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The eSubmission Gateway Web Client is an electronic submission channel that allows the applicants to submit documents supporting all types of
applications to the Agency securely over the internet in any electronic format (structured or non-structured). The eSubmission Gateway Web Client users
will benefit from an automated confirmation of the technical validation feedback (eCTD only) and an automated upload to the Agency’s eCTD
review system. The use of the eSubmission Gateway and the Web Client is mandatory for all human and veterinary submissions, including medical
devices.

The various steps that need to be completed to take part in the UAT for the upgraded Axway Web Client Syncplicity (password update) are outlined
below.

Please note that you will only be able to send submissions via the Syncplicity Web Client if you have previously registered as a user of the
eSubmission Gateway Web Client (https://esubregistration.ema.europa.eu/registration/) and you have received an email to reset your
password in Syncplicity.

VERY IMPORTANT: Please do not use the ‘Create Account’ option. If you need to register as a user, please navigate to the registration module
here: https://esubregistration.ema.europa.eu/registration/
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1. Migration of users

1.1. Reset your password using link from an email from Axway Syncplicity

If you have previously registered as an eSubmission Gateway Web Client user in the production environment, you will have received an automated
email from Axway Syncplicity to prompt you to update your password to be able to access the new Web Client UI.

The email will look like the one below;

> = \ootFolder for ESI as n shared with you by xcp apiuser (xcp_syncp@ema.europa.eu) - Message
= z) "RootFolder for ESUBTE! " has been shared with by ; @ ) - M (HT.
File Message Help Acrobat Q  Tell me what you want to do
- - & Sensitivity ~ Mark Unrea > - Fin B~ Zoom
S =2 | & 52 Markunread B3 d | 5%
[} ~

"RootFolder for ESUBTEMAPSUR" has been shared with you by xcp apiuser (xcp_syncp@ema.europa.eu)

Syncplicity <no-reply@syncplicity.com> © Reply | € Reply Al — Foward
To @ Puusaari Kristiina Thu 09/06/2022 16:01
y ‘
. . .4
~Ysyncplicity 4~
by axway e A P
ey, e

xcp (xcp_syncp@ema.europa.eu) just shared a folder with you called RootFolder for ESUBTE

Please use the latest Syncplicity client version with SyncDrive to access this content on the desktop /

To access the folder and browse its contents, just click hetps: [ /eu syncplicity com/ /invite/d or
copy-paste the link into your browser's address bar and register your account.

xep is using a service called Syncplicity that makes sharing files and folders really easy.

Your web browser is all you need to access xcp's folder, but for even faster, more convenient access,
Syncplicity can automatically copy xcp's folder to your computer and keep all copies in sync

Want to learn a bit more about Syncplicity? Take a quick product tour.

© 2007-2022 Syncplicity LLC All Rights Reserved
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a) To reset your password, click to the link in the email. This will take you to a page that looks like this:

. ® ogin | Suppor
~vsyncplicity e

by axway

Create an Account to View the Shared Folder

We just need a name and a real password for your account and you'll be on your way.
Email *

Kristiina.Puusaari@ema.europa.eu

First Name *

Last Name *

Password *

Confirm Password *

PrivacyRegion:

EU PrivacyRegion - About PrivacyRegions

([ By checking this box, you are indicating you have read and agree to the Terms of Service.

b) Enter the email address that you have registered with to use the eSubmission Gateway (the email address into which you received the notification
email to). Please do not use any other email address. If the email address is no longer in use, please contact the EMA Service Desk

Create your password and click submit.
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c) Alternatively, navigate to page: https://eu.syncplicity.com/ and click ‘Reset Password’.

VERY IMPORTANT: Please do not use the ‘Create Account’ option. If you need to register as a user, please navigate to the registration module here:

https://esubreqgistration.ema.europa.eu/registration/

%1 httpsy//my.syncplicity.com

~»syncplicity

by axway

The easiest way to sync and share your files

Log in to Syncplicity C|xm

Reset Password

Email

‘ Where do | enter my password?

d) When clicking ‘Reset Password’ you will be taken to this page:

3 httpsy//my.syncplicity.com/Signup/ResetPassword.aspx

~»syncplicity

by axway

Reset Password
To confirm your account, please enter your email address below. We will send you instructions to reset your password.

Email *

l
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e) This will take you to the same page as the link from the email where you can follow the password reset process.

Create an Account to View the Shared Folder

We just need 2 name and a real password for your account and you'll be on your way.
Email *

Kristiina.Puusaari@ema.europa.cu

First Name *
|Kristiina |
Last Name *
|Puusaari |
Password Requirements
Password * -
| 8 characters minimum
|| | _ Uppercase
Lowercase
Confirm Password * Number or symbol
PrivacyRegion:
EU PrivacyRegion - About PrivacyRegions

[C] By checking this box, you are indicating you have read and agree to the Terms of Service.

If you experience any issues during password reset please contact:

EMA Service Desk portal
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