100054865
GmbH Siersburg 66780

Rehlingen-Siersburg

Saarland Germany

“#potheke Im Léwen-Cantar Miltitzer Strasse 13 ORG-100033835 LOC-100064060
Inhaber Claudia Bomemann e.K.  Burghausen 04178

= n 2 3 4 5 6 7 8 - 500

cancel m

Figure 87 - Select Present Organisation

4. 1If you cannot find the Present organisation from OMS, as it no longer exists or there is a change
in the organisation name which does not affect the address, or for example the organisation
‘being deleted’ is not available in OMS, it is possible to add Present organisation details
manually. Please ensure that you have searched OMS (both inactive and active locations) before
providing free text address in this field.

Add changes in manufacturer X

[ 1lorganisation Mot Selectable

Present Organisation

Figure 88 - Organisation Not Selectable
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®

Add changes in manufacturer

B oOrganisation Net Selectabie

Organisation Name *

Address Line 1 ¢

Address line 2

Address line 3
Address line 4
City/Locality/ Town/ Village *

Past code

State

County

Country *

E-Mail (Present Org)
|

Telephone (Present Org)

| |

D-U-N-8 number {Present Org)

Proposed Organisation *

el m

Figure 89 - Data of Not Selectable Organisation

5. Add the details of the present organisation in the free text fields (only if the organisation is not
available in OMS.

6. Launch the OMS search for the Proposed organisation. The Proposed organisation must be
selected from OMS. If the organisation is not available or the values are not correct, please
update OMS first and then return to the application.
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add changes in manufacturer *

[0 organisation Not Selectabie

Present Drganisation

|

E-Mail (Present Org)
Telephone (Present Org)
D-U-N-5 number (Present Org)

Proposed Organisation *

|

E-Mail {Proposed Org)
| |
Telephone (Propesed Org)

| |

D-U-N-S number (Proposed Org)

i m

Figure 90 - Proposed Organisation

7. Select the organisation and press on the button.

8. When present (where relevant) and proposed organisations have been selected, press the
button to return to the Present and Proposed section to add the textual changes.
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Add changes in manufacturer

Lookup records

european medicines agency n

Choose one record and dick Select to continue

+  Organisation Name 4+ Full address ‘Organisation Id Organisation Location
O European Medicines Agency P. Q. Box 71010 1008 BA ORG-100013412 LOC-100020260
Amsterdam Netherlznds
° European Medicines Agency Domenico Scarlattilazan & ORG-100013412 LOC-100020264
1083 HS Amsterdam
Netherlands
O European Medicines Agency's Gairinés g. 27 Vilnius ORG-100053363 LOC-100094285

02200 Lithuania

l Cancel ” Remove value

3l -]

Figure 91 - Present and Proposed Section

9. Repeat the step to add all relevant organisation changes. This step can be repeated multiple
times. More organisations can be added using the Add button or already selected organisations
can be edited or deleted using the arrow on the right. It is possible to add multiple different
organisations in the Proposed section without adding organisations in the Present section.
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[ 1 dediare this variation does NOT result in any changes in manufacturers (i.e. name/address change, addition or replacement of manufacturing site) or the Marketing Authorisation Holder

=]

Present Proposed

P
p
=
c
[]
i
i
1]
[}
1]
@

@

bl & segoaul ¢ /B I U 4. A== =0 B =
W b B Q

lous text from Present field to Proposed field, the formatting is kept.

g W

Present Organisation Proposed Organisation
Organisation Name ~ European Medicines Agency Organisation Name  European Medicines Agency

tion Location  LOC-100020260 Organisation Location  LOC-100020264
Organisation D ORG-100013412 Organisation 1D ORG-100013412
Address P. 0. Box 71010 1008 BA Amsterdam Netherlands Address Domenico Scarlattilaan 6 1083 HS Amsterdam Netherlands
Parent organisation  European Medicines Agency Parent organisation  European Medicines Agency

& Modified on 2024-11-20T10:41:092 Modified on 2025-01-14T16:27:02Z

Email address Email address
Telephone number Telephone number
D-U-N-5 number D-U-N-S number

‘ + Add present and proposed organisation |

Figure 92 - Present and Proposed Value(s)

2.5.3. Add Package to an Existing Product

NOTE: this feature does not include the new pack sizes/packages in PMS. For CAPs the new
packages will become available in the eAF upon approval of the variation. For non-CAPs the new
packages will become visible in the eAF upon submission of this information in XEVMPD. Please note
that the requirement to submit to eEVMPD is still valid also for CAP products.

2.5.3.1. Adding new pack size to a product that has only 1 existing package
(pack-size)

1. In order to add a package to an existing product, navigate to the "Present and proposed
Changes" section, then choose "Add Changes” to fill in the details.

2. Subsequently, select the scope for proposed changes to proceed.

. Proposed changes

Application form ID: VAR/25/1273 | Friendly name: test scopos

Scopes  B.ILb.l.e - Variation Type IB - 1

[ 1 dediare this variation does NOT result in any changes in manufacturers (i.e. name/address change, addition or replacement of manufacturing site) or the Marketing Authorisation Holder

Add Section

Add section to enter proposed changes

Figure 93 - Edit & Add Package

3. Fill in details in ‘Present and Proposed Value(s)’ tab
4. Select 1 scope (for example B.II.e.5.a)
5. Select the tab "Selected Medicinal Product(s)."

6. Please note that it is not necessary to select the medicinal product before opening the pop-up. Note
that for medicinal products that have only existing 1 pack size, the package medicinal product is
automatically selected. This automatically selected packaged medicinal product needs to be
unselected after the new package has been added.
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Edit selected X
Product packages Scope
[ Add Psckl%ei}
MA Number MRP/CP Number f;d“’“ [Packegetre :t';":'_‘;"“’“““ Pack description
Aimovig 140 mg solution for injection in pre-filled pen, 600000993509
RIS T YOS ?rﬁlg:a)(ge-ﬁued pens — z:cns:i\tngl rsr:«‘n(ﬁ: (r?‘I;?;JIJ\n pre-filled pen, Package size: 3 (3 x 1) pre-filled pens (multipack),
AR T SGTETD 1 pre-Filed pen — f:;:;:%mg: syringe (glass) in pre-filled pen, Package size: 1 pre-filled pen, Content: 1 ml (140
Aimovig 70 mg solution for injection in pre-filled pen, 600000993592
EU/1/18/1293/002 EMEA/H/C/004447 30980194 ?réilépla)dp()re—ﬁlled pens Valid z;i\i::?‘\tr:vgl: :’:d‘n(r;%ew(é;a;f; in pre-filled pen, Package size: 3 (3 x 1) pre-filled pens (multipack),
EU1/18/1293/001 EMEA/H/C/004447 30880195 1 pre-filled pen valid ::;:)‘(;%mg: syringe (glass) in pre-filled pen, Package size: 1 pre-filled pen, Content: 1 ml (70
Aimovig 70 mg solution for injection in pre-filled syringe, 600000993591
EU/1/18/1293/003 EMEA/H/C/004447 31020179 1 pre-filled syringe valid Packaging: pre-filled syringe (glass), Package size: 1 pre-filled syringe, Content: 1 ml (70 mg/ml)
Aimovig 140 mg solution for injection in pre-filled syringe, 600000993507
EU/1/18/1233/006 EMEA/H/C/004447 30060691 1 pre-filled syringe valid Packaging: pre-filled syringe (glass), Package size: 1 pre-filled syringe, Content: 1 mi (140 mg/ml)
‘ Cancel | m

Figure 94 - Add Package

Figure 95 - Add Package Details

7. Click the option "add package", this will open a pop up window to include the details for the new
pack size

8. Select the ‘Parent Medicinal Product’. If you have more than 1 medicinal product and you wish to
add a package to each medicinal product, you will need to repeat this step. It is not possible to select
multiple medicinal products at one go. Please note that it is not necessary to select the medicinal
product from the list before you open the pop up, the medicinal product for which the package will
be added is the one selected in the pop-up.

Add package x

Parent Medicinal Product *

l < |

MA Number * Pack Size *

Figure 96 - Parent Medicinal Product Selection
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Add package

Lookup records

Figure 97 - Parent Medicinal Product Selection

9. Type the ‘proposed’ MA number for the new presentation (pack size) in the MA number field, if you

only have one existing presentation, it is possible that you could ‘guess’ which one the new

presentation will be given, alternatively, you can simply enter ‘to be confirmed’ or the root MA
number into the field, for example: EU/1/123/1234/00X

10. Enter the pack size details in the Pack Size field and click ‘Submit’

Add package

Parent Medicinal Product *

I Zejula 100 mg film-coated tablets

-
MA Number *

Pack Size *

l EU/1/17/1235/008 l l 100 tablets l

Figure 98 - Add Package Submission

11. You can now see the newly added pack size in the list of packaged medicinal products.

12. As the existing package is auto selected, it is important to untick the existing pack size (shown with

the green arrow). As the change is to add the new pack size, we need to remove the existing pack
size from the scope of this change.
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Edit selected x
Product packages  Scope
Q l I Add Package
[-] MA Number MRP/CP Number Package ID Package size Authorisation status Pack description
[J  zejula 100 mg hard capsules, 600000000423
0O EU/1/17/1235/001 EMEA/H/C/004249 76863 84 x 1 capsules (unit dose) Valid - Transferred marketing authorisation Packaging: blister (PCTFE/PVC/alu), Package size: 84 x 1 capsules (unit dose)
O EU/1/17/1235/002 EMEA/H/C/004249 76864 56 x 1 capsules (unit dose) Vvalid Packaging: blister (PCTFE/PVC/alu), Package size: 56 x 1 capsules (unit dose)
0O EU/1/17/1235/003 EMEA/H/C/004249 76865 28 x 1 capsules (unit dose) valid Packaging: blister (PCTFE/PVC/alu), Package size: 28 x 1 capsules (unit dose)
B Zzejula 100 mg film-coated tablets, 600000094947
|_- EU/1/17/1235/008 EMEA/H/C/004249 100 tablets Pending
|} EU/1/17/1235/005 EMEA/H/ /004240 7940002 T4 tablets Valid Packaging: biister (OPA/alu/PVC/alu/vinyl/acrylicy, Package size: 84 tablets
O EU/1/17/1235/004 EMEA/H/C/004249 7940003 56 tablets Valid Packaging: blister (OPA/alu/PVC/alu/vinyl/acrylic), Package size: 56 tablets
] EU/1/17/1235/006 EMEA/H/C/004249 26500019 56 tablets valid Packaging: blister (OPA/alu/PVC/alu/vinyl/acrylic/paper), Package size: 56 tablets
O EU/1/17/1235/007 EMEA/H/C/004249 26500020 84 tablets valid Packaging: blister (OPA/alu/PVC/alu/vinyl/acrylic/paper), Package size: 84 tablets

Figure 99 - Unticking the Existing Pack Size

13. Proceed to save the change.

14. You can now navigate back to the product selection section where you can see the new ‘pending’

entry added.

Product selection

Products concemed by this application @

Column visibility ~

s Authorised dose . Authorisation MP  Authorisation MRP variation  No. of sellected
Full name = Active substance countny MA holder MA no. MRP / CP no. PrS D o o . Socimges
A zejula 100 mg film- Film-coated Niraparib, Niraparib tosilate European Union Glaxosmithkline (Ireland) EU/1/17/1235 EMEA/H/C/004249 600000094947 valid 1/5
coated tablets tablet monohydrate Limited
Selected packaged medicinal products
MA number Package size Package 1D Package description Authorisation status
[[57] svsrzssone 100 taiets
EU/1/17/1235/005 84 tablets 7940002 Packaging: blister (OPA/alu/PVC/alu/vinyl/acrylic), Package size: 84 valid
tablets
EU/1/17/1235/004 56 tablets 7940003 Packaging: blister (OPA/alu/PVC/alu/vinyl/acrylic), Package size: 56 valid
tablets
EU/1/17/1235/006 56 tablets 26500019 Packaging: blister (OPA/alu/PVC/alu/vinyl/acrylic/paper), Package valid
size: 56 tablets
EU/1/17/1235/007 84 tablets 26500020 Packaging: blister (OPA/alu/PVC/alu/vinyl/acrylic/paper), Package valid
size: 84 tablets
s Zejula 100 mg hard Capsule, hard Niraparib tosilate European Union Glaxosmithkline (Ireland) EU/1/17/1235  EMEA/H/C/004248 600000000423 valid 3/3

capsules monohydrate

Figure 100 - Pending Entry

Limited

15. If you have more medicinal products for which you wish to add a pack size, you simply repeat the

steps above.

16. When the pdf is generated, you can see the newly added pack size details, generated in section 2
(like you would have entered them manually in interactive pdf eAF in section 2).
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2. PRODUCTS CONCERNED BY THIS APPLICATION’

Active Substance

Oc¢®  pgm” 7' »galfa
MA Number(s) & Full name 2! MA Holder name Member state Pharmaceutical Form 22
EWA/ fO)O(F i : “ solvent for solution for Eu"cman Pcmdarand solvent for solution for
ir Union injection
EW//1 M_ sohent for solution for Em wmmmmhm“mfw
injection Union injection

Figure 101 - Products Concerned by the Application

17. In the section 3 (present and proposed) of the pdf, you will see the information you filled in the
present and proposed fields and additionally, the MA number and pack size details you entered in
the ‘add package’ pop up window.

Scope B.le.5.a.1 -Variation Type [AIN - 1
2:&:32;) K wder and solvent for solution for injection all packages listed in section 2 for the product
Present .10 Proposed 9,10
details on the existing presentations new presentation (multipack) Add details to present and
Text proposed fields as per
normal
Present %10 Proposed 910

EUM/ME T76/0XX

Package These fields contain the
information from the MA
- MA number: EU//H3i 2T6/0XX number and Pack size fields in

the pop up window
- Description: 1 + 1 (new multipack)

| declare this variation does NOT result in any changes in manufacturers (i.e. name/
id hi addition or repl of f; ing site) or the Marketing
Authorisation Holder

Figure 102 - Information Summary

2.5.3.2. Adding new pack size(s) to a product that has more than 1 existing pack
size

1. In order to add a package to an existing product, navigate to the "Proposed Changes" section,
then choose "Present and Proposed Changes”.

2. Subsequently, click on "Add Present/Proposed" to proceed with this action.
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&, Product selection Proposed changes
¢ Types of changes
B Procedural info Scope and background for change ©
[ Proposed changes Precise scope for change *
@ Finalisation - & Fomt - sze B / U 2 A- = = = =E=== o @ ] T b B Q
&
Background for change and justification for i ing and classi ion *

) & | Fomt -] see B I U 72« h- = = R

L[]
i
]
@

oot e @] 0 BE- O

Present and proposed changes @

By

Add Present and proposed changes

No scope have bee ed in this application| Present and proposed

+ Add changes

Other applications @
2
eaflet chang:

highii
‘ + Select EMA procedure ‘ ‘ + Add procedure number ‘ gl

Figure 103 - Add Present and Proposed

18. Fill in details in ‘Present and Proposed Value(s)’ tab

19. Select 1 scope (for example B.II.e.5.a) at the time to link with the new pack size (presentation).
The other scopes will need to be linked to presentations in separate, repeated steps.

Select scope for proposed changes %

Figure 104 - Scope Selection

20. Select the tab "Selected Medicinal Product(s)."
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21. Select the medicinal product in the pop-up window ; the currently approved presentations (pack
sizes) are listed under the section packaged medicinal product.

Prasent and Proposed Value(s)

Selectad Scope(s)

Selected Medicinal Product(s)

Column visibility Filter n
O MProduct Name MRP / CP Number MA Number Autherisation Country PMS Id
o EMEA/H/C/004587 EU/1/19/1364 European Union
nueiva TGS LRSS T Shudon for :
G i EMEA/H/C/004587 EU/1/19/1364 European Union
injection
Showing 1 to 2 of 2 entries 1 row selected
Selected Packaged Medicinal Product(s)
Column visiblity v Refresh & Filter n
o TMA Number MRP / CP Number Package ID Pack Size Package Description g:‘;:‘u"s"i““"
Valid -
a EU/1/19/1364/002 EMEA/H/C/004587 1 vial
=) EU/1/19/1364/003 EMEA/H/C/004587 1 a(a ials (multipack) o alid
(multipack)
u} EU/1/19/1364/004 EMEA/H/C/004587 2 10 (10 x 1) vials (multipack alid

Showing 3 entries

[ Lo |

E

Figure 105 - Pop-up Window

22. Click the option "add package", this will open a pop up window to select the parent medicinal product
and to include the details for the new pack size

23. Select the ‘Parent Medicinal Product’. If you have more than 1 medicinal product and you wish to
add a package to each medicinal product, you will need to repeat this step. It is not possible to select

multiple medicinal products at one go.

24. Type the ‘proposed’ MA number for the new pack size in the MA number field, in some cases, it is
possible that you could ‘guess’ which one the new presentation will be given, alternatively, you can
simply enter ‘to be confirmed’ or the root MA number into the field for example: EU/1/123/1234/00X.

25. Enter the pack size details in the pack size field and click ‘Submit’ button.
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Add Package x

Lookup records

Search

Choose ene record and click Select to continue

+  Product Name 4 MRP / CP Number MA Number Authorisation Country  PMS ID

i INTEGRILIN 0.75 mg/m| solution for EMEA/H/C/000230 EU/1/99/109 European Union 600000001923
Checkbox
S

D INTEGRILIN 2 mg/m| solution for EMEA/H/C/000230 EU/1/99/109 European Union 600000001924
injection

Cancel

Figure 106 - Lookup Records

26. You can now see the newly added pack size in the list of packaged medicinal products.

27. If you wish to delete the new draft package, you can click delete and repeat the step to add it again

et Scone(s) | Sebected Wedicinal Product(a)
Teraduct ame WRP ] CP Number A Rumber Authorisation Cauntry ews 1
oo
- mpection EMEATH/CI004587 EU1/15/1364 European union
Fr— e o b Package o racksize sackage Descrpeion Sutioicstion
owte
ot o &
. e .
e

Figure 107 - Save Draft Package

28. Proceed to save the change.

29. Repeat all the steps; add the details of the change in present and proposed fields, select the next
scope and create another pack size as needed. For a grouping of variations, proceed to link the
scopes and the presentations as per normal.
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Selected Scope(s)  Selected Mediina’ Product(s

Tdemtiior Mswe  macommen ded Change(s) Descrption

Acke Package. x

Figure 109 - Add Package Submission

Product
Selection Products concerned by this application ©
pending .
Column visibilty v Show 10 rows v Refresh & Search n + Add Product
; - P MRP Nr. of
Full Authorised Active Authorisation MA MA Nr.©D MRP / CP PMS ID Mp Variation Selected
Name Dose Form Substance Country Holder Nr. 1
~ NF. Packages
Procedural ¢ I [N
Information 3
fErii z ; Dispersion Ciltacabtagene European
~ 1 for o " 12

c autoleucel Union

4 , infusion
Proposed f

i

Selected Packaged Medicinal Product(s) Search
Finalisation
. - Authorisation
Full Name Pack Size Package Description M,F Number Package ID e
Pz W e
. 1 bag ke nt:  EU/1/22/1648/001 Valid

n 36 un G v

CARVYKTI 3.2 x 106 -1 x 1

08 cells dispersion for infusio 1 bag (content 15 ml) EU/1/22/1648/002 pending

n

Figure 110 - Pending Submission

30. If you have more medicinal products for which you wish to add a pack size, you simply repeat the
steps above.

31. When the pdf is generated, you can see the newly added pack size details, generated in section 2
(like you would have entered them manually in interactive pdf eAF in section 2).
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2. PRODUCTS CONCERNED BY THIS APPLICATION’

Active Substance

Oc¢®  pgm” 7' »galfa
MA Number(s) & Full name 2! MA Holder name Member state Pharmaceutical Form 22
EWA/ fO)O(F i : “ solvent for solution for Eu"cman Pcmdarand solvent for solution for
ir Union injection
EW//1 M_ sohent for solution for Em wmmmmhm“mfw
injection Union injection

Figure 111 - Products Concerned by the Application

32. In section 3 (present and proposed) of the pdf, you will see the information you filled in the present
and proposed fields and additionally, the MA number and pack size details you entered in the ‘add
package’ pop up window.

Scope B.le.5.a.1 -Variation Type [AIN - 1
2:&:32;) K wder and solvent for solution for injection all packages listed in section 2 for the product
Present .10 Proposed 9,10
details on the existing presentations new presentation (multipack) Add details to present and
Text proposed fields as per
normal
Present %10 Proposed 910
EUM/ME TT6/0XX
Package These fields contain the
information from the MA
- MA number: EU/M/ W3 2T6/0XX number and Pack size fields in
the pop up window
- Description: 1 + 1 (new multipack)
| declare this variation does NOT result in any changes in manufacturers (i.e. name/
id h addition or repl of facturing site) or the Marketing
Authorisation Holder

Figure 112 - Information Summary

2.5.3.3. Multiple change
Duplicating the Present and Proposed Fields

If you need to add more than one Present and Proposed field (equivalent to the section level + button
in the interactive pdf form), you can do this by repeating the previous steps, i.e. clicking the
and selecting the organisation(s) and related text changes. This step can be repeated
as many times as needed for each scope and product combination.
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Linking of the organisations to the text changes

If you need to add more than one Present and Proposed field with related organisation(s) (equivalent to
the higher level + button in the interactive pdf form), you can do this by repeating the previous steps,
i.e. clicking the and selecting the organisation(s) and related text changes. This
step can be repeated as many times as needed for each scope and product. For example, you have one
change related to the Manufacturer A you first select the impacted organisations and then add the text
changes in Present and Proposed fields and link the scope and the selected medicinal products/Packaged
medicinal products and then repeat the step to add the details of the Manufacturer B (select the
organisations first and then add the text changes and link the (same or different) scope and medicinal
products/Packaged medicinal products.

2.5.3.4. Structured changes

Note that currently ‘Recommended Changes’ column may indicate non-relevant area of changes, due
to scopes being linked to many different types of changes. This will be addressed and improved in future
releases.

2.5.3.4. Medical Device(s)

The medical device section can be added in the present and proposed section when the change concerns
a medical device for example an addition or a change of an existing device.

1. Please ensure that you have ticked the *Medical Device’ tick box in Procedural Information section
(Change(s) concern(s) section.

Change(s) concemis) {for Type IE and Type II variations only, tick
all changes applicable

Name

Medical devicas

Figure 113 - Medical Device Box

2. Tofill in the Medical Device(s) section, select the ‘Add Present/Proposed

Present and Proposed Changes

Product MA Number(s) Scope(s) Recommended Change(s) Proposed Change(s)

Figure 114 - Add Present/Proposed Changes

3. Select the scope and the medicinal product/presentations
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Scope Recommended Change(s)

Figure 115 - Selected Scope(s)

4. When you return to ‘Proposed Changes main section, select the relevant product/scope
combination by using the tick box and select Medical Device from the dropdown menu. The
product must be selected for the dropdown menu to work.

Present and Proposed Changes

xt / Organisation changes,

B e

Proposed Changa(s)

Scope and Medicinal Product combination. A product area will be recommended based on your scope select:

d

check if structured product data neac

Present and Proposed change

updated.

Proposed Change

Proposed Change
tically Modified Oroznizms

(] Product MA Number(s) 1 Scope(s)

=k 1

rapeutic Group (ATC)

=
Pharmacavisigilance System Master File

[e]

B.IV.1.a.1 - Variation Type IAIN - 1

Figure 116 - Selection of Relevant Scope/Product Combination

5. The Medical Devices subsection (section 4d in the pdf form) will open. Please note that the
‘present values’ section will appear empty, and you will not be able to edit this information (as
it is currently not available from PMS). To edit the section click and you will be able
to make the selections as usual in this section.

Proposed Changes > Present & Proposed Medical Device

v Selected Scope(s)

Medical Devices

Present Values

Device Name Parent Medicinal Product

No data available in table

Showing 0 to 0 of @ entries

oy

Proposed Values Refresh &

Device Name Parent Medicinal Product

No data available in table

Showing 0 to 0 of 0 entries

B = e

Figure 117 - Add Device
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6. A new window will open with Accordion of different sections of the Medical Device and Companion
Diagnostic. Please fill in each section, please note that information may be shown slightly
differently as in the pdf, however, the content is the same.

Medical Device & Companion Diagnostic

Change to the design or intended purpose of the device component, or intreduction of a new device / device constituent part

Device(s) identification and classification

Manufacturer of the device

Documentation to confirm compliance to the Medical Device Regulation (EU) 2017/745 and/or to the in vitro diagnostic Medical Device Regulation (EU) 2017/746

Notified Body (NB)

E

Figure 118 - Medical Device and Companion Diagnostic

7. Select if the change is to change an existing device or to add a new device;

Medical Device & Companion Diagnostic

Change to the design or intended purpose of the device component, or introduction of a new device / device constituent part

= change to the design or intended purpose of  device companent pravicusly isted in the marketing authorisation of the medical product. Please explain the purpesed changed in present/purpased section
f= new device intraduced in the marketing authorisation of the medical product

Figure 119 - Change Selection - Medical Device and Companion Diagnostic

8. Fill in the free text fields and selections to detail Device(s) identification and classification

Device(s) identification and classification

Name of the Davica Type of Combination (7)*

[ 1 B
Device Quantity Device Type *
| | | B
Classification * Serial number / unique device identifier (UDI) or other indications necessary to delimit pracisely the device
| m incorporated, if applicable *

[ |

Intended Purpose of the Device * Brief Description of the Device *

Figure 120 - Device(s) Identification and Classification

9. Manufacturer’s function and the manufacturer of the Device is how selected (mandatorily) from
OMS
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Manufacturer of the device

Function *

Manufacturer *

Title * First Name * Last Name *

Telephone E-Mai

Figure 121 - Manufacturer of the Device

10. Proceed to fill in the rest of the sections

Documentation to confirm compliance to the Medical Device Requlation (EU) 2017/745 and/or to the in vitro diagnostic Medical Device Regulation (EU) 2017/746

Does this application include a Manufacturer's EU declaration of conformity, an EU certificate issued by a Notified

Body or a Notified Body opinion, if applicable?

Please note, the above mentioned documents (as applicable) should be provided in module 2.2.R of the EU-CTD.

Figure 122 - Upload of Documentation

11. Notified body is also now selected from OMS

Notified Body (NB)

Notified Body Number =

Name of the Notified Body *

First Name *

Last Name *

Telephone E-Mai

Figure 123 - Notified Body

2.5.3.5. ATC Code change

The ATC code change should be applied for all Medicinal Products (i.e. the change is on the Authorisation

product level).
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1. Select the relevant product by using the tick box, select Pharmacotherapeutic Group (ATC) from

the dropdown menu and click on [Nels MdE=hIvARelloS=lefl The product must be selected for the
dropdown menu to work.

Present and Proposed Changes

a Present and Proposed change for each Scope and Medicinal Product combination, A product area will be recommended based en your scope selection, In addition to free text / Organisation changes,

|3r:p:Eed Change v| Search n Add Present/Proposed

Proposed Change
] Product MA Number(s) T Scope(s) C;EH'- ically Modified Qrganisms Proposed Change(s)
Medica

B.IV:1.2.1 - Variation Type IAIN - 1 Pharmacotherapeutic Group (ATC) (o]

Please
plesse check if structured product data needs ta be updated.

1 B.IV.1.
Pharmacovisigilance System Master File

Figure 124 - Present and Proposed Changes

2. Under Proposed Values, click on the click on the [Blllbutton to enter the details of the ATC code
change

[ KP 19/09/22 Medical device test [ VAR/22/698 ¥, Last Saved - 19/05/202.

Proposed Changes > Present & Proposed Pharmacotherapeuti...

v Selected Scope(s)

Pharmacotherapeutic Group (ATC)
Present Values

MA number Product Name

(V) EU/1/21/1531 Evrysdi 0.75 mg/ml - Powder for oral solution

Showing 1 to 1 of 1 entries
1

Propossd Values
IE

ATC Code + Application for ATC code has been made

There are na records to display.

B B e

Figure 125 - ACT Code Change

The ATC code can currently only be searched using the active substance.
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Select ATC Code

FHIR Product ATC Code
g

lookup|
modal

[ If na ATC code has been assigned. please indicate if an application for ATC code has been made

Figure 126 - Selection of ATC Code
3. Click on the SiiMAbutton and you will be taken back to the Proposed Changes main page

4. Click on the B button to save your changes in the form

2.5.3.6. Pharmacovigilance System Master File
1. Select the relevant product by using the tick box and select ‘Pharmacovigilance System Master
File" (PSMF) from the dropdown menu (the typo in word Pharmacovigilance is a known issue).
The product must be selected for the dropdown menu to work.

Pharmacovigilance system master file

Present Values

The Pharmacovigilance system master file location has been

MA Numb: Product N PSMF Cad PSMF Organizati
umber reduct Hams e PR registerad in Article 57 database
Showing 1 o 1 of 1 eniries 1
Proposed Values
PSMF Organisation = PSMF Cods ®

[0 The Bharmacovigilance system master file location has been registered in Article 57 database

e purposes of this spplication form, 3 Qualified person Responsible for Pharmacovigilance 'resides’ in the place where he/she makes his/her home, where hefshe lives, can be traced, located

Nate: For Risk Management Plan, see module 1, 1.8.2.6 For th
dentified for all legal and contractus| obligations, whether or not it is owned by him/her or he/she is permanenty dwelling there.

E s

Figure 127 - Pharmacovigilance System Master File

2. Add the PSMF Organisation from the magnifying glass Q and the PSMF Code
3. Click on the FEbutton and you will be taken back to the Proposed Changes main page

4. Click on the FEM&button to save your changes in the form
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2.5.3.7. Genetically Modified Organisms

1. Select the relevant product by using the tick box and select ‘Genetically Modified Organisms
Code’ from the dropdown menu. The product must be selected for the dropdown menu to work.

v Selected Scope(s)

Genetically Modified Organisms

Present Values

Does the medicinal product contain or consist
MA Number Product Name of Genetically Modified Organisms (GMOs)
within the meaning of Directive 2001/18/EC?

If yes, does the product comply with Directive
2001/18/EC?

Proposed Values

2 I

Figure 128 - Genetically Modified Organisms Code

2. Reply to the GMO-related enquiries
3. Click on the EE}button and you will be taken back to the Proposed Changes main page
4. Click on the E¥button to save your changes in the form

2.5.3.4. Other applications

NOTE: Other applications will appear in an incorrect (random) order on the web UI - i.e. they are not
show in the order they were entered, however, they will appear in the order they were entered in the
pdf output.

For Centralised procedure, you should be able to find related procedure numbers from the pre-generated
list of procedures which is opened by clicking the button. There is currently a
known issue affecting this feature. If the procedure you wish to add is not available, please use the free
text field opened by clicking the button.

Other Applications
_E
Procedure Number

There are no records to display.

Figure 129 - Selection of EMA Procedure
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2.6. Additional Information

The additional information section contains the sections 4a, 4b and 4c of the pdf eAF. These sections are
only visible in the form depending on the previous selections in the form. Please note that there is a
delay in calculating this information based on the procedure type and the product and it can take several
minutes before these sections appear in the form.

Type(s) of Type 1B and Type II variations - new indications - orphan medicinal product information
Change(s)
®

Information relating to orphan market exclusivity

Procedural
Information

® Type I8 and Type II variations - Paediatric Requirements @

Proposed
Changes Type II variations - Extended data exclusivity / market protection

[T o]

Additional
Information

Figure 130 - Additional Information Section

2.6.1. Type IB and Type II Variations — new indications — orphan medicinal product
information

1. To launch the window to search and select the procedure, click the select button

fristiina Puusaar - 1A - Bowe) (i) [@own] [Comn] | oo
% Product selection

2 Types of changes

additional info

# Procedural info Type 18 and Type II variations - new indications - orphan medicinal product information

ondguz ]

Select orphan designation procedure

L1

Figure 131 - Orphan Designation Procedure

L]
L]
L]
@ ° been applied far, for this new indication?
L
L]

2. This will launch a lookup window where additional filtering/search criteria can be used to find the
relevant procedure

Select orphan designation procedure

Figure 132 - Lookup Records

3. The rest of the fields are filled in automatically based on the information held in the database for
the selected procedure
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Select orphan designation procedure
+ select
Orphan designation Orphan designation procedure Orphan designation Commission decision Based on the criterion of Number in the Community Register of Copy of Designation e
procedure status date reference number “significant benefit” Orphan Medicinal Products Decision
EMA/NNannnnns Ao Orphan Designation Withdrawn Yes 15}
EMA/ Orphan Designation Granted 19/11/ 2087 No Yes "
EMA/ vy vy 2o Orphan Designation Granted 17/07/ 1153 Yes Yes "W

Figure 133 - Selection of Procedure

2.6.2. Information relating to orphan market exclusivity

1. To launch the window to search and select the procedure, click the select button

2. This will launch a lookup window where additional filtering/search criteria can be used to find the
relevant procedure

3. The rest of the fields are filled in automatically based on the information held in the database for
the selected procedure

Information relating to orphan market exclusivity

Has any medicinal product been designated as an Orphan medicinal product for a condition relating to the new indication proposed in this variation application?

Ono Qves

EU orphan designation number(s) *

| Entitlement Type Name of active substance(s) for Decision Agreed scope Agreed condition/indication

Actio

EL Orphan Designation Treatment of < apathy "

El Orphan Designation Treatment of n Hloma o

el Orphan Designation Treatment of " loma "
ation

EL Orphan Designation Treatment of n loma "

2.6.3. Has any of the designated Orphan Medicinal Products been granted a
marketing authorisation in the EU

Has any of the designated Orphan medicinal product(s) been granted a marketing authorization in the EU?
O No o Yes

Specify for authorised product: * ©

+ Select Specify for authorised product:

| Please selact the relevant authorized
orphan medicinal product
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2.6.. Type IB and Type II Variations - Paediatric Requirements

Type IB and Type II variations - Paediatric Requirements ©

iz plicable P

diatric Regulation

® prticle 8 of Paed

rticle B of the p
Y This application rela [PUMA).
(Y This application rel

studies induded aedistric i

Y This application relates to paediatric studies submitted according to Article 4

48 of the paediatric regulation.

icle & Procedure Type

(Y This application rela ious/angaing/

arallel procedure which triggered A

icle 8 requirement.

® This application rel

ndication for an authorised medicinal product hi

icle 8 New Indication

=cted by = supplementary protaction cartificate under Regulation

Mo 469/2009.

ies for the granting of the supplem:

rotection cet

This application relates to pa cluded in 2 paediatric investigation plan

This application rela ubmitted according te Article 45 or 46 of the paediatric regulation

C
C
C
A
C
L
A
C
® i< protected by a patent which qualif
o
0

Name of active substanca(s) for

Entitlement Number Type of Paediatric entitlement  PIP n. Decision Agreed scope 1 Agreed condition/indication

Thers are no records to display.

of the PIP/Prod
ion been sub;

ecific Waiver decision including the paediatric Committee (PDCO) opinion and the Summary Report, is to be included in Medule 1.10)

Has this application been subject to PIP compliance verification?
QO No @ Yes

The compliance document reference

Thers are no recards to display.

Figure 134 - Type IB and Type II Variations — Paediatric Requirements

1. Select the Paediatric Entitlement(s) using the search

Select Paediatric Entitlement(s)

v Entitiement Number Type of Paediatric entitiement PIF n. Name of active substance(s) for Decision  Agreed scope T Agreed candition/indication

oooono

Selected records

Figure 135 - Selection of Paediatric Entitlement(s)

2. Add the entitlement
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Select Paediatric Entitlement(s) X

v Entitiement Number Type of Paediatric entitlement PIF . Hame of active substance(s) for Decision  Agreed scope T Agreed condition/indication

Selected records

T ] |

(=

Figure 136 - Addition of Paediatric Entitlement(s)

The details are shown in the table and the entitlement can be removed using the arrow on the right

Name of active substance(s) for
Entilement Number Type of Paediatric entitlement  PIP n. Decision Agreed scope 1 Agreed condition /indication

(Note: = copy of th
Has this spplicst

sion including the paediatric Committee (PDCO) opinion and the Summary Report, is to be included in Module 1.10)

Figure 137 - Recap Table of Paediatric Entitlement(s)

3. Add information relating to PIP compliance, this is done by clicking the Add button and entering
the Procedure number in the free text field;

Create Compliance Document Reference
Number

Procedure Number

-
=1

Figure 138 - Creation of Compliance Document Reference Number

2.6.4. Type II Variations — Extended data exclusivity / market protection

Type II variations - Extended data exclusivity / market protection

Extended data exclusivity /

a new indication).

Figure 139 - Type II Variations — Extended data exclusivity/market protection
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2.7. Finalisation section

The ‘Finalisation’ section contains the sections Annexed Documents, Declaration of the Applicant, Proof
of Payment and Signature. Refer to the Finalisation step on the left-hand side of the menu. This section
has been divided in 4 sub sections. You can expand the sections by clicking anywhere in each of the
subsection fields (accordion).

Kristiina Puusaari - EMA - Prod test check .

Finalise

»

i Product selection @

Finalisation
. Types of changes
@ Procedural info Annexed documents (where appropriate)
@ Proposed changes The following amended product information proposals are provided in the relevant sections of the EU-CTD format or NTA
i format, wh licable.
% S & volume 68 format, where applicable.
(7] Restrictions posed by Member States (Annex 127a)
Finalisation

] Summary of Product Characteristics
] Spedmens
[] Labeling
[] st of all authorised presentations (Annex A)
[] Mock ups
[[] Package Leaflet

[] Annex 1t

Declaration of the applicant

1 hereby submit a notification/application for the above Marketing to be varied in with the
proposals given above. I declare that (Please tick appropriate declarations)

] For type 1A notifications: the required documents as specified for the changes concerned have been submitted;

[] There are no other changes than those identified in this application (except for those addressed in other variations submitted in
parallel);”

For worksharing or grouped variations affecting more than one MA: the MAs concerned belong to the same MAH.
[] Where applicable, national fees have been prepaid or will be paid in accordance with national requirements;

[] This notification/application has been submitted simultaneously in RMS and all CMSs (for products within the Mutual Recognition
Procedure and worksharing) or both to EMA and (Co-)Rapporteur (for products within the Centralised Procedure) or, in case of worksharing
involving the EMA, to the relevant National Competent Authorities and/or RMS/ CMS (as applicable) and the EMA;

[] Where appiicable, all conditions as set for the variation(s) concerned are fulfilied;
Change(s) will be implemented from: *

[] Next production run/next printing

Changes in

tnarisatian hess By tha samme haidar (anly 45plicabie for TySs 0 andoe TySs i variations).

Lrtarmatie an

1) Hasre 3101) etereatr

Praceaurets)

Praceaurets)

broof of paymant

A rarans feus mave een srepaid ks cmasiant ausrtes.

o it fees R b 016005 10 Competend haitics,

o gy

\ J [ J
— e

\ ] [ ]
— —

[ J J
[ Ol Ju
u . - . 14 o bk o o b oo

Figure 140 - Finalisation Process
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2.7.1. Annexed documents (where appropriate)

Finalisation

Annexed documents (where appropriate)

The following amended product information proposals are provided in the relevant sections of the EU-CTD format or NTA
volume 6B format, where applicable.

[] Restrictions posed by Member States (Annex 127a)
D Summary of Product Characteristics

Specimens

Labelling

List of all authorised presentations (Annex A)

Mock ups

Package Leaflet

Oo0O0O0ooo

Annex II

Figure 141 - Annexed Documents

2.7.2. Declaration of the applicant

The Declaration of the applicant section has number of declarations, some only visible, for variations
that contain CAPs and impact the product information. The implementation date field is visible only for

Type IB and/or Type II variations.

Declaration of the applicant

I hereby submit a notification/application for the above Marketing Authorisation(s) to be varied in accordance with the
proposals given above. I declare that (Please tick appropriate declarations)

|:| The individuals whose data Is included consented to its sharing with EMA and its further sharing by EMA with third parties such as other
marketing autherisation applicants, marketing authorisation holders and National Competent Authorities, as relevant®

|:| For type IA notifications: the required documents as specified for the changes concerned have been submitted;

|:| All PIs (including annotated PIs are submitted in an anonymised fermat (i.e. names of the reviewers removed from the track-changes, no
names in document properties and other parts of the documents)*®

|:| There are no other changes than those identified in this application (except for those addressed in other variations submitted in
parallel); =

|:| I understand that EMA expressly disclaims any liability or accountability for the presence of unnecessary personal data in the annotated PI
submitted by the marketing authorisation holder®

|:| For worksharing or grouped variations affecting more than one MA: the MAs concerned belong te the same MAH.
|:| Where applicable, national fees have been prepaid or will be paid in accerdance with national requirements;

|:| This notification/application has been submitted simultaneously in RMS and all CMSs (for products within the Mutual Recognition
Procedure and worksharing) or both to EMA and (Co-)Rapporteur (for products within the Centralised Procedure) or, in case of worksharing
involving the EMA, to the relevant National Competent Authorities and/or RMS/ CMS (as applicable) and the EMA;

|:| Where applicable, all conditions as set for the variation(s) concerned are fulfilled;

Change(s) will be implemented from: *

@Next production run/next printing

Changes implementation date Changes implementation comment
| = ||

Figure 142 - Declaration of the Applicant
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2.7.3 Declaration of the application about the submission(s) of the same variation
(or group of variations) in other Member States / EMA

In the Declaration of the applicant confirms that the same variation (or group of variations) does not
apply to any other MA held by the same holder. This is a new Mandatory field applicable for all Type IB
and Type II variations.

Declaration of the application about the submission(s) of the same variation (or group of variations) in other Member States / EMA

EThe applicant confirms that the same variation (or group of variations) does not apply to any other marketing
authorisation held by the same holder (only applicable for Type IB and/or Type II variations).

Note *

Figure 143 - Declaration of the Applicant

2.7.4 Proof of Payment

For Centralised Procedure applications the Proof of Payment section is defaulted to ‘No’, however, for
Type II variations the MAH details are listed in the Proof of Payment section. If you do not wish to display
the Proof of Payment section for variations containing CAPs, you will need to remove the section by
clicking the trashcan icon.

Proof of payment

@ All relevant fees have been prepaid to competent authorities.

+ Add payment details

@ No relevant fees have been prepaid to competent authorities.

+ Add payment details

Figure 144 - Proof of Payment
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2.7.5 . Signatories

Signatories

Figure 145 - Signatories

The signatories’ section is comparable to the one in the interactive pdf with the exception that currently
it is only possible to add 1 additional signature. New change request has been raised to allow additional
signatories to be added.

The pdf eAF exported from the web user interface cannot be edited outside the PLM Portal. The forms
cannot be signed in the web user interface.

If the user wishes to include a signature in exported pdf, this can be done using external digital
signature tool, however, the use of simple Adobe signature without a certificate (e-Sign) or an image of
a signature can no longer be used in conjunction with the ‘integrity stamp’ feature. Adobe signature with
a certificate or any other digital signature tool should work, although some issues have been identified
by some users. In case of any issues, please do contact your signature tool provider and additionally,
please contact EMA to report the issue.

2.7.6 . Finalisation of the form - Integrity stamp (warranty)

Once the form editing has been finalised the form should be finalised and exported to be included in the
eCTD sequence.

There is a difference between simply ‘exporting’ the form and *finalising’ the form. The export can be
done at any time and as many times as required during the editing process. The *finalisation’ of the form
is normally done only once, when the form is ready to be submitted and no further changes are needed.
Using the ‘FIEIRY feature moves the form from the ‘drafts’ tab to the ‘completed’ tab in the list of
applications view. Once the form has been finalised, it is no longer possible to edit the form.

& Product selection Finalisation

x; Types of changes
 Procedural info Annexed documents (where appropriate)

& Proposed changes The i ded product inf tion proposals are provided in the relevant sections of the EU-CTD format or NTA

| volume 68 format, where applicable.
Finalisation

Figure 146 - Finalise Submission

The date printed in the integrity stamp is simply the time and date when the form was exported from
the PLM Portal. It is not the date when the form was submitted. To ensure that you meet the submission
deadline, please create the form and prepare your eCTD submission package in advance of the
submission deadline.
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1. Click the FIEIRY button to trigger final, full form validation and the export of the form with the
‘Integrity stamp’.
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3. Exporting the form content to a PDF

3.2. PDF Export

The form content can be exported as a pdf at any time. During the development and test a message is
displayed to explain that validation errors were found. For now you can ignore this message and always
respond Yes.

You can see the progress of the export in the moving bar that is constantly updated while the export is
being prepared

Exports X
Friendly name: VAR/25/4274 Application form ID: Kristiina Puusaari - EMA - Prod test ...
Export typically takes less than a minute but can take longer to complete, depending on the size of your application. You'll get an email to notify you when the process is
complete and ready to download.

X

Exports

Friendly name: VAR/25/4322 Application form ID: Type IA test

Export typically takes less than a minute but can take longer to complete, depending on the size of your application. You'll get an email to notify you when the process is
complete and ready to download.

Application is ready to download.

@ Click the checkbox below to agree and download the application pdf file from the list

Completed

@ I understand that the XML contained in the PDF will include commercially confidential information and product data from SPOR Preduct Management System (PMS).

Export details Column visibility ~
1 Modified on created on Requestor Status or reason Vvalidation XML Export message FHIR PDF
24/06/2025 15:48 24/06/2025 15:48 Kristiina Puusaari Active

Close

Figure 147 - Preparation of Export

Once the status is shown as Completed, you will get a blue bar across the screen showing ‘Download’.
When you click this the form will be downloaded to your pc’s download folder
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Exports
Friendly name: VAR/25/4322 Application form ID: Type IA test

Export typically takes less than a minute but can take longer to complete, depending on the size of your application. You'll get an email to notify you when the process is
complete and ready to download.

Application is ready to download.

@ Click the checkbox below to agree and download the application pdf file from the list

Completed

@ I understand that the XML contained in the PDF will include commercially confidential information and product data from SPOR Product Management System (PMS).

Download &,
Export details Column visibility -
. Modified on Created on Requestor Status or reason Validation XML Export message FHIR PDF
24/06/2025 15:48 24/06/2025 15:48 Kristiina Puusaari Active

Close

Figure 148 - Export Completed

The downloaded forms normally have a name that consists of letters and numbers. You can save this
pdf rendition to be reviewed, signed (more details on the use of digital signatures will be provided) and
to be included in the dossier. The pdf can be renamed to reflect the eCTD requirements.

The form contains the FHIR xml which can be used to upload the form content and product information
into the receiving regulators systems. Please note that the FHIR attachment and the pdf content must
not be edited after exporting. If any changes are needed, please return to the web user interface and
make the changes in the web form and export the form again.

8329a58e-d235-ed11-ad1b-000d3aae5...  18/09/2022 21:26 Adobe Acrobat D... T3 KB

Figure 149 - Exported Form

The form closely resembles the pdf application form. There are some minor differences to the previous
version.

The form can be navigated using the left-hand navigation bar or the table of contents as previously.

The FHIR xml can be found under the paper clip, and it can be opened and viewed if needed. This is
mainly meant to be machine read to feed information to receiving systems.
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Attachments X

= - @ 1l &

" Mame
|_@ € eaFaml

Mame: eAF.xml
Modified: 18/09/2022 21:23:06
Size: 880.61 KB

Generated: 2022-08-18 07:23:01 (UTC)

TABLE OF CONTEN

1.  APPLICAT
2. PRODUCT
4 3. TYPESOF
4a TypelBan

Figure 150 - FHIR xml
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This XML file does not appear to have any style information associated with it. The document tree 1s shown below.

v<Bundle xmlns="http://hl7.org/fhir">
<id value="cE83504d-41fa-4cfe-9de5-afb249f77=aa" />
¥ <metar
<versionId value="ve.1"/>
</meta>
<type value="collection"/>
r<entry>
¥ <resourcer
¥ <Task>
<id value="8329a58e3aae59e6T8d69a30ce653a8a" />
v <containad>
v<listr
<id value="taskProductlList"/>
<status value="current"/»
<mode value="working"/>
vaentry>
v <item>
<reference value="MedicinalProductDefinition/3dec@9f13a8a0711f8d6%a3@cet53a8a"/>
</item>
</entry>
</List>
</contained>
v <contained:>
¥ <Task>
«<id value="variation-@6abee533aaalcebf8d69a30cer53a3a" />
v<identifier>
<system value="http://ema.europa.eu/fhir/scopeldentifier"/>
<value value="C.I.6.a - Variation Type II - 1"/>
«/identifier:>
¥ <partOof:
<reference value="#
</partof>
<status value="requested"/>
<intent value="order"/»
¥ <code>
v <coding>
<zystem value="https://spor.ema.eurcpa.eu/vl/lists/1eeRE0152091" />
<code value="1P0@0@152682" />
<display value="C.I.6.5 Addition of a new therapeutic indication or modification of an approved one"/>
</coding>
<text value="100888152602"/>
</code>
¥ <input>
¥ <type>
v <coding>
<system value="https://spor.ema.europa.eu/vl/lists/92a0000081"/ >
<code value="0806600804"/>
<display value="Not Applicable"/>
</coding>
</type>
<valueBoolean value="false"/>
</input>

/=

Figure 151 - XML file - Document Tree

3.3. PDF Requirements

There are no specific Adobe version requirements with regards to opening of the pdf rendition. As
opposed to the interactive pdf eAFs, the pdfs generated from the web user interface cannot be edited by
the users and therefore they can be simply opened with any pdf reader.
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4. Support

4.1. The PLM Portal eAF Guidance materials
The updated PLM Portal home page contains links to various different guidance documents, videos and
Q&A documents. You can follow the quick link to eAF guidance page from the eAF tile or you can access

the main PLM Portal Guidance and Support page from the link in the blue bar at the bottom of the page.
From the Guidance and Support page you can find links to all related systems and guidance materials.

Product Lifecycle
Management Portal

Electronic application forms (eAF)

ecure online portal for managing electronic Application Forms.

eAF list

eAF gu :a-w:e@D

Quick links

eAF FHIR XML release notes >

P

Guidance & Support EMA Service Desk Legal

Figure 152 - eAF PLM Portal

4.2. The PLM Forum

The PLM Forum is a public platform where users (primarily applicants) can stay up to date on the latest
PLM news (e.g., new PLM features, release information, known issues), ask each other questions, provide
suggestions, and discuss best practices. While posts are visible to everyone, users need to be logged in
to the portal to create a new thread or reply to an existing one.

EMA staff may intervene in the forums, but replies to individual questions cannot be guaranteed, as the
forum does not replace the established EMA communication channels:

1. EMA Service Desk for questions on the use of the portal and for reporting faults;

2. EMA Account Management for access and registration requests;
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3. Ask EMA for general questions not related to a specific submission/procedure;

Direct replies to eAF emails (without changing the subject), when responding to issues relating to a
specific procedure.

Please note any text contained in the threads of the forum is publicly available, therefore please do not

post any type of confidential information.

4.3. The Service Desk

For technical support with the PLM Portal, please use directly the PLM Portal-eAF section of the EMA
Service Desk portal. This includes issues related to creation of new accounts, access to existing accounts,
uploading data and performance of databases.

If you have a user account for a system hosted by EMA, you should use the same username and password
for this service. Otherwise, please Sign up for a new account or reset your login credentials.

The Service Desk portal is optimised for use with Chrome, Edge, Firefox or Safari web browsers. If you
encounter problems, please use one of these browsers instead.

< Report an issue with the PLM Portal - eAF, to create a ticket for the issue you are experiencing, or,
) Request information about the PLM Portal - eAF, to create a ticket for the question you have.

Depending on the issue or question, you can select from different problem areas:
e PLM portal - eAF FHIR XML (issues and questions on the FHIR xml)
e PLM portal - eAF General (topics covering multiple aspects and/or general nature)
e PLM portal — eAF PDF export (issues/discrepancies/errors in the generated pdf)

e PLM portal - eAF Web-form User Interface (issues/questions/improvements relating to the web
UI)

Please provide a clear description of the issue and provide screenshots or the generated pdf as
attachment as these can help to solve the query a lot faster.
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Report an issue with PLM portal (eAF)

Request assistance on a PLM Portal - eAF issus.

Create a ticket for the issues you are experiencing.

Before creating a new ticket, please double check the available
guidance - the issus you are experiencing may be explained there.

PLM Paortal - Human Variations e AF: Guide to registration

PLM Portal - Human Variations eAF: Guide to navigation

PLM Paortal - eAF | How to monitor Application Forms Status

PLM Portal - eAF | How to select the scope of the variation
application

PLM Portal - eAF | How to fill in the "Procedural Information” section
PLM Portal - eAF | How to fill in the "Additional Information” section
PLM Paortal - eAF | How to fill in the “Finalisation” section

Pleasze provide as much detail as possible (incl. step-by-step narrative
and/or screenshot(s) as attachments, if'when applicable). Example:

report an issue pertaining the filling of an electronic Application Form:
Web-userinterface / Data / Access / FHIR XML / PDF export /
Regulation / Other

* Indicates required

* Raise this request on behalf of

|ﬂ Kristiina Puusaari ® | v

* Subject

| |

* Description

* Problem area

* Urgency

[~ None - 3

& Add attachments

Figure 153 - Report an Issue with PLM Portal (eAF) Form
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* Indicates required

* Raize this request on behalf of

Request for information - PLM portal (eAF)

Request assistance on & PLM Portal - eAF issue

Create a ticket for the issue you are experiencing.

Before creating & new ticket, please double check the available
guidance - the issue you are experiencing may be explained thers.

PLM Portal - Human Variations eAF: Guide to registration

PLM Portal - Human Variations eAF: Guide to navigation

PLM Portal - eAF | How to monitor Application Forms Status

PLM Portal - eAF | How to select the scope of the variation
application

PLM Portal - eAF | How to fill in the “Procedural Information” section
PLM Portal - eAF | How to fill in the “Additional Information” section
PLM Portal - eAF | How to fill in the “Finalisation” section

Please provide as much detail as possible (incl. step-by-step narrative
and/or screenshot(s) as attachments, if/'when applicable). Example:
report an issue pertaining the filling of an electronic Application Form:
Web-user interface / Data / Access / FHIR XML / PDF export /
Regulation / Other

| & Kristiing Puusaari

* Subject

* Description

&
Prohlem area

& Add attachments

Figure 154 - Request for Information - PLM Portal (eAF) Form
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Important note: please select the correct category when reporting issues through the EMA Servicenow.
It is important that Data issues and/or SPOR issues are not reported under eAF to ensure that they will
be addressed timely.

Please see more details on how to report issues from this presentation slides 22-24.

4.4. The PLM Chatbot

The PLM Chatbot is an artificial intelligence tool where users are offered with digital assistance
@ for commonly asked questions in an interactive mode. You are encouraged to use the buttons
to navigate through the information or to type your question directly into the chat.

To access and engage with the PLM Chatbot, click on the - icon, available on the right-hand side of the
PLM Portal.

Product Lifecycle
Management Portal # Home orum SPOR ~ 1AM Sign in

Welcome to PLM Portal

wformation about the PLM

A secure online portal for managing electronic Application Forms, electronic Product eAF and the Type II programmes.

Information (ePI) and authorised product data (PMS) in the European Union, in T o ) S

¢ buttons, type directly in the chat, or typ
collaboration with the European Medicines Regulatory Netw restart” at any point to start ove
SignIn ) Please choose one of the following topics:

PLM Portal - eAF ‘

Post-authorisation

Quick links ‘

Help ‘
Public Guidance & Ne - _
Register & Support E nessag

List @

Figure 155 - PLM Chatbot
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