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Introduction
As one of the platforms supporting the dialogue between the Foundation Team and PLMVS End Users,
the KOWAL Platform (hereinafter also referred to as the Platform) enables direct communication both
with regard to alert submissions and other issues related to the use of the verification system. In order
to ensure the highest level of convenience to the submitting person, the KOWAL Platform supports a
completely safe dialogue with the Foundation and efficient management of the submitted information
by monitoring its handling process.
Both a logged in and a non-logged in person may be the author of a submission. In either case,
however, the submission must show the submitting person’s contact data, and the addition procedure
is similar.
A new account may be created while a submission is being viewed or when a new submission is sent.
Each submission has its ID and PIN. These are necessary in order to view a submission in the future and
in order to exchange messages with the submission coordinator from the KOWAL Foundation.
The procedure for adding a submission is identical for a logged in and a non-logged in author. Only the
last step differs. Given that a submission is assigned automatically to the author’s account, the
submission summary step is left out, the ID and PIN no longer being required. Following the
confirmation, the end user is transferred automatically to the submission page.

How to start
2.1 Authentication screen
You must obtain an access key (password) before you start to use the KOWAL Platform; it will be
provided to all authorised end users of the Platform.

The key is identical for all end users. The key does not in any way identify an end user; it only links the
end user’s submissions to the organisation. The purpose of the key is to protect the platform against
bots or external access by persons unauthorised to use the application.

After you run the Platform, enter your access key in field (1) of the welcome screen and click the “Enter
the system” button.
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2.2 Description of the main page view
By entering your access key, you will be transferred to the application’s main page. The screenshot
below shows the main components of the main page:
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•

(1) Navigation bar. It is visible at all times, regardless of the subpage displayed. Depending on your
end user status, it will feature additional options.

•

(2) Log-in or registration button. It transfers you to forms to be completed in order to create a new
account or log into the system.

•

(3) List of subpages with basic information. Links to the User Manual etc.

•

(4) A new submission option. It transfers you to forms to be completed in order to create a new
submission.

•

(5) Search for existing submissions. It allows you to find and view an existing submission. You must
enter the ID and PIN of a specific submission in order or find it.
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How to add a submission
The submission process may be divided into four steps:
•

select the type of submission,

•

complete the form,

•

check the data for accuracy in the view window,

•

confirm and add the submission.

3.1 How to add a submission (a non-logged in author)
In order to add a new submission, start by clicking Add a new submission. This will transfer you to a
new page. Select the relevant type of submission from among the three options available.
There are three types of submissions:

•

I submit as an End User (for pharmacies, hospitals, wholesalers)

•

I submit as a Marketing Authorisation Holder (for MAHs)

•

I submit other.

By selecting the relevant type of submission, you open the applicable form. The decision taken by you
at this stage is not final and it may be revised at any time while completing the form.
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3.1.1 View of the submission form
1

2

3
The following items are highlighted:
•

(1) Tabs for switching between an alert submission form and other information submitted

•

(2) All data concerning the alert, product, MAH, and details of the submission should be entered in
this section.

•

(3) Attachments related to the issues described in the submission may be added here (by dropping
the files or selecting the path to where they are stored). Attachments added by the author are
anonymised (the document’s metadata is erased) and scanned with anti-virus software. Should
malware be detected, the file concerned will not be added to the submission.
Where alerts are submitted by an MAH, xls and xlsx files are preferred. In order to submit more
alerts concerning the same batch/lot, just one form may be completed for a single pack from a
specific batch/lot, and the remaining data may be added as an xls or xlsx file attachment.

•

(4) Contact information should be provided in the “Contact details” section. Without providing
such data, you will not be able to send a submission to the KOWAL Foundation:
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•

(5) With the edition step completed, you should go on to the view window in order to doublecheck all data for accuracy and then send your submission.

3.1.2 How to complete the form
Each type of submission is distinguished, among other features, by a specific colour of the button
background and border of the form. The colour is orange for the “I submit as an End User (for
pharmacies, hospitals, wholesalers)” type, red for the “I submit as a Marketing Authorisation Holder
(for MAHs)” type, and blue for the “I submit otherwise” type, respectively.
For a sheet to be approved, all fields of the form must be completed and contact details must be
provided.

3.1.3 How to view a submission before sending
After the form has been properly completed, click View the submission before sending. This will
transfer you to a view page with the data you have entered.
Select Revise (1) if some data needs to be revised. This will transfer you back to the form page. In turn,
if all data is accurate, you may add your submission by selecting Send the submission (2).
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3.1.4 Submission summary
After selecting Send the submission, you will be transferred to a new page summarising the
submission just added.
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The summary contains the ID and PIN (1). Note that the PIN is blurred on the page. You need to click
and hold
in order to display it. You are advised to store both the submission ID and the PIN in
order to be able to display the submission in the future or to respond to questions from the KOWAL
Team coordinator, if any.
In order to print the submission details, just click Print (2). The page also shows links to a submission
view (3), the main page, and the log-in/registration page.

3.2 How to view an existing submission
Each submission has an identifier (ID) and a PIN. These are necessary in order to view a submission or
to exchange messages with the coordinator in the future.

3.2.1 How to find and view a submission
In order to find a submission, enter its ID and PIN in the appropriate fields in the Check earlier
submissions window on the main page. After you have entered the references, select Check the
submission (1).
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3.2.2 Submission view window
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•

(1) Details of the submission.

•

(2) List of messages exchanged between the submitting person and the coordinator

•

(3) New message field
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3.2.3 How to add a new message
Messages may be added in field (3) of the display in Section 3.2.2. Enter your message and click Send
(4). Your message will be added automatically to the list of messages exchanged. In addition to the
message, also information on a change of the submission’s status will be added to the list.

How to create an account (a logged in author)
Create an end user account in order to have an easy overview of your submissions. After logging in,
you will have access to a list of your submissions. The username provided during the registration will
be required later for logging in; any phrase may be used for this purpose.

4.1 How to register
In order to create a new end user account, select Log in/Create an account from the navigation bar.
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After you are transferred to a new page in the Create an account field, enter the new username (1)
and password (2) and complete the E-mail address field.
After the account has been created, the following display will appear:
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(1) a window opens with an overview of your submissions – all of them or ones meeting specific
selection criteria,
(2) you may add a new submission,
(3) with your password and PINs of your previous submissions being available, the submissions
may be added to your list of submissions.

4.2 How to log in
The log-in process is similar to the registration. Select Log in/Create an account. Then enter your
username and password in the Log in field and click Log in.
Once you have logged in, an additional option will be added to the navigation bar for displaying all
your submissions.
Previous submissions submitted by you as a non-logged in end user may also be added here:
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(1) By clicking this button, you may assign submissions which were added without creating an
account. The submission’s PIN and ID must be available. The content of a submission with a
specific ID and its PIN may also be viewed:

4.3 How to add a submission
The procedure for adding a submission is identical for a logged in and a non-logged in author. Only the
last step differs. Given that a submission is assigned automatically to the author’s account, the
submission summary step is left out, the ID and PIN no longer being required. Following the
confirmation, the end user is transferred automatically to the submission page.

4.4 List of submissions
The list of submissions is available after logging in. In order to display the list, select Submissions on
the navigation bar. You will be transferred to a new subpage. It shows a table listing all submissions
written by or assigned to you. In order to display a submission, just click a specific item from the list.
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•

(1) This link assigns any submission to a specific end user. You need the submission’s PIN and ID in
order to complete this process.
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•

(2) Filters. Select one of these in order to activate a drop-down list with the values for a specific
attribute, e.g.:

One or more values may be selected on each list. With all list items selected, the filter value will be
changed automatically to All.
•

(3) Table headings. These show which attributes the values presented in the submission details
correspond to. Click any heading (except Status and Type) in order to sort submissions by selected
values.

•

(4) Selection bar for setting up the maximum number of submissions to be displayed per page. For
more submissions, further subpages will be added at the bottom of the list of submissions.

4.5 My account
As a logged in end user, you are able to edit your profile data, change your password or delete your
account. In order to go on to your profile page, click the field with your username (1) to the right on
the navigation bar, then select My account (2).
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This will transfer you to Your account page, showing your end user data and editing tools.
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4.5.1 How to edit your profile data
In order to edit your data, move to Your account page and select
Edit data.

1

You will be transferred to the form page. It shows three items: E-mail address, Full name, and Name
displayed.
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You may edit one or more values at the same time. Click Save changes (2) in order to confirm. Click
Cancel (1) in order to abandon. By cancelling the edition process, you will be transferred back to the
previous page and any changes will be lost.

•

The e-mail address field is of particular importance, e.g. in the event that you need to
recover a forgotten password for your account.

•

The name displayed is one which will be displayed next to your comments in the
submissions.

4.5.2 How to change your password
In order to change your current password, go on to the Your account page and select Change
password. This will transfer you to the Change password page.
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4.5.3 How to delete your account
In order to delete your account, go to the Your account page and select Delete my account. A message
will be displayed to inform you of the consequences of this operation (1). A text field will be displayed
at the bottom: Enter your username in order to confirm (2). Click on this field in order to make it
editable. Your username must be entered in the text field. After a proper username has been entered,
a button will be automatically activated to confirm that the account is to be deleted (4); click on it in
order to complete the operation.
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Select Retain if you wish to cancel deleting your account.

Neither submissions nor messages added by you will be deleted as a result of deleting your
account.

4.5.4 How to log out

Click on your username in the upper right corner in order to log out. A drop-down menu will be
displayed. Select Log out.
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