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EBMT Registry

If not stated otherwise, in the context of the current manual, the term EBMT Registry is used to describe
the web application created to collect, view, edit and retrieve data and associated with the application
databases.

IMPORTANT NOTE: the EBMT Registry is in an ongoing development process. Screenshots in this manual
might be slightly different from the live application. We strive for having the most up-to-date information.

Objectives

The purpose of the EBMT Registry is to provide a pool of data to EBMT members to perform studies,
assess epidemiological trends and ultimately improve patients’ lives. The EBMT Registry underpins
extensive European research that translates into changes in clinical practice and improvements in patient
outcome and care. With constant development of the field, the data set to be collected changes, thus the
database also needs to change and adapt to reflect the latest trends. In recent decades, EBMT members
used services such as ProMISe (Project Manager Internet Server) and Castor to collect, enter and use
information of their patients and donors. Unfortunately, these services could not accommodate all the
needs of EBMT members, thus it was decided that a completely new EBMT Registry should be created.

EBMT involved their staff, software developers, analytical specialists, doctors, representatives of different
medical centres, regional and national organisations and other stakeholders to ensure that the new EBMT
Registry satisfies everyone's needs.

It is important to note that after extensive data quality checks and cleaning, the data collected by EBMT
since 1974 is transferred to the new EBMT Registry where it can be used by users within their access
rights.

EBMT Registry database structure

The EBMT Registry is a flexible data entry web application, connected to a fast and responsive live
application database, enabling users to enter and retrieve data. The application database is then
connected to the analytical database where all the data is restructured and organised according to the
Observational Medical Outcomes Partnership (OMOP) Common Data Model (CDM) (for more details on
OMOP CDM please refer to https://ohdsi.github.io/CommonDataModel/).

Splitting the databases has allowed EBMT to separate and accommodate the data entry needs from the
analytical needs. A lot of work has been done for the EBMT Registry database to acquire an
internationally recognised standardised OMOP CDM analytical database which is patient-centric, flexible
and extendable. This is deemed to cover EBMT requirements and will offer new possibilities in terms of
data analysis to EBMT partners and stakeholders.


https://ohdsi.github.io/CommonDataModel/
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. Browser Web application Application DB Integration ETL Analytical DB

User

Import ETL

Legacy DB

Image 1, schematic view of EBMT Registry application setup

Data entered by users through EBMT Registry web application is recorded in the application database,
which always reflects the latest state of data, and then it is copied, transformed and transferred into the
analytical database according to a predefined schedule (currently once per 24 hours), thus there is
expected delay to have data changes reflected in the analytical database. Otherwise the data is
considered to be equivalent, only organised in two different ways: the application database is event
centric while the analytical database is patient centric.

The EBMT Registry is still accessible and fully running while synchronisation of the application and
analytical databases is running, while the MicroStrategy analytical tool is not accessible during this
process.

EBMT legacy data (i.e. all the data collected by EBMT before the EBMT Registry went live) was extracted
from ProMISe and Castor, transformed and loaded into the EBMT Registry application database and then,
through integration ETL, also loaded to the analytical database. ETL is a type of data integration that
refers to the three steps: extract, transform and load; it is used to organise data from multiple sources.

The information shown via the user interface of the EBMT Registry is always the latest! Export (extraction)
of data from the EBMT Registry directly is done from the application database.

Export of data via MicroStrategy analytical export tool is done from the analytical database. Thus, it is
recommended to wait 24 hours from the last data entry or edit before exporting data via MicroStrategy if
a user wants to have these changes included into data export.

Technical requirements and specifications
In order to access and work smoothly with the EBMT Registry, the users need to comply with the
following technical requirements:

1. Computer with a stable internet connection. The EBMT Registry is a web-based application and
requires access to the internet to load web pages. Large exports might require noticeable
download time if the user’s connection is slow.

2. Computer with a mouse, touchpad, touchscreen or similar device to navigate around the screen
interface.

3. One of the following supported internet browsers:

® Google Chrome: the latest 2 versions of the browser on all operating systems.
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Motzilla Firefox: the latest 2 versions of the browser on all operating systems.

® Microsoft Edge: the latest 2 versions of the browser on Windows operating system.
e Safari: the latest 2 versions of the browser on iOS and macOS operating systems.
It is expected that other browsers also work correctly with the EBMT Registry, but it was not
possible to perform sufficient testing and guarantee its high performance.
4. A screen that has a resolution of 1080p or higher. Screens with lower resolution were not tested,
thus the correct layout of the web pages cannot be guaranteed.
5. A personal work email address to which the user has access. Shared emails must not be used.
6. Authenticator application: it can be MFA for smartphone, tablet or computer. (see Multi-factor
authentication).

Multi-factor authentication

Multi-factor authentication (MFA) with an authenticator application is mandatory to enter the EBMT
Registry. It is a security feature that requires users to provide multiple forms of identification to access
EBMT Registry and patients/donors information. One of the MFA applications must be installed on the
user’s computer, tablet, or smartphone. The list below includes examples of MFA applications that can be
used:

Google authenticator (both app and extension to the web browser);

Twilio Authy;

Microsoft Authenticator;

1Password (desktop app);

Symantec VIP Access app;

LastPass Authenticator;

2FAS;

Duo Mobile;

Free OTP;

Dashlane (desktop app);

Bitwarden (desktop app);

Authenticator App by 2Stable (app for iPhone, iPad, iPod, Apple Watch and Mac);

Step Two;

Keeper;

TOTP Authenticator (desktop app, this is a browser extension).

This means that this MFA device shall be always available and used when a user needs to Sign in to the
EBMT Registry. In case an MFA device becomes unavailable (e.g. lost, stolen, broken, replaced by a new
device), the user should contact the EBMT Registry Helpdesk by email registryhelpdesk@ebmt.org to
reset MFA settings for this user.

User session

It is essential to note, that once a user signed in and entered the EBMT Registry, the user session remains
active. For the security reasons, the user session will expire automatically and the user will be signed off
after 20 minutes without activity. Termination of the user's session means that the user is signed out and
the sign in page is shown on the screen.


mailto:registryhelpdesk@ebmt.org
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Signing out in... 55

For security reasens, you will be automatically signed out after 20 minutes of inactivity
[ sicnouT ) REMAIN SIGNED IN

Image 2, warning on automatic termination of user session due to inactivity

Important: EBMT Registry does have active termination of a user's session after 20 minutes of inactivity, it
means that during that time, the information on the web page remains visible. Thus, users are strongly
advised to use the Sign out process and lock the computer screen even for short periods of time to
prevent unauthorised access to the data.

Data ownership and protection

EBMT is strongly committed to protecting the privacy of personal data that we maintain about patients,
donors, members and users of the EBMT Registry. The EBMT ensures that all personal data under its
responsibility is processed according to the EU General Data Protection Regulation (GDPR).

For more information on Data Protection and Privacy, please refer to the EBMT website
https://www.ebmt.org/registry/data-privacy.

Wiki

The EBMT Registry includes a link to the specifically designed Wiki platform. Wiki is a document platform
where EBMT Registry users can find useful information they might need in the process of data entry or
interaction with the system, such as:

e EBMT Registry user manual for data viewer and data editor;
e Reference to Data collection forms and completion guidelines;

e FAQ: frequently asked questions.

.-/.-- -.-\-.
| @ wiki )
.

.--/.

Image 3, the Wiki icon in the EBMT Registry navigation menu

Users can search for the topics through the content, keywords or tags.

MicroStrategy

EBMT Registry is linked to the MicroStrategy tool designed to enable data access, enhancement of data
analysis and visualisation for the end users of the EBMT Registry. More information on MicroStrategy can
be found on the EBMT website.

.-f..- -.-\-.

[ 1l MicroStrategy ]

.\..- -.-/.

Image 4, the MicroStrategy icon in the EBMT Registry navigation menu


https://www.ebmt.org/registry/data-privacy
https://www.ebmt.org/registry/ebmt-data-collection

o
@r Reg I St ry EBMT Registry user manual for data editors and data viewers v5

MicroStrategy is accessible only when no data synchronisation between the application and analytical
database is running. The estimated time for the MicroStrategy tool to be available for the EBMT Registry
users is from 8:00 AM CET till 22:00 PM CET.

Demo environment

All users enrolled into the EBMT Registry training in the e-learning will be able to access the EBMT
Registry Demo environment (also referred to as Demo) before they are granted access to the real system.
Demo is a training environment and copy of the system for training purposes only, thus no real patient’s
or donor’s data must be entered, only fake data can be used.

To access the EBMT Registry Demo, users should follow the following process:
1. Open https://demo.registry.ebmt.org/ in their web browser.
2. Sign up (register and create username and password), please make sure you use the email
specified in the EBMT Registry User Account Request form.
Important: do not use ebmt shared email address or any other personal email address other than the
one, indicated in the EBMT Registry User Account Request form for your user.

3. Setup MFA

Note: the Username and Password, as well as the MFA device and MFA set up a user creates to access the
Demo will also be used and valid later when the user gains access to the EBMT Registry.

Thus, EBMT recommends setting up all these parameters having in mind that they will be used in the
future to access the real EBMT Registry. The user may request settings it to be reset by emailing the
Helpdesk, but it will cause some delays in gaining access to the system after completion of the training.

The Demo environment has the same system version as the real EBMT Registry, but the events are
configured separately. The fake data entered into the demo environment cannot be exported or
extracted.

IMPORTANT NOTE: the EBMT Registry is in an ongoing development and improvement process. The
configurations of event forms in the demo environment might be slightly different from the live
application. The demo environment might be cleaned (wiped out) from time to time. Only one version
per event form is used in Demo, this should be taken into account while training (e.g. while training or
practising filtering).

The demo environment is clearly marked to avoid users to confuse it with the real system: there is a label
Demo environment in the top part (visible in all sections of the system).

If a user does not access the Demo environment for more than 3 months, their Demo account will expire.

If access to the Demo environment is required again, please contact the Helpdesk to have the account
reactivated.
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Image 5, EBMT Registry Demo environment

Patients and Donors

Patient

A Patient is a person who received a haematopoietic cell transplantation (HCT) procedure; an individual
with bone marrow failures receiving immunosuppressive therapies; and/or a person receiving cellular or
gene therapy.

The EBMT Patient Registry collects pseudonymised clinical data of consenting patients, including aspects
of the diagnosis and disease, first-line treatments, HCT, cellular or gene therapy-associated procedures,
transplant type, donor type, stem cell source, complications and outcome. Patients are followed-up
indefinitely or as defined by EBMT (see Data collection). Once registered, patients may only be deleted by
the Administrator of the system if they withdraw their consent and specifically request their data to be
removed from the EBMT Registry (see Edit Patient consent).

Every Patient in the EBMT Registry is registered as a unique individual and assigned with:
e EBMT patient ID;
e EBMT short patient ID.

EBMT patient ID (long ID) - a unique patient identifier in the EBMT Registry that is generated
automatically by the system in GUID / UUID format at the moment of patient registration in the EBMT
Registry. It is a long code that contains letters (English alphabetic characters: a to z) and numbers (Arabic
numerals: 0 to 9) for internal system use. It is not expected that users need to use it while interacting with
EBMT Registry, but in case needed, the EBMT patient ID is shown in the Edit patient details section of the
Patient menu .

Edit patient

Patient information Reason

Image 6, the long EBMT patient ID shown in the patient menu-Edit patient section
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EBMT short patient ID (short ID) - shortened version of the long EBMT patient ID for the convenience of
the users to be used to find patients in the system. The EBMT short ID consists of the last seven digits of
the EBMT patient ID, it is shown in the patient page.

PATIENT REGISTRY / DEMBERNEENIE N

. B 1234 - General test ~
Patient|4a046bd | g »mere= | © Data sditr
A Hide summary
EBMT short ID Event date Reg. centre CIC Initials Date of birth Sex at birth UPN ProMISe ID Last survival status Date of last survival status
42046bd 2025-01-01 2048 MT 1958-02-01  Male 000000005 |/ Alive 2025-01-01
w @ °0 £ &

Image 7, the EBMT short patient ID shown in the Patient page

UPN (unique patient number) - the number/code used by the transplant centre or other entity to
uniquely identify this patient. The organisations that input patient data have their own internal patient
identifiers that should be entered into the EBMT Registry at patient creation and are used for the
duplicate check, the users can also use UPN in order to search for patients.

PATIENT REGISTRY / DEMO ENVIRONMENT

@ 1234 - General test «

.
Patient 4a046bd & o | © Data sdior

~  Hide summary

EBMT short ID Event date Reg. centre CIC Initials Date of birth Sex at birth UPN ProMISe ID Last survival status Date of last survival status

4a046bd 2025-01-01 2048 MT 1958-02-01 Male 000000005 ! Alive 2025-01-01

S 20 2 @

Image 8, the patient UPN shown in the Patient page

In case of an error or change of UPN number, data editors are able to correct the UPN through the user
interface (see Edit Patient UPN).

All patients in the EBMT Registry are linked to one or more centres. This means that centres have access
to the patient data.

For the users' convenience, the EBMT Registry will still keep the record of ProMISe ID for patients who
were registered in ProMISe system and later migrated into the EBMT Registry. However, this field is not
relevant and will be empty for patients registered in the new EBMT Registry.

Every Patient is registered with some general data (see Add Patient) and associated medical events (see
Add new_event), more details on data collection are provided on the EBMT website under the Data
collection. If a patient does not consent to share their data with EBMT, said Patient cannot be registered
in the EBMT Registry and only minimal data on performed treatment can be collected (see Anonymous
events).

Patient event
A patient event represents a significant occurrence related to a patient’s medical condition. Every event in

the EBMT Registry corresponds to a specific Data Collection Form (DCF). An event definition provides a
way to document and track a patient's medical history over time. Registered events provide a
comprehensive picture of the patient’s health status and treatment progress or outcome.

The latest versions of DCFs can be found on EBMT website together with their respective completion
guidelines.
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Patient event category
Since EBMT has a high number of patient events, they are grouped into the following patient event
categories:

e Diagnosis: it includes forms for primary diagnosis that was an indication for the treatment and
other non-indication diagnosis that may directly or indirectly influence the outcome of the
treatment;

e Treatment: it includes treatment specific forms (Autologous HCT, Allogeneic HCT, Cellular
therapy, Gene Therapy, Immunosuppressive Treatment), and Disease status at HCT/CT/GT/IST;

e Follow-up: all follow-up (FU) forms, e.g. HCT Day 100 FU, HCT Annual and unscheduled FU, CT FU,
GT FU, etc.

( « PATIENTEVENT | STUDY |

Event Type Category*

(D\agnosm -
Diagnosis v
Follow-up

Treatment

Image 9. Patient event categories shown upon clicking Add new event button in the EBMT
Registry

Study events are also used to collect patient data required for specific studies. Each study has unique
study event form. They are not grouped into any categories, but study event forms available for specific
CIC are shown separately in the Create a new event modal window. If there are no study events available
for the context the user is working in, the Study dropdown will be empty.

Create a new event

. PATIENT EVENT | + STUDY |

Study
( .

ICI post allo HCT

HCT in HIV

Image 10. Example of study event forms shown to data editor when adding new event to a
patient timeline

Thus, every patient event contains a specific set of data (data fields) as per the corresponding Data
Collection Form.

Some patient events also contain questions on donors and donated material, but this information is
collected purely for the completeness of the specific Patient treatment and cannot be considered as
donor registration (see Donor outcome registry).

When a new patient is being registered in the EBMT Registry, an automated duplicate check is performed:
registration data of the new patient is compared to data of existing patients in the database. When a
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duplicate is suspected, the system warns the user and marks the new patient with a tentative patient
status.

Extended dataset

The data collected in the EBMT Registry can be divided into the core dataset and the extended dataset. In
the EBMT Registry, the users can open an event form and then choose to fill in the extended dataset fields
in addition to the core dataset fields using the toggle-button in the top right corner of each of the
sections. Additionally, extended dataset fields are clearly marked in the event form (see Extended dataset
data fields).

It means that there are no separate event forms to report extended dataset, the event form is the same,
but it becomes a longer and more detailed variant of the form should the user choose to report extended
dataset fields. The users are able to choose to fill in extended dataset fields per each section of an event
form separately (see Extended dataset data fields)

Bone marrow investigation

All the fields in this group are extended data fields. Enable the toggle at the top of the parent group to enable them.

Image 11, extended dataset toggle icon

Tentative patient

A Tentative patient is a temporary status automatically assigned to the patient by the system, to mark that
it is a possible duplicate of an existing patient earlier registered in the system. Only an Administrator or
Helpdesk can remove tentative status from the patient record after more comprehensive and thorough
evaluation.

An Administrator or Helpdesk will revise the tentative patient record and follow-up with the centre on
such cases, if needed. If the new patient is confirmed to be a duplicate of an existing one - the new
patient will be deleted from the system. If it is confirmed that this is a unique patient, the Administrator
will remove the tentative patient status and the patient will then appear as a regular patient in the
system.

Tentative patient status is assigned by the system to possible duplicates while comparing patient
birthdate, initials, sex at birth, blood group, rhesus factor to the data of existing patients (registered by
any centre within the same country). If the existing and the new patient have the same UPN within the
same centre, this is not considered as a possible duplicate but an exact duplicate, thus the system will not
allow registration of a duplicate showing the corresponding error message (see Duplicate check).

Note: if the patient is marked by the system as tentative, but the registering centre is sure that this is a
unique patient who has never been registered in the EBMT Registry, the centre (user) can send an email
to the EBMT Registry helpdesk specifying patient short ID and centre CIC to speed up the removal of the
tentative status for this patient.
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Donor

A Donor is a person who is the source of cells or tissue for allogeneic HCT or cellular therapy product.
EBMT Donor outcome registry is a separate independent section of the EBMT Registry. It focuses on the
collection of information on the health outcomes of consenting individuals who have donated their bone
marrow cells or other cellular material for allogeneic HCT or immune cells for cellular therapy. Donors are
registered in the EBMT Registry as separate individuals and do not have any system links with the
recipients (patients). This was a specific requirement in order for the EBMT Registry to fulfil the European
requirements for the donor registries.

Some Donor data is registered in the Patient registry (as mentioned above) to provide a complete set of
data on transplant or product used for treatment. It may even contain some data fields as in the Donor
outcome registry. Since the two databases are not linked, it was not possible to avoid registering some
information twice (see respective data collection forms for more details).

Every Donor registered in the EBMT Registry represents a unique individual and is assigned with:
e EBMT donor ID;
e EBMT short donor ID.

EBMT donor ID - a unique donor identifier in the EBMT Registry that is generated automatically by the
system in GUID / UUID format at the moment of donor registration in the EBMT Registry. It is a long code
that contains letters (English alphabetic characters: a to z) and numbers (Arabic numerals: 0 to 9) for
internal system use. It is not expected that users need to use it while interacting with EBMT Registry, but
in case needed, the EBMT donor ID is shown in the Edit donor details section of the Donor menu.

Edit donor

Donor information Reason

Image 12, the long EBMT donor ID shown in the Donor menu-Edit donor section

EBMT short donor ID - shortened version of the EBMT donor ID for the convenience of the users to be
used to find donors in the system. The EBMT short donor ID consists of the last 7 digits of the EBMT
donor ID and is shown in the Donor page.

Donor|ab2ce8f | & cororrer= | © oo

~ Hide summary

EBMT short ID Event date Reg. centre CIC Initials Date of birth Sex at birth Doner number ProMISe ID GRID

ab2ce8f 2024-11-01 1234 AK 1958-09-05 Female 2475387080 I 3553123456789012345

- @

Image 13, the EBMT short Donor ID shown in the Donor page

Donor ID (donor number) - identification given to a donor by the collection centre or centre responsible
for follow-up. This field is mandatory and may not be left empty. The donor ID is shown in the Donor

page.

@ 1234 - General test «

Donor ab2ce8f © oovorne=s | @ Detaedtr
~ Hide summary

EBMT short ID Event date Reg. centre CIC Initials Date of birth Sex at birth Doner number ProMiSe ID GRID

ab2cesf 2024-11-01 1234 AK 1958-039-05 Female 2475387080 ! 3553123456789012345

- @ Cpi
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Image 14, the Donor ID number shown in the Donor page

In case of error or change of Donor ID number, data editors are able to correct the Donor ID number
through the user interface by entering the Donor menu: Manage centres section (see_Edit Donor ID
number).

Global registration identifier for donors (GRID) - see https://wmda.info/ for more details on GRID. GRID is
used mostly for unrelated donors. Some donors, who do not have GRID assigned, will have this data field
empty and only Donor ID will be used as explained above.

@ 1234 - General test
Donor ab2ce8f & cooro= | ©

A Hide summary

EBMT short ID Event date Reg. centre CIC Initials Date of birth Sex at birth Doner number ProMISe ID GRID
ab2ce8f 2024-11-01 1234 AK 1958-09-05 Female 2475387080 I 3553123456789012345

- @ @

Image 15, the Donor GRID shown in the Donor page

In case of error or change of Donor GRID, data editors are able to correct it through the user interface
(see Edit Donor GRID).

Every Donor is registered with some general data as requested in the Donor Registration form and
associated donor events.

Donor event

There are 2 donor events: the one to report details on the donation procedure and 30 days follow up and
another one for long term follow-up. All donations of a particular individual are registered under the
same donor. Information on donors is entered into the EBMT Registry by the transplant centre (or Donor
Registry in case of unrelated donors).

Users

Users
The EBMT Registry is designed to be used by various individuals with different necessities and tasks,
including, but not limited to:

- Principal Investigators;

- Data Managers;

- Other authorised staff members of a centre or hospital;

- National registries in the field of blood and/or bone marrow transplantation and IEC therapy

(upon request and based on signed agreement);

- Donor centres and registries authorised staff members;

- EBMT research staff;

- Registry support team;

- Authorised auditors or data monitors (perform source document verification).

A User is an EBMT member listed on a centre’s team member list or EBMT staff who interacts with or

makes use of the EBMT Registry. This includes individuals who browse content, perform searches, input or
export data, or engage in any other activity within the application.
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Users are registered in the EBMT Registry based on the information provided by the PI in the EBMT
Registry User Account Request form that includes the following data: user’s first name, last name
(surname), email address, details of organisation/entity they represent, etc. The request forms as well as
procedure to gain access to the EBMT Registry is explained on the EBMT website.

Note: To access the new EBMT Registry database, Principal Investigators (Pls) need to submit the request
on behalf of their staff members using EBMT Registry User Account Request form. Only requests on
behalf of EBMT members listed on the centre's team member list will be accepted, all individuals must
register using their professional email addresses.

User ID - is a unique user identifier in the EBMT Registry that is generated automatically by the system at
the moment of user registration in the EBMT Registry. It contains 7 digits and is used when it is needed to
provide a reference to a particular user within the system without sharing their personal information (e.g.
in data queries conversation). User ID can be found in the User profile.

My profile details
[[n]
d01c806

Image 16, the user ID in the EBMT Registry

Users are linked to one or multiple Centres and/or Virtual Registries (VR), this means that they represent
this organisation/entity and that this organisation/entity authorises this individual to access a particular
set of data and perform some tasks (see Context for more details). A separate request form must be

submitted for each centre/VR the user requires access to.

When a user Signs up and Signs in to the EBMT Registry, they should indicate the following data:

Username

This username can be used for login purposes only. It is created by the user and can contain letters,
numbers and/or special characters and cannot contain any white spaces. This is not the user's first and
last name, though it can contain it if the user prefers.

Email
This is a work personal user email, specified in the EBMT Registry User Account Request form. In case the

user inputs any other personal email, they will not be able to access the requested context and will need
to go through the first sign up process once again (as a new user) with the email specified in the EBMT
Registry User Account Request form.

Note: User email addresses registered in the EBMT Registry user account cannot be changed. If a previous
email becomes unavailable, the user should contact EBMT Registry helpdesk by emailing
registryhelpdesk@ebmt.org to deactivate the previous user account and submit a properly signed and
filled EBMT Registry User Account Request form with the updated email so that the new user account can
be set up.

Password

This is the personal password that the user will use to enter EBMT Registry. It must satisfy all the
requirements as explained under the password field, and it must:
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contain a lowercase letter;
contain an uppercase letter;
contain a number;

contain at least 8 characters;

contain a special character or a space;
e not contain a leading or trailing space.
The password can be changed, if needed (see Change password).

Active/inactive users
The users in the EBMT Registry may be set as Active or Inactive by the EBMT Registry administrator or
automatically.

Inactive users cannot get access to any data in the database. They are able to Sign in (if they have
registered their username/email and created a password), but will see the message notifying them that
they do not have an active account.

Active users can sign in to the EBMT Registry (if they registered their username/email and created a
password) and then can see/access data of patients or donors linked to their centre/VR only if they have
active context (if their centre or VR are set as active). If they do not have a context assigned by the
administrator, or if they are linked to one inactive centre or VR, they will see an error message.

M ]
Hil Hi username !
You are logged in to EBMT Registry, but unfortunately there is no active account linked g ) .
to your email address ( user email J. If you believe this to be a mistake, You are loggad in to EBMT Registry. but you do net have access to any context at this
please contact the Registry Helpdesk (registryhelpdesk@ebmt org) to rectify this moment. Please contact the Regisiry Helpdesk (registryhelpdesk@ebmt.org) to verify

problem. your access rights.

Logout Contact helpdesk Logout Contact helpdesk

Image 17, the warning message for inactive users (L) and the message for active users with no linked
context (R)

Important: The EBMT Registry will automatically change the user account from Active to Inactive when a
user tries to log in after three or more months of not entering the system. Users should contact the EBMT
Registry Helpdesk by emailing registryhelpdesk@ebmt.org to reactivate their user.

User role
The User role refers to the set of permissions granted to a user in the EBMT Registry. Depending on their
role, users will have access to a different set of functionalities necessary to perform their duties.

In other words, the user role defines what a user can and cannot do within the EBMT Registry.

The following roles are used in the EBMT Registry:

1. Data viewer: can view and export entered data within their context.

2. Data editor: can view, add, edit and export data within their context; can see and answer data
queries.

3. Administrator: oversees all other roles and manages the links between a user and centre/VR,
between centre and VR, manages users (adds new users, activates or deactivates users).
Administrator has access to all the functionalities other role types have.

4. Data monitor: this role is designed for EBMT or external monitors and allows to view data,
perform source document verification (SDV), and/or manage data queries. By managing queries
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it is understood that a data monitor can open, answer or close a query on a particular data field
from a patient event.

5. Query manager + viewer: this role is designed for EBMT staff mainly and is similar to the data
monitor role, but excludes source document verification (SDV). It allows users to view data,
and/or manage data queries. By managing queries it is understood that a query manager can
open, answer or close a query on a particular patient data field.

6. Query manager + editor: this role is designed for EBMT staff mainly and is similar to the data
monitor role, but excludes source document verification (SDV). It allows users to edit data,
and/or manage data queries. By managing queries it is understood that a query manager can
open, answer or close a query on a particular patient data field.

7. Study manager: this role is designed for EBMT staff to manage EBMT studies within EBMT
Registry application

8. Helpdesk manager: this is a designated role for the EBMT Helpdesk staff to perform user
management (add new users, activates or deactivates users), patient management (provide
access to the patient record to the new treating centre) and other helpdesk-related tasks.

EBMT Registry User Account Request form

The roles are assigned by the EBMT Registry administrator within each user context (see Context) based
on submitted EBMT Registry User Account Request form and in line with established user management
procedures explained on the EBMT website.

The user role can be changed at any point to suit the needs of the user’s work, allowing flexibility. If the
user needs to change the role, the EBMT Registry User Account Request form has to be filled-in with the
new requested role, properly signed and sent to the EBMT Helpdesk. The user also needs to complete the
EBMT training for the required role.

Note: if the personal work email of a user changes, the EBMT Registry User Account Request form with
updated email must be filled and submitted to the EBMT Helpdesk (see Email).

Data viewer
The data viewer role allows the user to access minimal functionality in the EBMT Registry and thus users
require minimum training.
It is an important role and should be used/requested for users who do not perform data entry, as this is
the major functionality not available for data viewers. Instead, the data viewer focus is on accessing the
patient/donor data ((within the scope of patients or donors they received authorisation to access), on
reviewing and analysing the data that has already been entered. They can also print and export data.
Data viewers cannot:

e Add or edit data;

e answer data queries, if any (see Query);

e view tentative patients (see tentative patients).

Data editor

The data editor role allows users to access the functionality for data viewers and additionally data
entry-related ones in the EBMT Registry.

It is an important role and should be used/requested for users who perform data entry (enter or edit
data). As a data editor, such users have the ability to access, modify, and enter patient or donor data into
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the system, print and export data (within the scope of patients or donors they received authorisation to
access). This role requires a high level of attention to detail and accuracy. This means users with a data
editor role require more advanced training compared to data viewers.

Centres and virtual registries

The users receive access to the scope of data through the organisation/entity they represent. There are
the following two main types of such organisations/entities:

- EBMT member centres (including donor centres);

- Virtual registries.

Centre

Centres use the EBMT Registry to enter and store their patients' and donors’ data, while simultaneously
making it available to the EBMT. Members submitting data can access and use their own data for their
own purposes; they do not require permission and do not need to notify the EBMT. Member centres
users have access to their own data at all times. Every user can see in the EBMT Registry only
pseudonymised data of patients they have access to.

Registration centre is the centre that created the patient or donor record in the EBMT Registry. This
centre will have access to the patient/donor record and patient events data even if later the patient
continues the treatment in another centre or donor is being followed-up by another centre. Every
patient/donor is linked to one or more centres. The registration centre is always marked in the
patient/donor details. In case the registration centre disappears as an organisation (it is closed, merges
with another centre, etc.), the new centre responsible for this patient will be identified and marked in the
EBMT Registry as the patient registration centre. All such changes are reflected in the audit trail and can
be done only by the EBMT Registry administrator.

In many cases a patient or donor is being followed-up by multiple centres, all these centres are called
reporting centres. Thus the access to the patient or donor record is granted to other centres involved in
the data collection process through the specific form available on the EBMT website. Access to the
patient/donor record is provided for an indefinite period.

Note: When referring to ‘patients of a centre’, it is understood all patients the centre has access to, even if
this centre is not a registration centre for some of these patients.

Centre Identification Code (CIC) - is a unique 3-4 number code (Arabic numerals: 0 to 9) assigned to every
centre in the EBMT Registry. This code is used in official communications between the EBMT and the
respective centre. This item is essential for proper registration of the data, submitted by the centre, as
well as for other processes in the application.

Virtual registry
Virtual registry (VR) is a term used to describe a number of organisations that require access to the EBMT
Registry for their users and include:

- Centre based VR (CBVR);

- Filter based VR (FBVR);

- Hybrid VR (HVR).
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CIC term is also used to define a unique 3-4 number code (Arabic numerals: O to 9) assigned to every
Virtual registry in the EBMT Registry. This code is used in official communications between the EBMT and
respective VR. This item is essential for the proper registration of the data and correct setting of access
rights.

Centre-based VR (CBVR)

It is a group of users that require access to certain centres’ patient/donor data. Usually it is an
organisation that unites a number of centres based on certain criteria (regional registries, national
registries, group of centres, etc.).

Representatives of centre-based VRs require access to data of patients that belong to their member
centres only. For some countries it is also a legal requirement for the national registries to have access to
the data of the centres in their territory and supervise and control their activities.

Filter-based VR (FBVR)

FBVR is a group of users that require access to patients’ and/or donors’ data based on certain filtering
criteria (it does not matter what centre the patient belongs to). For example, a group of scientists
studying a specific topic who require access to pseudonymised patients data in the EBMT Registry that
satisfies a very particular set of criteria (patients with particular diagnosis, that underwent particular
treatment, born in specific period, etc.).

Practical example: EBMT Study group as a Filter-based VR will have access to the patients’ data from
different centres based on their research target group criteria (e.g. age, diagnosis, transplantation type,
etc.).

Hybrid VR (HVR)

HVR is a combination of centre and filter-based VR, when a group of users requires access to a specifically
filtered pool of patients and/or donors from a certain list of centres.

Practical example: EBMT recognised study group focused on analysis of data of patients from particular
territory is seen as Hybrid VRs. They will have access to a pool of patients’ data that satisfy specific criteria
from a certain list of centres.

Active/inactive centre or VR

Administrators only can set the centre or VR status as active or inactive. Centre/VR can be set as inactive
in some rare cases, for example in order to protect the security of their data, as per legal requirements or
if centre/VR does not exist anymore.

Note: Centres/VRs are not deactivated automatically by the system due to inactivity. Deactivation is
always done by the EBMT Registry administrator.

If the centre/VR is inactive: users linked to this centre/VR cannot choose it as their context, thus they are

not able to access the patients or donors within this context.
If the centre/VR is set as active: users linked to this centre/VR can see it in the list of their context (in

context menu), choose this centre as their context and thus they are able to access the patients or donors
within this context.
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If a centre/VR as an organisation is to be closed, merged with another one, or the structure changes and
splits, this should be reported to the EBMT Registry helpdesk as soon as possible so that the EBMT
Registry administrator can link the patients (registered by this centre) to the correct centres/VRs and
make all necessary amendments. This will ensure a smooth and continuous data access and data entry
process.

Context

Context - is a section of the database (data of a specific list of patients/donors linked to a centre or VR)
that the user can access to perform their duties in the EBMT Registry.

The name of the context is the CIC and the name of a centre or VR that authorised the user to access their
patients’ data. Context is always linked to the user role.

Every patient in the system is linked to one or more centres (registration centre, reporting centre, etc.).
Patients may also be linked to some VRs. Context is the scope of patients a centre or VR has access to and
their data. Users cannot be linked to any patient directly. They can only use the Centre-patient or

VR-patient link.

/ Patient 2
v

. Patient 3

User

Image 18, schematic view of patient linking to a centre

If a user does not have access to any context or their context Centre/VR is inactive, they are still able to
sign in, but they will see the message notifying them about this at the homepage of the application. All
users should submit a properly filled and signed EBMT Registry User Account Request form and pass
training certification to have their user activated and context assigned. If a user has already fulfilled all the
steps, but sees an error stating (s)he does not have access to any Context, the user should contact the
EBMT Registry Helpdesk.

There are users that, due to their work particularities, have multiple roles and need different permissions
and functionality within the EBMT Registry (e.g. they are doing patient data entry in one centre, work in a
national registry and at the same time are doing a research study in the EBMT working party). In this case,
the user uses the system in different contexts. For each context the user might have the same or different
role and thus a different set of rights and permissions (see the diagram below as an example).
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Context "Centre X"

. «\fiew, filter, export the patients list and data from the Centre
Role 1 - Data editor e

(e.g. data editor in Centre X) -Eﬁter! edit patients data from Centre X.
« Print patient events from Centre X.

Role 2 - Data viewer
[e.g. regional registry A, that « View, filter, export the patient list and data from the Centre

: X, Centre Y, Centre Z.
works with é::n:tr;e;‘ Centre ¥, + Print patient events from Centre X, Centre Y, Centre Z.

g |

Context "VR Disease E WP"

o o e e M
i Role 3 - Data viewer = \iew, filter, export data of patients with Disease E in EBMT
| Registry. |
AN (e.g. researcher from EBMT 9 ) ) : : . H
; : . « Print events of patients with registered in EBMT Registry ;
i working party for Disease E) Disease E. :
S

Image 19, description of a user that has multiple roles in multiple contexts

Important: in case a user has access to multiple contexts, these contexts exist independently and the user
is assigned a role per each context, the rights and permissions of the user might be different in each
context and are not combined.

Every user can have only one user account, which means this user is registered with one email and
username and uses one password to enter the EBMT Registry. In case of multiple roles, a user logs into

the system and the last used context is loaded, the user can change the context (s)he wants to work.

Only users with access to multiple contexts can switch between the contexts and can choose in which
context to work without the need to log out. This can be done through the Context menu.
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Interface and screen layout

The EBMT Registry layout is designed to provide a seamless user experience. The screen is divided into
the following sections:
1. The EBMT Registry logo is always shown on the left top corner of the screen.
2. The header displaying the name of the section the user is currently viewing (displayed on the
main screen).

3. Context menu showing the current context name and the role of the user in this context.
4. Navigation menu for accessing different sections of the application quickly and easily.
5. EBMT Registry privacy policy and version (see Navigation menu).
6. The main screen is where the content of the opened section is displayed.
:
1|@T RengthI ZI Dashboardl
—————
O Fatientregistry welcome to demo centre 9000 (9000)
Weekly updates Patients Denors. Anonymous events
16 new events in last 7 days e s > B2 > 1 >
-
B Dstac
st Do S
& Studies
e Events that require your attention
4 il MicroStrategy 6
@ wiki N Allogeneic HCT Day 0 v2 2025-09-03 2025-08-04 §7ca5%b demo centre 9000 9000 DemoTest1234 1989-02-03 Male
Cellular therapy (CT) Day 0 v2 2024-03-03 2025-03-07 3342680 demo centre 5000 9000 649679 1977-10-01 Female
Autologous HCT Day 0 v2 2024-12-16 2025-06-04 Sbfé7et demo centre 9000 9000 1111111 1971-09-02 Female
Status at HCT/CT/GT/AST v2 2025-01-01 2025-08-01 823d6c2 demo centre 5000 9000 987654321 1950-03-01 Female
LI Allogeneic HCT Day 0 v2 2025-01-01 20250804 9fe2379 deme centre 9000 9000 4125623 1950-01 Female
- Cellular therapy (CT) Day 0 v2 2025-09-12 2025-09-12 68eff4b demo centre 5000 5000 65846 2008-10 Male
28 results. Items per page: | 10 - 1-100f28 >

Image 20, landing page of the EBMT Registry after logging in

For sections and main screens where the overviews and long list of items is shown (like Patient registry
overview, Donor outcomes overview, Data queries overview, etc.) there is also used Pagination at the
bottom of the main screen.

Context menu
Context menu is always shown in the top right corner of the screen, @ 4321 - FakeCBVRiesting ~

regardless of what part of the EBMT Registry the user is currently in. Data editor
By default, it shows the name of the Context, the user currently in and
the user role in this Context (see image 21). Image 21, context menu

Users with access to multiple contexts can click on any part of the menu, and a dropdown list with all
available contexts for the user will open. This list will contain only active centres or VRs and show the CIC
and the name of the Centre/VR. The User role is not visible in the dropdown list.
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For users with access to one context, the context menu will always show the name of the context they

have access to. They cannot see the dropdown list.

Navigation menu

Navigation menu is always displayed in the application on the left side of the screen. It includes the

following navigation buttons:

Name (in full view)

Icon

Description

Dashboard A~ A button to go to the dashboard, which is the homepage of the
EBMT Registry (see Dashboard).

Patient registry o A button to open the patients overview list in the user’s current
context (see Patient registry).

Donor outcomes B A button to open the donors overview list in the user’s current

context (see Donor outcome registry).

Anonymous events

A button to open a registry of treatments for non-consenting

patients (see Anonymous events).

Exports

|4=

A button to open the exports overview list.

Data queries

A button to open the overview of queries (see Queries).

Studies E A button to open the overview of EBMT study-related event
forms.
Audit trail A button to open the Audit trail section with the overview of
A _
i actions at the centre/VR level.
Wiki @ A button to open Wiki portal.

MicroStrategy

A button to open the MicroStrategy analytical tool library.

User profile [user initials] | A button with the user full name or initials to open My profile
details.
Sign out B> A button to sign out (log out) from the EBMT Registry.
&« A button to switch from Navigation menu full view to compact
view.
PO A button to switch from Navigation menu compact view to full

view.
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Privacy policy

A button to open the privacy policy modal window, that shows
the following information:

Our website uses a minimal set of cookies, primarily limited to
strictly necessary cookies that are essential for the functioning
and security of our services. These cookies do not require your
consent under ePrivacy rules and the GDPR.

Strictly Necessary Cookies

These cookies are essential for the operation of our website
and cannot be switched off in our systems:

® connect.sid - Maintains user session and automatically
logs you out after inactivity for security purposes.

e id_token - A session cookie used to store the Cognito
identity, linking your login on Cognito to your EBMT
Registry account. This ensures account protection.

e refresh_token - A session cookie that ensures you stay
logged in while you are actively using the EBMT
Registry.

e splashPageTriggered - A session cookie used to
remember if you've seen the welcome/splash page, so
you don't see it again when opening links in new tabs.

These are session cookies and are automatically removed when
you close your browser.

We do not use cookies or similar technologies (such as web
beacons, fingerprinting, or local storage) for analytics, tracking,
or advertising purposes.

For more information about your rights and our data practices,
please contact the Registry Helpdesk
(registryhelpdesk@ebmt.org).

Current version of
the system

The EBMT Registry is constantly being improved and updated,
thus new versions are released on a regular basis. You can find
more information with each release notes on the EBMT
website.

Table 1, icons used in the EBMT Registry navigation menu and their descriptions
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When the section is opened in the main window, GE;IT Registry

the button is highlighted, e.g.

-
turns into

e Patient registry
B Donor outcomes

ﬁ Anonymous events

¥+ Exports
The navigation menu can be shown in full or
. . B Dataqueries
compact view (see image 22), the users can
switch between them at their convenience by & Studies
pressing the double arrow button. The compact = Audit trail
view was designed to display more information on
1 H H H H - ~
a user's main screen while working with the (. Microstrategy .]
database. p <
(@ wik
Training v3

Dashboard

<«
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»

Image 22, Navigation menu in full (Left) and

compact (Right) view

The dashboard is the home page of the EBMT Registry application. It always shows a greeting message

with the user name and the context the user is currently in.

Dashboard

Hi Training,

welcome to demo centre 9000 (9000)
Weekly updates Patients
16 new events in last 7 days as

Batient ragistry Donor outcomes Studies

Events that require your attention

Event name Event date Last modified

Lymphomas v2 2023-09-06 20241122

1 resut

Denors Anonymous events
EREN T > A >
Short Patient ID Regisiration centre name Regisiration CIC UPN Date of birth

9360478 General test 1234 585865 2012.01-02

[— 1o

Image 23, the dashboard

B 9000 - demo centre 9000 +
Data editor

Sex

Male

Whenever the user changes their context, they are always redirected to the dashboard with the greeting

message containing the chosen context.
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In the current version of the EBMT Registry, the dashboard will contain some general information about
the patients/donors recently registered in the user context as well as useful links to data, requiring user’s
attention, e.g. patients records with errors or warnings and some other.

Additional information and functionality will be added to the dashboard in the next versions of the
application.

Patient registry
The patient registry is part of the EBMT Registry that contains information on patients registered in the
EBMT Registry and their events.

1| Patient Registry @ Hetpoesk -
2 (’ Y FITERS w \j' + NEW FILTER 3 + ADD PATIENT
-~
Short Patient ID Registration CIC Registration centre name UPN Date of birth Sex at birth Created at Date of last event Last modified
19696e5 1 Auto-Testj3n1j3hnjr 123 1941-05-22 Female 2024-11-28 2025-05-02 2025-05-14
0d2724c 9849583 Study centre 1 352 1955 Male 2024-11-28 2025-05-13 2025-05-14
3dd11a2 9849583 Study centre 1 0005 2007 Female 2024-11-28 2025-03-11 2025-03-26
cad571d 9849583 Study centre 1 dthjfgja46 1948 Male 2024-12-03 2025-03-06 2025-04-03
4 125924b 9849583 Study centre 1 tg7bisdkx2 2024-12-03 Female 2024-12-03 2025-03-13 2025-03-14
7d7919 792704 Auto-Tests5ex6erwok 1 2000-01-01 Male 2024-12-04 2025-04-02 2025-04-03
8466500 792704 Auto-Testsdexserwok tsni7jmnhzjh 2000-01-01 Male 2024-12-04 2025-03-05 2025-0312
4f37ded 9849583 Study centre 1 commOfkhyvw 2024-12-04 Female 2024-12-04 2025-03-04 2025-03-04
d07a3c2 9849583 Study centre 1 rdcla4gxepn 2024-12-04 Male 2024-12-04 ! 2024-12-04 -
e e L
5 298 results Items perpage: | 20  w ‘ 1-20 0f 208 > 3l

Image 24, the patient registry overview page (data editors view)

Patient registry overview page
Patient registry overview page shows:

1. The patient registry title.

2. The buttons to set up/apply filtering of the patient list.
3. Add patient button to add or create a new Patient in the EBMT Registry is disabled for Helpdesk users.
4. The list of registered patients in the EBMT with their data summary. The information in the Patient

registry overview page is presented in the table 2, where each row corresponds to a separate patient, and
columns provide the following details:

Column name Column can | Description
be used for
sorting
Short ID Yes EBMT patient short ID.
Registration centre CIC Yes The CIC of the centre that registered the patient in the
EBMT Registry.
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Column name Column can | Description
be used for
sorting
Registration centre name Yes The name of the centre that registered the patient in the

EBMT Registry.

UPN Yes e If the context is a VR - the UPN for the registration
centre is shown.

e |f the context is a centre - the UPN for the context
centre is shown.

Date of birth Yes Patient date of birth as per Patient registration data.

Sex at birth Yes Patient sex at birth as per Patient registration data.
Created at Yes The date the patient was created/added to the system.
Date of last event Yes Date of the last registered event for this patient (the

event with the most recent date). The event that is
shown last (to the right) in the Patient timeline.

Last modified Yes Date the latest changes were done to any of the patient
data/events.

Table 2, items in the patient registry overview

5. Pagination section.

Tentative patients are marked in the patient overview list, the line that corresponds to a tentative patient

is greyed-out (see image below) and visible to users with data editing permission and administrators.

DEMO ENVIRONMENT
B 9000 - demo cenire 9000 ~

p - .
atient Registry Dz dir
| Y FILTERS ~ | =+ NEW FILTER

Short Patient ID Regisiration CIC Regisfration centre name UPN Date of birth Sex at birth Created at Date of last event Last modified /.

b232788 9000 demo centre 5000 1234567 1936-10-05 Male 2024-11-22 2024-06-17 2024-11-22

936d4f8 1234 General test 585865 2012-01-02 Male 2024-11-22 2023-12-30 2024-11-22

Tee23sf 9000 demo centre 5000 698679 1988-1107 Male 2024-11-22 2024-07-15 2024-11-22

28097e0 1234 General test 57568 1990-02-03 Female 2024-11-22 2024-11-07 2024-11-22

1161863 9000 demo centre 5000 5756565469 1921-02 Female 2024-11-22 2024-05-13 2024-11-22

a2f3emn 1234 General test 654897 1936-10-05 Male 2024-11-22 I 2024-11-22

eceari’ 9000 demo cenire 9000 57690 1969 Female 2024-11-22 ! 2024-11-22

T results ltemsperpage: | 20w 1-7ofT

Image 25, Patient registry overview: registered patients versus tentative patients
The details on patient specific page layout and content are explained in the Patient page section.
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Donor outcome registry

The donor outcome registry is part of the EBMT Registry that contains information on donors registered in

the EBMT Registry and associated with these donors events .

1{Donor Outcome Registry |

B 9000 - demo centre 9000
Data editor

[T ) < s
Short ID Registration CIC Registration centre name Donor number GRID Date of birth Sex at birth Created at Date of last event Last modified ’
041109 9000 demo centre 9000 346547 15424365946670897 1949-03-03 Female 2024-11-22 2024-06-13 2024-11-22

4
7965d05 1234 General test 8906584 1234567890123456789 2002-03-03 Male 2024-12-02 2024-11-05 2024-12-02
dcdf735 1234 General test 3462346 1234567891234567890 1986-02-03 Female 2024-12-02 i 2024-12-02

5 3results Items per page: 20 - ‘ 1-30f3

Image 26, donor outcome registry overview page (data editors view)

Donor outcome registry overview page
Donor outcome registry overview page shows:
1. The donor outcome registry title.
2. The buttons to set up/apply filtering of the donor list (see Filters).

3. The Add donor button to add or create a new Donor in the EBMT Registry (see Add Donor).

This button is not visible for users without data editing permissions.
4. The list of registered donors (in the user context) with their data summary. The information in the

Donor outcome registry overview page is presented in the table, where each row corresponds to a

separate donor, and columns provide the following details:

Column name Column can | Description
be used for
sorting
Short ID Yes EBMT donor short ID
Registration CIC Yes The CIC of the centre that registered the donor in the EBMT
Registry.
Registration centre name | Yes The name of the centre that registered the donor in the
EBMT Registry.
Donor number Yes Donor ID given to a donor by the collection centre or centre
responsible for follow-up.
GRID Yes GRID
Date of birth Yes Donor date of birth as per Donor registration data.
Sex at birth Yes Donor sex at birth as per Donor registration data.
Created at Yes The date the donor was created/added to the system.
Date of last event Yes Date of the last registered event for this donor (the event

with the most recent date). The event that is shown last (to
the right) in the Donor timeline.
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Column name Column can | Description
be used for
sorting
Last modified Yes Date the latest changes were done to any of the donor
data/events.

Table 3, items in the donor outcome registry overview

5. Pagination section.

Anonymous events for non-consenting patients
If the patient did not give their consent to share their data with the EBMT, it means that only minimal

essential data on the performed treatment can be entered into the EBMT Registry according to
instructions available on the EBMT website.

Anonymous events - is the term used to define the scope of data concerning the centre’s activities
related to non-consenting patients.

Important: In the current version of the application, the anonymous events are visible only to users in a
centre context or Centre-based VR context.
Anonymous events are records, created in the EBMT Registry to report the centre’s activities concerning
non-consenting patients and they include the following information:

e diagnosis: date, classification, subclassification;

e treatment: year, type, chronological order (sequence) of this type of treatment for this patient;

e cell source: autogenic or allogeneic.
Each anonymous event has a unique identifier (7 digits) automatically created by the EBMT Registry.

The anonymous event page contains the following information:

1. Anonymous event unique identifier;

2. Anonymous event summary section. It also contains buttons Save changes to save changes (if
changes were made to the saved form) and Print button to print the current anonymous event
form.

3. Anonymous event data fields.

ANONYMOUS EVENTS DERaEiegropE, @ 9000 - demo centre 9000 ~
Anonymous event|736a904 Ouaadtor

2 ™ =

Anonymous event v2.0 v

a2 5]

Created at 202811.2510:45

Last update: 202011.2510:5

Year o treatment

Chronclogical number o his reatment

O peatic O Adut

’/Oucr Qe O Oer

Image 27, an anonymous event page
Note: CBVR can view the anonymous events of their member centres.
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Important: If a patient was registered in the EBMT Registry but withdrew their consent and requested
their data to be removed from the EBMT Registry, the data is removed completely and is not
automatically transferred into Anonymous events. From this point, the patient is considered a
non-consenting patient. A centre should report the minimum essential data for this patient via an

anonymous event.

Anonymous events overview page
The anonymous events overview page (see image 28) can be open through the Navigation menu and it

contains:

1. The title: anonymous events.
The list of registered anonymous events (in the user context) with their data summary.

2
3. The button Export anonymous events to request export of data reported as Anonymous events.
4

The button Add new event to add or create a new anonymous event in the EBMT Registry (see
Add anonymous event). This button is hidden for users without editing permissions (see image

29).

5. Pagination section.

1 |Anonymous events |

DEMO ENVIRONMENT

Bl 5000 - demo centre 9000 ~
Data editor

) [[ + acownewevent

Centre

2 5000 - demo centre 9000

9000 - demo cenire 9000

9000 - demo canire 9000

B s

Event date Event type name

2024-11-04 Anonymous event v2.0

2024-11-11 Anonymous event v2.0

2024-11-12 Anonymous event v2.0

tems per page: | 20

Creation date

2024-11-22

2024.11-22

2024.11-22

1-30f3

Anonymous events

Image 28, anonymous events overview page (data editor view)

Centre

9000 - demo centre 9000

9000 - demo centre 9000

9000 - demo centre 9000

3 results

DEMO ENVIRONMENT

Event date Event type name

2024-11-04 Anonymous event v2.0
2024-11-11 Anonymous event v2.0
2024-11-12 Anonymous event v2.0

items per page:

® 3000 - demo centre 8000 ~

Data viewer
(" * EexpoRT ANONVMOUS EVENTS )

Creation date.
2024-11-22
2024-11-22
2024-11-22

2 - 1-30f3

Image 29, anonymous events overview page (data viewer view)

The information in the anonymous events overview page is presented in table 4, with each row

corresponding to a separate anonymous event and columns providing the following details:

Column name

Description

Centre

The centre that registered treatment for a non-consenting patient.

Event date

The date specified by the used as event date
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Column name Description

Event type name Name of the event form used. Users will be able to see the form version
in this column.

Creation date The date the anonymous event was created in the EBMT Registry to
report minimal essential data for a non-consenting patient.

Table 4, columns in the anonymous events overview and their descriptions

Exports

Data export - is a process of extracting (copying) data from the EBMT Registry and saving it in CSV
(Comma Separated Values) format on the EBMT server, making it temporarily available for the user to
download to their computer. Data export is an asynchronous process, which means that the export does
not happen instantly and users are not required to wait for it to complete before continuing with other
tasks. Instead of generating and downloading your data immediately, the system begins the export in the
background. This allows users to continue using the application without interruption. Once the export is
complete, the export status is updated in the Exports section of the navigation menu.

Export refers to the file or archive of files created by the system that contains data extracted from the
EBMT Registry.

EBMT Registry built-in export functionality allows exporting:
- anonymous events data; and
- patient or donor events data.

Export of anonymous events

Anonymous events data is not stored in the analytical database, thus it cannot be extracted via
MicroStrategy analytical tool. It is only stored in the EBMT Registry application database and can be
extracted only through the EBMT Registry export functionality.

Users can request the generation of an export file that contains all anonymous events in the current
context using the Export anonymous events button in the Anonymous events overview page.

DEMO ENVIRONMENT
B 9000 - demo centre 9000 +
Data eator

Anonymous events
‘

centre Event date Event type name Creation date

9000 - demo centre 9000 20241104

5000 - demo centre 9000 2024-11-11

20241112

2024-11-25

2024-10-16

Image 30, the Export anonymous events button in the Anonymous events overview page

Once EBMT Registry generates the export file for anonymous events, it is stored in the server for 7 days
and is available for download from the EBMT Registry only to the user who requested its creation. After 7
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days, the file expires and cannot be downloaded. If a new export with the same information is required
after the expiration date, the request can be created again though the Anonymous events overview page.

Export of patient or donor data

Users can export their patient data from the Patient registry or their donor data from the Donor outcome
registry directly from the EBMT Registry application database. This functionality was added in the EBMT
Registry version in addition to exports available from the MicroStrategy (see MicroStrategy User Manual -
End users). Direct exports from the EBMT registry are describes in detail in the sections below.

Export scope
The users can export the following scope of data within their context:
1. Export data of all patients in their context or export data of all donors from the Donor outcome
registry in their context;
2. Export data of filtered list of patients or donors in their context;
3. Export data of manually selected list of patients or donors in their context.

Note: in the current version of the EBMT Registry, users can manually select or bulk select the patients or
donors whose complete dataset they wish to include into the export. Though there are no strict
limitations in the number of patients or donors to be included into one export, if the export request fails,
it may indicate that the export is too large to be generated through the user interface. In such cases, it is
recommended to break the export into smaller batches of patients or donors, or request through the
Helpdesk.

Export full context - By clicking Export All button above the patient overview list (see image below) or
donor overview list, the user will generate a zip file containing all data of all patients or donors that are
available in the current user context.

p at . . B 9000 - Test hospital ~
ient Registry Dt eckion
i:: Y FLTERs v | + NEW FILTER . # EXPORTALL
|:| Short Patient ID Regi ion CIC Regi ion centre name UPH Date of birth Sex at birth Created at Date of last event Last medified /
D Zbef2ed 9000 Test hospital zugevk 2000-01-01 Male 2024-12-04 2025-04-22 2025-04-22
D addbTa7 9000 Test hospital fvklj 2000-01-01 Male 2024-12-04 ! 2024-12-04
D 510001a 9000 Test hospital fvklj2 2000-01-01 Male 2024-12-04 2025-05-13 2025-05-27
D 1aefSb3 9000 Test hospital dxnzoc 2000-01-01 Male 2024-12-04 2024-12-04 2024-12-04
D e5d283e 9000 Test hospital cuyafvxj 2000-01-01 Male 2024-12-04 r 2024-12-04
D 9c258b3 9000 Test hospital oh 2000-01-01 Male 2024-12-04 2025-04-23 2025-05-22
D 51d3eSb 9000 Test hospital gycteq 2000-01-01 Male 2024-12-04 ! 2024-12-04
D ddach50 9000 Test hospital nmw 2000-01-01 Male 2024-12-04 r 2024-12-04
D D5aGede 9000 Test hospital ejtitq 2000-01-01 Male 2024-12-04 r 2024-12-04
D abcb546 9000 Test hospital gslszg 2000-01-01 Male 2024-12-04 r 2024-12-04

et o por page: 11007 > sl

Image 31, button Export All
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Export filtered results - once a user applied any filter in the patient overview page or donor overview list,

the user can click Export Results(number of results) (see image below) to generate a zip file containing all

the data of the patients or donors that fit the selected filtering criteria.

Patient Registry

( ¥ Fuers ~ ) Customfiller (1 condition defined) € # EDITFILTER

Zbef2cd

a4d67a7

510001a

12ef5b3

54283

9025803

51d8esh

ddach50

05a6e9e

0O00o0ooooooo

26ch546

Short Patient ID

Registration CIC

9000

9000

9000

9000

9000

9000

9000

9000

9000

9000

Registration centre name

Test hospital

Test hospital

Test hospital

Test hospital

Test hospital

Test hospital

Test hospital

Test hospital

Test hospital

Test hospital

UPN

zugevk

vkl

fnvkij2

dxnzoe

cuyafj

oh

aycteq

nmw

eititg

qsiszg

Date of birth

2000-01-01

2000-01-01

2000-01-01

2000-01-01

2000-01-01

2000-01-01

2000-01-01

2000-01-01

2000-01-01

2000-01-01

Sex at birth

Male

Male

Male

Male

Male

Male

Male

Male

Male

Male

Created at

2024-12-04

2024-12.04

20241204

20241204

2024-12-04

2024-12-04

2024-12.04

20241204

20241204

2024-12.04

B 9000 - Test hospital ~
Data editor

+ ADD PATIENT

Dateoflastevent  Lastmodified o

2025-04-22

/

20250513

2024-12.04

!

20250423

/

!

!

/

2025.04-22

2024-12-04

2025-05-27

2024-12-04

2024-12-04

2025-05-22

2024-12-04

2024-12-04

2024-12-04

2024-12-04

7 results

s [ 0 < | toum >

Image 32, button Export results (number of results)

Export selected list - users can request the EBMT Registry to generate a zip file that contains all the data

of a selected list of patients or donors:

A. The selection can be made in the unfiltered overview page. By first selecting the patients or

donors through check boxes to the left from the patient short EBMT ID and then clicking Export

selection as shown in the image below, the user will generate a file containing all data of patients

or donors marked through the select box. The number of selected patients or donors (rows) is

displayed in the right upper corner of the unfiltered list.

Patient Registry

(¥ rurems ~ )

X 3 rows selected

= Short Patient 1D
O Zbef2ea
a4d67a7
5100012
O 1aef5b3
O e5d283e
9c258b3
O 51dsesh
O ddacb50
O 053629
O a6cb546
71 results.

+ MNEWFILTER

Registration CIC

9000

9000

9000

9000

9000

9000

9000

9000

8000

9000

Registration centre name

Test hospital

Test hospital

Test hospital

Test hospital

Test hospital

Test hospital

Test hospital

Test hospital

Test hospital

Test hospital

UPN

zugevk

fnvki)

fnvkij2

dxnzoe

cuyafuxj

oh

gycteq

nmw

ejtitg

aslszq

Date of birth

2000-01-01

2000-01-01

2000-01-01

2000-01-01

2000-01-01

2000-01-01

2000-01-01

2000-01-01

2000-01-01

2000-01-01

Sex at birth

Male

Male

Male

Male

Male

Male

Male

Male

Male

Male

Created at

2024-12:04

2024-12:04

2024-12-04

2024-12-04

2024-12-04

2024-12-04

2024-12:04

2024-12-04

2024-12-04

2024-12-04

Items per page:

10

@ 9000 - Test hospital «
Data editor

+ ADD PATIENT
% EXPORTSELECTION

Dateoflastevent  Lastmodiied
2025-04-22 2025-04-22
i 2024-12-04
2025-05-13 2025-05-27
2024-12-04 2024-12-04
/ 2024-12:04
2025-04-23 2025-05-22
i 2024-12-04
1 2024-12-04
/ 202412.04
| 20241204
- 1-10f 71 > 2l

Image 33, button Export selection and summary of selected rows in unfiltered list of patients

B. The selection can be made in the overview page with applied filters, when only some of the

filtered results should be exported by clicking Export selection as seen in the image below, the
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user will generate a file containing all data of patients or donors marked through select box. The
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number of selected patients or donors is displayed in the right upper corner of the filtered list.

Patient Registry

(¥ FERs ~ )

X 3rows selected

8008 800

oo oo

71 resutts

Export content

Short Patient ID

2befZcd

a4d67ar

510001a

1aef5b3

e5d283e

8c25803

51dSesb

ddach50

05aGe9e

abch546

Custom filter (1 condition defined) € # EDITFILTER

Registration CIC

9000

9000

9000

9000

9000

9000

9000

9000

9000

9000

Registration centre name

Test hospital

Test hospital

Test hospital

Test hospital

Test hospital

Test hospital

Test hospital

Test hospital

Test hospital

Test hospital

UPN

zugevk

fvidj

fnvidi2

dxnzce

cuyafuyj

oh

gycteq

nmw

ejtitq

aslszq

Date of birth

2000-01-01

2000-01-01

2000-01-01

2000-01-01

2000-01-01

2000-01-01

2000-01-01

2000-01-01

2000-01-01

2000-01-01

Sex at birth

Male

Male

Male

Male

Male

Male

Male

Male

Male

Male

Created at

2024-12-04

2024-12-04

2024-12-04

2024-12-04

2024-12-04

2024-12-04

2024-12-04

2024-12-04

2024-12-04

2024-12-04

@ 9000 - Test hospital
Dats editor

+ ADD PATIENT

3 EXPORTSELECTION

Date of last event Last modified ra
20250432 202504 22
; 2024-12-04
2025-05-13 2025-05-27
20241204 2024.12.04
i 2024.12.04
20250433 20250522
; 2024-12-04
; 2024-12-04
y 2024-12-04
i 2024-12-04

e por page: n e Y

Image 34, button Export selection and summary of selected rows in the filtered list of patients

When a user requests export of patient or donor data from the EBMT Registry, the system will generate a

zip folder that contains separate csv (comma separated values) files per event type and version. There will

be one csv file per event type and version in the selected patients or donors scope. For example, if a

patient has an MDS v1 diagnosis, allogeneic HCT v1, Status at HCT/CT/GT/IST v1, HCT D100 v1, and

another patient has the same events but as v2 events, there will be separate files for the v1 and v2

events. If any of the selected for export patients are/were enrolled into EBMT studies, each study event

will have a separate file with data reported in this study event. See the example in the image below.
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Mame

% Acute_Leukaemia

7 Acute_Leukaemias_v2

7 Allogeneic_HCT

7 Allogeneic_HCT_Day_0_v2

3 Autoimrmune_Disorders_v2

7 Autologous HCT

% Autologous HCT_Day 0 v2
Bone_Marrow_Failure_Syndromes_ BMF__incl_Aplastic_Anemia__AA_ w2
Bone_Marrow_Failure_Syndromes_incl_Aplastic_Anemia
Cellular_therapy

Cellular_therapy_ CT__Day_0_va
Cellular_Therapy__CT__Fellow_up_v2
Cellular_Therapy_Follow_up

Chronic_leukaemia

Chronic_leukaemias_v2
Combined_Myelodysplastic_Syndrome_Myeloproliferative_Meoplasm
Gene_Therapy__autclogous_haemotopoietic__Follow_up
Haemoglobinopathies_vd
HCT_Annual_Unscheduled_Follow_up
HCT_Annual_Unscheduled_Follow_up_v2

HCT_Day_100

HCT_Day_100 w2

IBEEEEEEEEREEEEDEEDEDEED D

Image 35, example of a list of csv files with patient data included into export zip folder (archive file)
To access the export content, users are advised to follow the steps below:

1. Extract the files from the zip folder.

2. Open the files to view each file content. The csv files can be opened in various ways, Excel being
the most common one. To open csv file and ensure its content is correctly displayed in Excel,
open Excel in your computer, use the menu bar to navigate to ‘Data’ and select ‘From Text/CSV’

(see images below as an example, Excel interface may differ between versions).

File Home Insert Draw Page Layout Formulas Data Review View Automate Help Acrobat Table Design  Query

<l

E& [‘% [‘?@ @ H:;q [‘a) [‘%] |rm | £ Queries & Connections | | ﬁ @ ﬂ]j

From From From Table/ From  Recent Existing Refresh . AEpEiEs
Data" Text/CSV  Web Range Picture ~ Sources  Connections All~ p Workbook Links

Stocks (En.. Currencies... Geography...

Get & Transform Data Queries & Connedions Data Types
File Home Insert Draw Pagelayout Formulas Data Review View Automate Help Acrobat [ comments | |
[ From Picture v |— [ Queries & Connections 1 ar [ZR K _ = @ 8 Goup  ~ =
ﬁ 5 - ([[ox 2l — @?) . .
From Web [® Recent Sources ~ g |+ N @~ ! @H Ungroup v
Get 8 © Refresh z| Sort Filter Texl(c B > What-If Forecast =~ -
L . Stocks Currencies Ai [ Ef
Data v [ From Table/Range [ Existing Connections Al & Advanced  Columns 5 Analysis v Sheet  Eff] Subtotal
Get & Transform Data Queries & Connections Data Types Sort & Filter Data Tools Forecast Outline [
AL From Text/CSV
Import data from a text,
A comma-separated value or ) E F G H J K L M N 0 P Q R S T U \2
formatted text (space delimited)
i I
2

Image 36, Excel interface with the From Text/CSV button
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Each export file in the export folder will contain data entered in the corresponding event form (DCF), see

Appendix 1 with more details on the columns and formats used.

Starting from EBMT Registry version 2.2, separate CSV files will also be available: one containing
registered information on patient participation in external non-EBMT studies, and another containing

information on patient participation in EBMT studies.

Export name
Data exports from EBMT Registry can be obtained only in CSV format: this refers both to export of

anonymous events and export of patient or donor data.

At the Export request stage, the user creates the name of the file (the system will suggest a file name with
the date of export request and CIC of the context, but it can be edited based on the user preferences) (see
image below).

Request export

Name*

( 20250615_9000_selection

Image 37, Export file name

Export status
Data export requests are listed in the Exports section of the Navigation menu and may have one of the

following statuses:

Export status Description

Requested The user requested data export, the export file creation has not started and
is awaiting the system to pick up this request. The export is not ready to be
downloaded yet.

Started The export file creation has started, but has not been completed yet.

Ready The data export request was successfully processed. The export file is
created and ready to be downloaded.

Expired The export file is expired and is not available for download any more.

Error The data export request failed. It was not possible to create the export file.

Table 5, Export file statuses with descriptions

Note: data export requests may fail and show Error status due to various reasons. In case of error, It is
recommended to repeat the attempt. If a user keeps experiencing this problem, the user should contact
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the Registry helpdesk providing all the details of the case, including the details on the scope of data they
tried to export.

Export security

Important: data exported from the EBMT Registry (including MicroStrategy reports/dossiers/tables)
contain sensitive patient and/or donor data, and thus must be protected from unauthorised access
and/or use by taking appropriate security measures.

It is expected that, among other security measures, users will ensure that:

1. Data export files are downloaded, located and stored in an encrypted local disk on their devices.

2. The dedicated directory will not back up automatically to any Cloud storage facility or external drive.

3. All data export files are deleted promptly, once Users finish working with them.

All users of the EBMT Registry must comply with the EBMT Registry Conditions of Use, Data Protections
laws in existence in each individual country, and the General Data Protection Regulations (GDPR
2016/679). Please visit the EBMT website for more information on Data privacy and the EBMT Registry
Conditions of Use.

Every time users request generation of an export file or download export file or zip folder, they have to
confirm by clicking ‘1 understand’ button that they are aware of and will comply with these security
requirements

Are you certain?

All users of the EBMT Registry must comply with the EBMT Registry Condifi of Use, Data P laws in exist in each individual
counfry, and the General Data Protection Regulations (GDPR 2016/679). By proceeding with this export, | understand that | am downloading
sensitive patient- and/or donor-related data from the EBMT Registry and | agree to comply with the requirements mentioned above.

CANCEL 1 UNDERSTAND

Image 38, download export file confirmation notification (warning)

Exports overview page

@ 9000 - Test hospital ~
1 |Your exports | sl
Requested Name Type Context Scope Expiration date Size Status 3
2025-06-17, 13:46 20250617_9849583 _filtered_list Patient Study centre 1 Fitter 2025-08-24 3 Ready % DOWNLOAD

2025-06-17, 13:46 20250617_9349583_selection Patient Study centre 1 Patient list 2025-06-24 3 Ready # DOWNLOAD
2025-06-17, 13:43 Context- cenire 93a9ic58-3bd5-46cc-al1c-ad4b45c36fde Anonymous Study centre 1 Context 2025-08-24 2 Ready ¥ DOWNLOAD
2025-08-17, 13:39 20250617_9849583_selection Donor Study centre 1 Patient list 2025-08-24 1 Ready X DOWNLOAD
2 2025-06-17, 13:38 20250617_9849583_selection Donor Study centre 1 Patient list 2025-06-24 1 Ready # DOWNLOAD
2025-06-17, 13:00 20250617_8000_selection Patient Test hospital Patient list 2025-08-24 20 Ready * DOWNLOAD
2025-03-05, 12:37 20250305_admin_selection Patient Admin Patient list 2025-03-12 20 Expired
2024-12-03, 14:27 Context: centre 89655ede-588d-4173-39f3-096026c116a8 Anonymous Auto-Testj3n1j3hnjr Context 2024-12-10 2 Expired

2024-12-02, 13:21 Context: centre 89685ede-366d-4173-29f2-096026¢116a8 Anonymous Auto-TestjIn1j3hnjr Context 2024-12-09 1 Expired

2024-12-02, 12:47 Context: cenire §9685ede-588d-4173-a9f9-008026c1/8a3 Ancnymous Auto-Testj3n1j3hnjr Context 2024-12-09 1 Expired

4 10 results Hems perpage: | 20w

Image 39, Exports overview page

=
q,
=
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Exports overview page shows:
1. The title of the page: Your exports. The export file list is for the current user and it is not accessible to
other users of EBMT Registry.
2. The list of the data export files requested by the user in the EBMT Registry. If a user has access to
multiple contexts, this list will contain all requests for all user contexts. The information is presented in
the table, where each row corresponds to a separate export file, and columns provide the following

details:

Column name Description

Requested Date and time the user requested to create an export file.

Name Name of the file the user indicated while initiating this data export.

Type Type of export: patient (to mark that it is export of patient data), donor
(to mark that it is export of donor data from the Donor outcome registry),
Anonymous (to mark that it is export of anonymous events data).

Context Name of the user context.

Scope Scope of the export.

Expiration date The date this data export expires. This means that the file will be
available for download up till the specified date.

Size Number of patients or donors in the requested export or number of
anonymous events included into requested export.

Status Status of the data export file.

Table 6, columns in the Exports overview

3. Download button(s): the download button can be shown in two modes as described in the table below:

Download button mode Description

Download button is highlighted to indicate that the download of the data
¥ DOWNLOAD export file is available to the user.

Download button is greyed out to indicate that the download of the data
export file is not possible.

Table 7, download button modes with description
4. Pagination section.

Data queries

Query or Data query - is a conversation initiated by a data monitor/query manager/study manager and
data editor that is related to a specific field in a patient or donor event (or to patient/donor registration or
consent data field) in the EBMT Registry. It is important that all data editors and all data monitors/query
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managers/study managers with access to the specific patient can take part in this conversation. Data
viewers with access to the specific patient can view the query conversation but can not participate in it.

Data query status Description

Open Data monitors/query managers/study managers can review patients' data, in
particular specific questions (data fields) and open a query, which means start a
conversation with data editors on a specific field; data query status becomes
Open.

Note: open query is the data query awaiting data editor input. Data editors
should reply to their Open queries.

This status is automatically assigned to a data query when the editor user
changes the value of the data field with a query without answering in the query
window. It is expected that such new status will improve data query processing

Response changed

and management.

Answered Once data editor enters any text into the query window and sends it, the status
of the query automatically is updated from Opened/Response changed to
Answered.

Resolved Once data monitor(s)/query manager(s)/study manager(s) receive required

feedback from data editor(s), they will resolve a query (in other words, close a
query conversation), which marks that the issue is resolved; data query status
becomes Resolved.

Closed This special status is used to mark the data queries which were automatically
closed by the system due to the fact that the data field from repeatable group
they refer to is no longer included into the event. This may happen if the query
was added on a field that is part of a repeatable group and the group was
removed by a data editor, etc.

Table 8, data query statuses and their explanation

Note for centre users (data editors and data viewers) should pay attention to their Open data queries, to
check and react on them timely.

Note for EBMT staff (query managers, monitors, Admins) should pay special attention to their data
queries with the status Answered and Response changed- because it means that this data query is ready
to be checked (centre reacted to the query already). Such query may then be resolved or re-opened.

Query manager/monitors/Admins will check the queries with the status Answered and/or Response
changed to see if they may be resolved or not. If they consider that the query is not ready to be resolved,
they may post another question in the query modal and the status of the query will automatically become
Open again. In this way, centre users are asked to check this query conversation again to provide their
feedback.

A resolved/closed query cannot be reopened, past queries, regardless of their status, remain visible on
the field. Multiple data queries may be open per field at the same time.
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Data query window

The data query window includes different information, as detailed below (see image 40):

1. The Data query title and the ‘Go 1 pata query & 7 X
2 cb7f029d-dd51-4992-b079-a8bdca5feb58 0
to event/patient or donor page’ 3 NmATOR d75030c, ADMIN
4 LINKED CENTRE: 9000 5 LINKED STUDY. Studyt\'t\e
6 DaTag1

icon r—l . When a query is
d75d30c  2025-10-09, 14:15
opened on a data field in any g| Value:/ (ereated at:/)

Please report here the patient survival status

event form, upon clicking this

icon the patient/donor event
9 Type something

4

10 N

Image 40, a data query window

with this query will be loaded in

a new browser tab.

If a query was opened on a data field from patient/donor information section or from patient/donor
consent section, upon clicking this icon the patient/donor page for whom the query was open will be
loaded in a new tab of the user browser (user needs then to open the patient/donor menu and respective

section to view/edit this data field).

2. Data query ID number is shown in the full format in the data query window starting from the system

version 2.14 and up. Next to it, there is the copy icon l_D to copy this data query ID to the clipboard
(it can be later reused while filtering data queries by Data query ID number).

3. Initiator of the data query user ID number and the role of the user in the system. Every user in the
system has a user ID number, which is shown instead of the user full name or email throughout the

system (see User ID).

4. Linked centre: to whom this query is addressed. Some patients/donors are followed by multiple
centres. If monitor/query manager wants to address a data query to a specific centre, they can
mention it in the Linked centre field (see example in the image 40). If this field is empty - such data

query may be answered by any relevant centre with access to this patient/donor record.

Note: Data query is visible to all centres with access to this patient, even if it is addressed to one specific

linked centre.

5. Linked study: in cases when the patient is enrolled into any EBMT study, query/study manager may
mention that a data query was opened in the context of patient data review for a specific study. In
such cases, linked study field will mention the title of the study and additionally the study event page
will show reference to all data queries linked to this study opened on regular patient events with their
status (see image below as example). If data query is not linked to any EBMT study, this field will be

empty
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Crested st

s

Study related data queries (3)

Example study v

2080108

20250108 1520

Lastupdate 20260010 1648 Grouping

Image 41, example of a study event page with a section about data queries opened on regular patient

. Data query tag(s), if any. initiator of a data query may assign some tags to data queries so that to

manage data queries more efficiently. These tags are for internal EBMT use and cannot be edited by

centre users.

. Status of the data query: in addition to already existing statuses Open, Answered, Closed and

[ |m

events linked to this study

Resolved, a new status Response changed was added in version 2.14.

EBMT Registry user manual for data editors and data viewers v5

. The data query conversation chat: where recorded user ID who posted the message, date and time of

this post, the data field value at time of sending the message and the text of the message sent.

. The text field to type the text of the message the user wants to send in the query chat. Please note

that message can be edited or deleted only before it is sent.

10. Send button: to send the text message that was entered by the user in the text field above.

Data queries may be added manually by query manager/monitor/administrator or in bulk. If the query

was added in bulk, query window will also display the Import job ID (see image below)

Data query & X

58044f75-aclc-4a94-b29b-7149bec73664 T

| MITIATOR: OSfb3f8, QUERY MANAGER EDITOR

»

05fb3f8 2026-03-19, 12:02
Value: / (created at: /)

Check please

4

Message -

= SEND

Image 42, import job ID shown in a data query window
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Note: Multiple data queries may be open for the same data field. This means that in the data query

overview page, each query will be shown as a different line.

When opening a query from the
patient or donor event form, the

user will have to choose what Data queries

query to enter (see image to the

. . . . NITIATOR: d75d30¢c, Data Monitor (m“.
right). It is possible to view and NITIATED O 2024-41-22 (Fesoived )
enter bOth Open and reSO|Ved MITIATOR: d01c808, Query Manager-editor

queries. NITIATED ON: 2024-11-26 -@

( camcer )

Image 43, a window to select data queries related to one data field

How to access a data query
Data queries can be accessed through:
e the query overview page (Data queries in the Navigation menu)
e an event form if it is a query on event form field (query icon next to each data field: see image
below);
e Manage patient consent pop-up window if it is a quary on consent-related fields (query icon next
to each data field);
e Edit patient pop-up window it is is a quary on patient information data (query icon next to each
data field).
After opening a query from the query overview page, the user may navigate to the event, where the
query was opened. The system will scroll the event form to show the data field with this query on the
user screen.

Data query icons next to a data field Meaning

There is no query on this data field.

Primary Acute Leukemia - ‘

L . ] - There is a non-resolved query on this data field.
) The conversation between the data
monitor/query manager and data editor started
and has not finished yet.

(— Cylogenstic remission

Lorem psum } There is a resolved (closed) data query on this
‘ field.

Table 9, data query icons and their descriptions

Data queries related to the patient or donor consent are shown in the queries overview page, but the
query modal window has a fast link to the patient page only (not to the data field directly), thus users
should manually open the patient or donor menu: Manage consent section (see example below) to find
the data field with such data query.
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Manage patient consent

Image 44, data query open icon next to consent-related data field

Data queries related to the patient or donor registration data are shown in the queries overview page, but
the query modal window has a fast link to the patient page only (not to the data field directly), thus users
should manually open the patient/donor menu: Edit patients details/Edit donor details sections to find
the data field with such data query.

— Sexalb

O Male @ Femalz .

Oa @e Oa Oo

— Rhesus facior®

O > @ + O Mot evaluated O Unknown

| CamMCEL )

Image 45, Data query open icon, resolved icon next to patient-related data fields

Practical example: query may be used by data monitors/query managers/study managers in various ways,
including but not limited to the following:

to call attention of a data editor to any inconsistency with entered field value;

to call extra attention of a data editor that the crucial information is missing in the field;

to point out that there is an error and request correction of it;

to request correction of the value if entered information does not correspond to source
document (see SDV below);

to request some extra information, required for the verification check.

Queries (except closed queries) are visible to all users that have access to the patient record: data
viewers, data editors, data monitors, query managers (including query manager and editor), study
managers (if this patient is enrolled into a study), Helpdesk, administrators. But the functionality related
to queries depend on the user role (see table below).

Functionality Data monitor/query manager/ | Data editor Data viewer

study manager/admin

Open query Yes No No
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Answer query (if status | Yes Yes No
is Open/ Responce

changed/Answered)

Resolve query Yes No No
See open query Yes Yes Yes

Table 10, data query functionality per user role

Data queries overview page
Data queries overview page allows users to see all the data queries opened on fields related to patients or

donors in the current user context, the patient ID, event, field name, date query was added and updated,
the status of the query, etc. Users can also use sorting and filtering to better navigate through their data
queries.

From the query overview page, users can have fast access to each data query modal window to read the
conversation and reply, if needed, or navigate to the event form using fast link buttons.

EBMT recommends data editors to check this section of the system regularly in order to react to the new
queries from Query managers or data monitors.

( DEMO ENVIRONMENT B19000% T
=r 1|Data queries et cator

"
2 Patients Donors Studies
(2] |
( FILTERS )

= 3 Y v I
a

Short Patient ID Registration centre CIC Event type Field Initiator Last responder Initiated on Updated at Status
3

e 1220ad4 9000 Allogeneic HCT Day 0 v2 date of this h ¢ t You You 2025-08-18 2025-10-08 Response changed

1161863 9000 Patient consent consent_informedDate d75d30c You 2024-11-26 2025-08-27 Answered
a
- 1161863 9000 Patient information dateOfBirth d75d30c You 2024-11-28 2025-08-04 Open
=

1161863 9000 Patient information sex d75d30c You 2024-11-26 2025-08-04 Resolved

1161863 9000 Patient information bloodGroup d75d30c d75d30c 2025-03-24 2025-03-24 Resolved

28097e0 9000 Patient information dateOfBirth d75d30c d75d30c 2024-11-26 2024-11-26 Open
28097e0 9000 Allogeneic HCT Day 0 v2 team or unit where treatment took place d75d30c You 2024-11-22 2025-08-04 Open

Tv 28097e0 9000 Patient information rhesusFactor d75d30c You 2024-11-26 2025-08-04 Resolved
e 332c1ba 9000 Patient consent consent_most_recent_informedDate d75d30c You 2025-03-29 2025-08-04 Open

» 332ciba 9000 Allogeneic HCT Day 0 v2 patient u p n for this treatment You You 2025-08-04 2025-08-04 Open

v
v

g| s Items per page:

0 - ‘ 1-100723

Image 46, the data query overview page
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The data queries overview page can be open through
the Navigation menu and it contains (as marked in
the image 46 above):

1. The page title: Data queries.

2. Tabs to indicate what type of data query the user
wants to access in their selected context:

e Patients tab - lists data query opened on
patient events and on patient
consent/registration information.

e Donors tab - lists data queries opened on
donor events and on  donor
consent/registration information.

e Studies tab - lists data queries opened on
patient study events only.

It is important to check all three tabs in the query
overview page regularly to ensure all queries are
timely addressed.

3. Filters: to filter the list of queries. It is possible to
filter the list of data queries by various parameters,
e.g. by status, data query ID, event type, CIC, linked
study, patient short ID, date, etc. (see image on the
right) and Filters for more details.

4. The list of gueries related to patients/donors in the
user context. The information is presented in the
table, with each row corresponding to a separate
query, and columns providing the following details as
explained in the table below.

5. Pagination section.

{ Y FATERS A )
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Patients Donors Studies

— Status

| Open € | | Answered € | | ResponseChanged 0\

Select status. .

Tags

Event type

Data query 1D l

cic

Registration centre CIC

l Linked cenire CIC

Import job 1D

Short Patient ID l

|
|
|
Lk sy |
i
|

Long Patient ID
l Initiator (short) ID l Last responder (short) ID
\:‘ Range Initiation date m ‘
R
[ Range Update date E l

( meser ) APBLY

Image 47, the data query filter example

Column name Description

Patient _short _ID/Donor | EBMT short ID, relating to the data field for whom the query was opened.

short ID

Registration centre CIC The CIC of the centre, that registered the patient/donor, in relation to
whose data field the query was opened.

Event type The event the query refers to (e.g. Allogeneic HCT Day 0, Patient
information, Acute Leukaemias, etc.).

Field The name/label of the data field the query refers to (e.g date of
diagnosis).

Initiator User’s ID, who initiated (opened) the query.
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Column name Description

Last responder User’s ID, who last contributed/responded to the query message. If the
query was opened and not replied yet or the field response was changed
without sending a message in the query window, this column will show
the initiator user ID as the last contributor to this data query.

Initiated on The date the query was opened.

Updated at The date the last message was sent in the query or the date its status was
updated, whichever happened last.

Status The status of the query: open, answered, response changed or resolved.
Closed status is used to filter the queries that were automatically closed
by the system due to the field being removed (e.g. in a repeatable group
that was removed or hidden due to visibility conditions).

Table 11, items in the query overview
Studies

One of the purposes of the EBMT Registry is to provide a pool of data to EBMT members to perform
studies. The studies are carried out by the dedicated EBMT staff who works for one of the EBMT working
parties. For some studies it is sufficient to use the data collected via the core and/or extended dataset,
however for some studies additional data collection is required (see Study-related event forms).

In the past, such study-related data collection was carried outside the main EBMT data collection tool
(ProMISe), using Excel sheets or PDF forms.

From the EBMT Registry version 2.7 and onwards, EBMT starts gradually moving to study data collection
within the EBMT Registry. New functionalities and improvements related to this section of the system are
added and explained in more details once available.

For data editors and data viewers it is important to know that study-related event forms are events added
to the patient timeline, they can be filled-in, saved and submitted as explained further in more details.

Studies overview page

(e Registry 1|Studies e T e -

Short Patient ID Short title Status Date of bith Days until deadline Cenclusion

£5d2832 Test Stdy with candidate szarch 2000-01-01 1782 W data_incoming
Shibazd Test Stdy with candidate szarch 2000-01-01 1782 % pending

2 results |1J\'|;Lur4.‘gu‘ W . ‘ 12072

Image 48, example of a studies overview page

Studies overview page will show (as marked in the image above):
1. The title: Studies.
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2. The list of study-related event forms (not submitted vet) for patients taking part in the EBMT studies (in
the chosen user context) with their data summary. The information in the Studies overview page is
presented in the table below, where each row corresponds to a separate study-related event, and
columns provide the following details:

Column name Description

Short patient ID EBMT patient short ID.

Short title EBMT study name (short title)

Status Status of the study-related event form: if it is awaiting data submission or data

has been submitted already.

Note: currently, this section only lists the study-event forms that were not
submitted yet. Once the study event form is submitted, it is no longer shown in
this section. Filled-in study event forms will remain visible in the patient
timeline even after the study is over to ensure users have access to entered
study-related data.

Date of birth Patient date of birth as per Patient registration data.

Days until deadline | The number of days left until the deadline for submitting study-related data. If
the study phase to submit the data has passed, it is marked as (Study ended).

Note: the study event form is not listed in the study overview list if the deadline
for data submission has passed. If the study event form was not edited/filled-in
until the deadline, the study event is also removed from the patient timeline.

Conclusion This is the internal conclusion status used by study managers to mark the study
event forms checked.

Table 12, items in the studies overview
3. Pagination section.

It is important, that Study overview page only lists the patients already enrolled into any study. In case the
centre was invited to participate in a study without specific patients identified or if it is up to the centre to
add the study event form (questionnaire) to some patients' timelines, such patients are not listed in this
tab by default. EBMT Study representative may provide further instructions and explanations for their
studies.

Audit trail

Audit trail is an important feature of the EBMT Registry to track changes made to data of patients and
donors, users, centres and other registered entities. All actions are registered in the audit trail at the
system backend. This section describes its general overview and setup.

The main concepts in the EBMT Registry audit trail are:

1. The audit trail entries provide an explicit event log of initiated actions and the circumstances in
which they took place (who did what when).

2. The version histories provide a detailed history of data fields throughout its lifetime - what data
was added/changed and why. Version histories cannot be used to back up or cancel changes. It is
used purely for trackability of actions.

Audit trail and version histories can be used separately or together.
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This division was established to satisfy the regulatory requirements without impacting performance or
compromising audit trail readability. Here below is a short summary of its specifications:

EBMT Registry user manual for data editors and data viewers v5

Version histories contain data points which may describe sensitive data that is not to be shared
outside of exceptional circumstances;
Version histories represent data entities in their entirety, which makes it simpler to reconstruct
what has happened after the change;

The audit trail entries focus on what actions took place and can just refer to the new version of a
data field that was created as a result;
The audit trail entries do not contain sensitive material and can therefore be more easily
exported or even shared, if required.

In version 2.13 the Audit trail section was added to the Navigation menu to provide centres information

on changes related to their patients/donors and events.

Note: in addition to the Audit trail section, users may use field history to see how the data entered to a
specific data field was edited over time. This functionality is described in upcoming sections of the current

manual.

Audit trail overview page

Audit trail overview page allows users, depending on their context and role, to view information about

their centre-level activities. The improvements of this section are still ongoing to allow more actions to be

shown in upcoming versions of the system.

Please note: the Audit trail overview page does not include detailed information about patient event

versions and specific data field values. Users can check field history for field-level activities.

DEMO ENVIRONMENT @ 9000 - ro 9000
1|Audit Trail Dot et
2

Action ID Action type User Timestamp Context Version ID Action details

022462124602

032309df-e3c1-4002-0de5-
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7dc01d44da0t
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Image 49, example of the Audit trail overview page

The Audit trail overview page shows:
1. The Audit Trail title.
2. The button to set up/apply filtering of actions to be shown in this Audit trail overview.

3. The list of centre-level audit trail actions (in the user context) with their data summary. The information
is presented in the table, where each row corresponds to a separate audit trail record, and columns
provide the following details:
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Column name Description

Action ID The unique ID of this action

Action type The Action type short description

User User ID, who performed this action

Timestamp Date and time of the action performed. This column can be

used for sorting

Context Which context was used by the user while performing this
action
Version ID For some events, e.g. if there was created a new version of

a patient/donor event, the version is provided.

Action details This field contains additional information on the performed
action and, if available, the link to the patient or the patient
event.

Table 13, items in the audit trail overview

4. Pagination section.

User profile
Users can access and view their profile information by clicking the button with their name and surname

(when the navigation menu is in full mode) or initials (when the navigation menu is in compact view) from
the navigation menu to call the My profile details modal window.

My profile details

ID
1 |dorcsos

FIRST NAMI LAST NAME
2 Name 3 Surname

EMAIL
4 | ebmt:@ebmt.org

To edit your profile details, please contact the Registry Helpdesk by sending an email to
registryhelpdesk@ebmt.org.

Image 50, My profile details modal window

The My profile details modal window appears on top of any previously opened section of the EBMT
Registry. It shows the following information:

1. User’s ID - ID number automatically assigned to the user in the EBMT Registry.
User’s first name.
User’s last name (surname).
User’s email address, used for registration in the EBMT Registry.
Button Reset password - used to request a password reset.

AL

Button Close - used to close My profile details modal window.

A user cannot change any information displayed in the My profile details modal window. If changes are
required to the user's first or last name, the user can contact EBMT Registry helpdesk by email.
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Note: User email addresses cannot be changed. If a previous email becomes unavailable, the user should
contact EBMT Registry helpdesk to deactivate the previous user account and submit a properly signed
and filled EBMT Registry User Account Request form with the updated email so that the new user account
can be set up.

Privacy policy
The Privacy policy button in the Navigation menu opens a modal window with the corresponding
information below:

‘Our website uses a minimal set of cookies, primarily limited to strictly necessary cookies that are
essential for the functioning and security of our services. These cookies do not require your consent
under ePrivacy rules and the GDPR.

Strictly Necessary Cookies

These cookies are essential for the operation of our website and cannot be switched off in our systems:

e connect.sid - Maintains user session and automatically logs you out after inactivity for security
purposes.

e id_token - A session cookie used to store the Cognito identity, linking your login on Cognito to
your EBMT Registry account. This ensures account protection.

e refresh_token - A session cookie that ensures you stay logged in while you are actively using the
EBMT Registry.

e splashPageTriggered - A session cookie used to remember if you've seen the welcome/splash
page, so you don't see it again when opening links in new tabs.

These are session cookies and are automatically removed when you close your browser.

We do not use cookies or similar technologies (such as web beacons, fingerprinting, or local storage) for
analytics, tracking, or advertising purposes.

For more information about your rights and our data practices, please contact the registry helpdesk
(registryhelpdesk@ebmt.org).

Pagination

Main screens that show a long list of items with big datasets (like Patient registry overview, Donor
outcomes registry overview, Data queries overview, etc.) will include pagination at the bottom of the main
screen to navigate through the list of available items.

The EBMT Registry uses an offset pagination method to manage large datasets and display them on a
webpage. It is a method to split a large amount of data into smaller, more manageable chunks. With
offset pagination, only a portion of the data is loaded at a time, making the web page load faster and
reducing the load on the system.

In the current version of the EBMT Registry (due to offset pagination) the system loads up to 1,000 items

(10 pages of up to 100 items) at a time. This can be changed without prior notice to adjust system
performance.
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f0022d6 cic-1 Auto-Test7Teixhpdegh IUPIEN 1919-01-01 I I 2023-07-14 .-
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| temsperpage: | 20 1-200f53 I I I > I >1 |

Image 51, footer showing the pagination

In case of large datasets when only some items were loaded, the system will perform the calculation of
the number of filtered results with set up time out in order not to slow down the interface and system
performance. In case the number of filtered results is too high and the system could not calculate it
within a few seconds time out, unknown or # sign will be displayed instead of the exact number.

# Items per page: 100 - 1- 100 of unknown > >1

Image 52, footer showing the pagination with unknown number of results in the overview page

The pagination section includes:

1. The total number of items in the overview list (equivalent to the number of table rows).

The system will calculate this number over 1 second, and display where possible. Please be aware
that very big datasets my not show the total number of items to ensure it does not decrease the general
system performance.

2. The number of items (table rows) shown per page. There is also a dropdown for the user to
choose whether to show 5, 10, 15, 20 or 100 items per page.

3. Indication as to what rows are currently being shown on the main screen (e.g.1-100 of 1,000
represents that out of over 1,000 items in the database, items 1 to 100 are currently being shown).

4. Button to go to the first page of the list of loaded items.

5. Button to go to the previous page with the list of items.

6. Button to go to the next page with the list of items.

7. Button to go to the last page with the list of loaded items.

4results ltems perpage: | 100 ~ 1-4074

Image 53, dropdown to view more patients per page

Sorting

Main screens showing tables with datasets also offer users sorting functionality for some columns. Sorting
allows the user to organise and view data more meaningfully: in ascending or descending order based on
a specific column.

Ascending order:
e If sorting a column of numbers, the smallest number appears first, followed by larger numbers;
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e If sorting a column of text, the values are arranged alphabetically, with the first letter of the
alphabet appearing first, followed by subsequent letters;
e If sorting dates, the earliest date appears first, followed by later dates.

Descending order is the opposite of ascending order.

Sorting icon Description

Ascending order icon is not highlighted to mark that the sorting is not used for this
column.

Ascending order icon is highlighted to mark that the sorting is applied for this
"~ column. The items in this column are shown in ascending order.

Descending order icon is highlighted to mark that the sorting is applied for this
J' column. The items in this column are shown in descending order.

Table 14, icons for sorting columns in the EBMT Registry

It is important to note that sorting is not available for some table columns. Users can hover their
mouse/cursor over the column header. If one of the sorting icons appears, this column can be used for

sorting.

Note: sorting is done within the whole list of items in the EBMT Registry database (not only within a
loaded chunk of data as per offset pagination).

Filters

The EBMT Registry has various filtering options that allow users to filter the large datasets within their
context to find the required data, narrow down the search, or define the list of patients or donors that

meet certain filter criteria.
There are two types of filters in the EBMT Registry patient and donor overview pages:
e System filters;

e Personal filters.

There is also a separate filter available in the queries overview page, allowing filtering queries.
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Patient Registry System filters

( Youes ~ )+ newses System filters are the same for all users of the

EBMT Registry. They are set up in order to

Q Search for filters by name or tag

facilitate everyday operation of the users,
based on their needs. The list of system filters

entative patients 4 may change with the new editions of the
EBMT Registry.
Patients with a CAR-T where infusicn took place (st any time) [3) System filters are configured by EBMT
Patients that underwent autolagous HCT (at any time] B separately for Patients Registry and for
Satients with any Kind of planmed cellufar therasy (2t any tme) B Donors outcome registry and may be applied
et fo s 5 CART s ottty ) B to the patients or donors overview lists. Users
R, B may use system filters for filtering or use
e e o et i e 5 them as a template to edit and create their
own personal filters.
Image 54, example of a list of It is not possible for users to edit any system
personal and system filters in the filter. Users may save system filters as their
Patient registry overview personal filter and then edit it as needed (see

Save system filter as personal filter).

Personal filters

Personal filters are user-specific filters. They may be created and applied by a specific user to filter
the list of items in the user context. Users can also save their filter, if they wish to keep it and/or use
it again in the future. Any saved personal filter can also be edited or deleted by the user, if the filter is

no longer relevant for the user.
Users can create their own personal filter in the following ways:
e Enter all the filtering criteria manually from scratch;
e Open a saved personal filter and modify it.
® Save system filter as personal filter and modify it further if needed.

It is possible to save personal filters with tags, in order to find them easier. A user may enter a tag or
filter name in the search field to find the filter in the filter list.

Filter results - is the list of items received after applying all criteria defined in the filter. Suppose the
initial filter results do not fully meet the user’s needs. In that case, the user can refine or modify the
filter: adjust the criteria, remove some existing criteria or add new criteria to narrow down the
displayed list further. The user can also remove the applied filter to return to an unfiltered list of
items, which is the complete list of patients or donors in their context.

Filter criteria

Filter criteria are the rules used to narrow the search results. E.g., If a user wants to filter data only to
show patients born in a specific period.

To define the filter criteria, a user must specify three key components: parameter, condition and
value (see image below).
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Parameter Condition* Value*

Bloodgroup - equal to - ( B

Image 55, example of filter criteria (includes parameter, condition and value)

Parameter
A filter parameter is the data field from an event a user wants to search for in the database.

Filters can be applied to various data fields thus filter parameters can be related to:
e Patient/Donor (data fields related to the patient/donor registration form e.g. Blood group,
Sex at birth, etc.); or
e Patient events/Donor events: user also specifies the filter criteria that is related to what

event type category and to what exact event (the Data Collection Form).
Since patients may have repeated events (e.g. multiple auto-HCT), it is also possible to narrow the
search and specify whether it refers to the First event type, Last event type or Any event type (Image
below).

Condition related to: Testing / Test event
Parameter

( Event type (Any) -

Event type (Any)
Event type (First)

Event type (Last)

Image 56, event type - Any, First, Last
Parameters are grouped based on the event form, where they are reported. Thus, to find a
parameter, users should follow the logic below:
1. Specify the category of a patient event (DCF) and select if it is related to:
e Patient (patient registration data);
e Diagnosis;
® Treatment;
e Follow-up.
When filtering donors users should specify if the condition is related to Donor (donor registration
data) or donor follow-up.
2. Choose the event form (DCF) that contains the data field which is the filtering parameter.
3. Choose the version of the event form (there are currently 2 versions for the majority of
event forms). (see Event form versioning)

4. Select the parameter from the dropdown list or enter it (if it is text field).
Condition

A filter condition is the type of comparison a user sets up. The list of conditions used for parameters
that are dates differ from those used for other parameters (see table 15)
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Equal to Equal to

Not equal to Not equal to
Before Is empty
Before or equal to Is not empty
After Is not evaluated
After or equal to Is ongoing

Is empty Is unknown
Is not empty

Is not evaluated

Is ongoing

Is unknown

Table 15 conditions used in EBMT Registry depending on the type of parameter it refers to

See table 16 below for the list of conditions used in the EBMT Registry with some examples.

Equal to Tentative (patient) equal to true.

Not equal to Blood Group not equal to B

Greater than Age (at treatment) is greater than 30

Greater than or equal to Age (at treatment) is greater than or equals to 30
Less than Age (at diagnosis) is less than 70

Less than or equal to Age (at diagnosis) is less than or equals to 70

Is after Treatment year is after 2000

Is before Treatment year is before 2020

Table 16, filter conditions and examples

Value
Value is the reference value of the data field.
See table 17 below for the types of data field values used in the EBMT Registry with some examples.

Condition* Valug®

Date Parameter*
Date of this HCT - before -

(2100—01-01 B
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Number ( aramete (i_ dition* \ (‘a'aue' \
Chronological number of this main tre__. - equal to - P ]
Answer  options (radio ( { (

. Survival status at graft therapy - equal to - -
buttons or checkboxes in a ‘ } ‘
data ﬁeld) + Add condition Alive

Died after conditioning but before main
ADD CONDITION, RELATED TO..
Text ( ‘aramete (:_ ition* (ud
Initials first name - equal to - F

Table 17, filter values and examples

Note: filtering value must be exact match to the data field value. Partial match is not included into
the filter results. Text field values are not case sensitive thus both upper or lower case can be used.

Complex filters

Users can filter the list of patients or donors within their context based on a number of filter criteria
to search for patients/donors, create a filtered list of patients or work with it at their own discretion.
Filtering of the patient/donor list may be based on many criteria, which may be grouped into filter
groups for user convenience. It is possible to use either statement AND or statement OR inside each
group of criteria (see example below).

Filter group 1 Filter group 2 Filter group 3
' Yy Y
Criteria 1 Criteria 4 Criteria 7
or and or
Criteria 2 AND Criteria 5 AND Criteria 8
or and or
Criteria 3 Criteria 6 Criteria 9

B N L

Image 57, example of a filter with ‘and’ groups

The statement between groups of criteria is always the same and is either AND or OR. It cannot be a
combination of both (see example above and below).
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Filter group 1 Filter group 2 Filter group 3

Criteria 1 Criteria 4 Criteria 7
ar and
Criteria 2

or

Criteria 5 Criteria 8

or and or
Criteria 3 Criteria & Criteria 9

Image 58, example of a filter with ‘or’ groups

By default, the statement AND is always shown, but the statement can be changed at any time while
setting the filter both inside the group and between groups.

Edit personal filter

Condition related to: Treatment / Cellular therapy (CT) Day 0 v2

Parameter
{ Event type (Any) -
AND v o Condition® Usive®
I/Da(e of (planned) cell infusion - I {befme - (zmnrmfm EI )
AND Parametar- Condiion® Valve"
I/Nameofpmducl - | {equal to - I/Ahecma - | e
+ Add condition
AND  ADD CONDITION, RELATED TO.
\ + Patient | \ 1™ Dingnasiz' ) (I Treatment | T Foloveup!
(AND | OR )
Condition related to: Treatment / Cellular therapy
Farameter
Event type (Any) - ]
AND ~ Parameter* Candition* Value®
Date of (planned) cell infusion - before - 2100-01-01 El e
AND Parametert Condtion® Vaive®
{Namenipmducl - {equa\ln - | {Ahecma - | e
+ Add condition
AND ADD CONDITION, RELATED TO.

( + Patient
N

N (+ Diagnosis N ) (o e up b
AN AN AN =

~
( + abbcroup |
pN

\/ CANCEL

Image 59, example of a complex filter in the EBMT Registry
Data queries filter

There is a separate filter available to filter the queries shown in the data queries overview page.
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Users first need to select a patient, or donor, or studies tab, to define if they wish to view the queries

that refer to patients data, or to donors data (registered in the Donors outcome registry), or queries

in the study event forms.

Clicking the filter button in the top part of the queries list will open the window to define the filtering

criteria:

1.

Status: by default only query
statuses open, answered, response
changed are shown. The user may
also add resolved and closed status
here by clicking the field. Users can
click the cross sign in the right upper
corner of the status to remove it.
Tags: users may filter data queries by
tags (if assigned).

Data query ID: this field can be used
to filter and find a specific data
query.

Event type: this is a drop-down list
(with a search bar) of the event
forms and their versions available in
the system (e.g. Lymphomas v2 and
Lymphomas).

Field: this parameter becomes active
only once the event type is specified,
and it is a dropdown list (with a
search bar) of all data fields in the
mentioned event form. The fields are
grouped in the same way they are
shown in the event form. It is
possible to use a search bar to easier
find the field or the field group
name. Besides field names, there are
also indicated field ID codes, which
are used by internal EBMT staff in
their tasks (see image below).

Patients Donors Studies

( ¥ FLTERS ~ )

\ Open 9\ | Answered ) | | ResponseChanged ) |

Select status...

Tags

\
|
|

Event type -

Reqistration centre CIC

Linked centre CIC

|
|
|
f
|

Import job ID
Short Patient ID l Long Patient ID
Initiator (short) ID l Last responder (short) ID
L] Range | | on cate B‘
L] Range | ste date ﬁl
. RESET n APPLY

Image 60, filter in Data queries overview
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10.

11.

12.

13.
14.

15.

16.

Lymohomas v2 -
L 4
|search...
Lymphomas

Date of diagnosis (92073ae3-e033-4877-9a79-6adcche TE40c)
Lymphomas - Classification

Lymphomas Classificalion ({3627fdac-Tael-4ebb-§3b7-ac306/0547df}

Other. specify (60d20385-3e14-46d7-bf46-f5ab02667bb 1) A

Image 61, example of a field to be indicated while filtering queries

CIC: is a number field to indicate the CIC of the centre that has access to this patient (when it
is not known whether it is registration CIC or just linked centre).

Registration centre CIC: this is a number field to indicate the CIC of the centre marked as
registration centre for this patient or donor.

Linked centre CIC: this is a number field to indicate CIC of the centre linked to this patient or
donor (even if it is not a registration centre).

Linked study: this is a drop-down list of studies in the EBMT Registry to search for data
gueries linked to a specific study.

Import job ID: the import job ID if this query was added in bulk. This is useful parameter to
filter all queries added in 1 bulk action.

Short Patient ID: this is the field to enter EBMT short patient ID or EBMT short donor ID. It is
possible to specify only one patient or donor in this field.

Long Patient ID/Donor ID: this is the field to enter EBMT patient ID (long ID) or EBMT donor
ID. It is possible to specify only one patient or donor long ID in this field.

Initiator (short) ID: this is the field to enter the ID of the user who started this data query.
Last responder (short) ID: this is the field to enter the ID of the user who last responded in

this data query.
Initiation date: this is a date picker to specify the exact date, when the query was open. If
the exact date is not known, users can tick the range check box
a. Range: this check box enables specifying the date range when the query was
opened.

Range | 5/5/2024 - 5252024 =

Image 62, example of date range specified for when the query was opened

Update date: this is a date picker to specify the exact date, when the query was las updated
(answered, closed). If the exact date is not known, users can tick the range check box
a. Range: this check box enables specifying the date range when the query was last
updated.
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Patient/Donor page

All patients and donors registered in the EBMT Registry have their own page. The table below lists
sections and explains the structure of each patient and donor specific page.

Patient page Donor page

1 | Hyperlink PATIENT REGISTRY used to come | Hyperlink DONOR OUTCOME REGISTRY used to
back to the Patient registry overview page. come back to the Donor outcome registry

overview page.

2 | EBMT patient short ID is always shown in the | EBMT donor short ID is always shown in the
header. header.

3 | Patient notes icon is only shown when any | Donor notes icon is only shown when any
information was saved in the Patient notes information was saved in the Donor notes

4 | Patient menu Donor menu

5 Patient summary Donor summary

6 | Timeline, by default it is shown in graphic view

7 | List view toggle button to switch the Timeline from the graphic view to the list view and vice

8 | Add new event button - not visible for users without data editing rights.

9 | Event form - the most recent event form in the timeline is loaded by default.

10 | Event form summary for the loaded event form.

Table 18, sections in the patient and/or donor pages
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B 1234 - General fest ~
Data editor

EBMT short ID Event date Reg. centre CIC Initiats. Date of birth Sex at birth UPN ProMiSe ID L Date of last
5 | ta046ba 20200101 2048 MT 19580201 Male 00000005/ Alive 20250104 8
6 — ’ \‘ b V‘WI
= - ]
‘ 1
. Acute Leukaemias
Acute Leukaemias v2 v
2020-01-01 Complete this form only if this diagnosis was the indication for a HCT/GT or if it was specifically requested. Gonsuit the manual for further
information
Acute Leukaemias
Acute Leukagmias - Classification [202”"01 a
Haemalological values 10
Acute Leukaemia - First Line therapies Acute Leukaemias - Classification
SAVE CHANGES (O Acute myeloid leukaemia (AML)  (C) Precursor lymphoid neoplasms (ALL)
(C) Other acute leukaemia
Created at 20250226 17:38
Last update 20250226 17:38

4 DEMO ENVIRONMENT
2[Bonor 362d94d] |

A Hide cummary

Haematological values

I Peripheral blood White Blood cell count (10*9/L) ]

I Peripheral blood % blasts ]

In the case an exact % is not available please provide the range:

Lower limit % blast ]

Image 63, patient page

@ 12345 - test registry ~
ata eltor

EBMTsnoniD  Evemdae Reg.ceneCIC sk Dawoibirh Sexabitn  Donornumber  FroMiSelD  GRID
28111 2048 AB 19631003 Female 1234567 3553000060433201632 8
=0 Jiaes )
Donor Data
Donor outcome - Short term v
20241111 ( 20 l
Donor Data R
Transplant center and recipient identification ’V @ Reisteddonor () Unreiated donor l
Gollection centre ideniifcation et
() HLAidentical sibling (may includ ofic twin) (O twin)
Product y
(8) HLA-matched other relative  (7) HLA-mismatched relative
Donor evaluation before donafion
9 Donation procedure 10 ’7 O Fistdegree (@ Seconddegres () Thiddegree () Fourh degree |
Donation pracedure - Hagmatopoietic growth factors
Donation procedure - Cel binding inhibitors: o
Transplant center and recipient identification
Donation procedure - Erytropoietin o
Donation procedurs - Other mobilization ’7 BR-EEEIED h l
con can,
Donation procedure - Apheresis collection
o e ’7 1334687 l
Donation procedure - Bone Marrow collection
1234 l
Paien
SAVE CHANGES
-~ = |
Created at 20250114 13:47
Last update 20250114 13:49 ’75549679 I

The patient and donor page may display the notes icon (see image 64, 65).

Image 64, Donor page

This icon is only shown for

patients or donors with registered notes. Whenever the notes for the patient or donor are empty
(deleted), the notes icon is hidden automatically.
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PATIENT REGISTRY / DEMO ENVIRONMENT
B 1234 - General test ~

Patient 4a046bd le
A Hide summary
EBMT short ID Event date Reg. centre CIC. Initials. Date of birth Sex at birth UPN ProMISe ID Last survival status. Datz of |ast survival status.
4a046bd 2020-01-01 20438 MT 1953-02-01 Male 00000005 i Alive 2025-01-01
© 0 =

Image 65, example of a patient page with notes

Important note: the information entered into patient/donor notes is a free text that is not part of the core
dataset, and it is the responsibility of the centre to ensure no sensitive or confidential information is
stored there. Notes can be accessed only via the EBMT Registry application interface, data from Notes is
not stored in the analytical database. Thus, it is not possible to export data from patient/donor notes in
the current version of the EBMT Registry.

Tentative patient page
Tentative patient pages are marked to call data editor and administrator users attention to the tentative
status (image 66):

® there is a word warning next to the patient menu stating Pending verification;

e all the top part of the main screen except event form and event form summary is greyed out.

PATIENT REGISTRY / DEMO ENVIRONMENT
B 1234 - General test «

Patient a2f3911 © Dt i

~  Hide summary

EBMT short ID Event date Reg. centre CIC Initizls Date of birth Sex at birth UPN ProMIS= ID Last survival status Date of last survival status

a2f3911 20231218 9000 AA 1936-10-05 Male 457385 1 ! 2025-02-02

- @ -° 0 -
&

. 1

. Acute Leukaemias
Acute Leukaemias v2 ~

2023-12-18 ‘Complete this form only if this diagnosis was the indication for a HCT/CT or if it was specifically requested. Consult the manual for further
information
Acule Leukasmias T
Acute Leukasmias - Classification {20234 18 8
Haematological values
Acute Leukaemia - First Line therapies Acute Leukaemias - Classification

Acute Le

m O Acute myeloid leukaemia (AML) O Precursor lymphoid neoplasms (ALL)
() Other acule leukaemia
Created at 2024-12-18 11°43
Last update 2025-03-18 16:10

Haematological values

Peripheral biood White Blood cell count (10*9/L) ]

Peripheral blood % blasts ]

Image 66, example of a tentative patient page
Remember: Only data editors and administrators can see Tentative patient(s) in the system. This means
that Data viewers and Monitors/Query managers cannot open Tentative patient pages.

Patient/Donor menu

The Patient/Donor menu may be opened with the three dots button next to the Patient short ID (image
66 below) or Donor short ID (image 67 below). It is used to edit or update patient/donor registration
information, consent, information on studies, update notes. The functionality available for a user role is
always highlighted. The functionality that is not available to a user is greyed out.
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Patient/Donor menu includes the following items:

Edit patient details section includes information about EBMT patient ID and the patient
registration data (initials, date of birth, sex at birth, blood group, rhesus factor, etc.), where it can
be updated, if required (see Edit patient details). Edit donor details section includes information
about EBMT donor ID and the donor registration data (initials, date of birth, GRID, sex at birth,
etc.), where it can be updated, if required (see Edit donor details).

Manage centres section allows viewing what centres are linked to the patient or donor and to
update patient UPN/donor ID (donor number), if required.

Manage consent section includes information on the date of initial patient or donor consent and

the latest informed consent signed, as well as responses to all consent-related questions (see Edit
patient consent and Edit donor consent).

Manage studies section includes information on both non-EBMT and EBMT studies the patient is
involved in. This section is not shown for donors in the current version of the system.

Update notes section is used to edit or view any comments for this patient or donor. Comments
are captured as a free text and are not part of core dataset, it is often used by centres/VRs users
for their internal notes.

Patient bbbed78 [@] Donor 4d3el8b

Edit patient details

Edit donor detail:

Manage centres
Manage centres
IManage consent

Manage consent
Manage studies

Update notes Update notes

Image 67, patient menu Image 68, donor menu

Patient menu item/User role | Data viewer /Monitor/ | Data editor / | Administrator

Query manager+viewer | Query
manager+editor

Edit patient details Read only Editable Editable
Manage centres Read only Read only for | Editable
linking centres
Editable to
update UPN
Manage consent Read only Editable Editable
Manage studies Read only Editable Editable
Update notes Read only Editable Editable

Table 19, items in the patient menu and users’ editing or read only rights

65



o
@r Reg I St ry EBMT Registry user manual for data editors and data viewers v5

Donor menu item/User role Data viewer /Monitor/ | Data editor Administrator
Query manager+viewer

Edit donor details Read only Editable Editable
Manage centres Read only Read only for | Editable
linking centres
Editable to

update Donor ID

Manage consent Read only Editable Editable

Update notes Read only Editable Editable

Table 20, items in the donor menu and users’ editing or read only rights

Patient/Donor summary

Patient/Donor summary is a section showing summary information about the patient/donor to provide
users with some contextual details about the patient/donor while they are viewing events information.
The content of this section may slightly change between the versions of the EBMT Registry application.

PATIENT REGISTRY / DEMO ENVIRONMENT

= B 1234 - General test
Patient 414d8ca &= 1 © Out e
A Hide summary

EBMT shont ID Event date Reg. centre CIC Initiats Date of birth Sex at birth UPN ProMiSe ID Last survival status Date of last survival status

414d8ca 2025-01-01 2048 AA 1976-02-02 Male 00001 ! Alive 2025-01-06

T
&

Image 69, patient summary full view

Patient/donor summary can be shown (in full view) as in image above or hidden as in image 70 to leave
more screen space for the event form. Hide summary and Show summary are toggle buttons to switch
between these two modes.

PATIENT REGISTRY / DEMO ENVIRONMENT
B 1234 - General test ~

Patient 414d8ca & =w=vros | @ Dot scor

~  Show summary

©

)
o

Image 70, patient summary hidden
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Patient/Donor timeline
Patient and Donor timeline represents a summary of registered events for the particular patient or
donor. The timeline can be shown in the graphic view (see Image 71) or in the list view (see image 74).

PATIENT REGISTRY / DEMO ENVIRONMENT
@ 9000 - demo centre 9000 ~

Patient 28097e0 &

A Hide summary

EBMT short ID Event dale Req. centre CIC Initials Date of birth Sex al birth UPN ProMISe ID Last survival stalus Date of last survival slatus
28097e0 20250317 9000 TF 19900203 Female 57568 I Alive 20250317

w2 @ °Q [ 1o B @

Image 71, example of a graphic timeline view

By default, the graphic view is shown. In default view, events are represented with coloured circles (see
Image 71) in the timeline based on the registered event date (e.g. for patients: date of diagnosis, date of
follow-up, etc.) in chronological order with the earliest events shown on the left side and all subsequent
events to the right. It allows users to see the entire registered medical history and intensity of
patient/donor events over time at a glance. Events may be grouped for patients with extended medical

(2]

history. The groups of events are shown as a grey circle with the number of events it contains ™ . Event
forms with the same event date (e.g. Treatment and Disease status at HCT/CT/GT/IST) are always grouped
in the current version of the EBMT Registry. User should click on the group circle to see the list of events it
contains (see image below)

e

' Cellular therapy (CT) Day 0 v2
20250106

Status at HCTICTIGTAST v2
2025-01-06

Image 72, example of a list of events shown upon clicking the event group in the timeline

When a user hovers the mouse over the event circle in a timeline, the user can see some summary
information that includes:
1. Coloured circle representing an event with a letter(s) representing the category of the event (e.g.
D for the diagnosis, T for treatment, F for Follow-up, etc).
S letter is used both for the Status at HCT/CT/GT/IST event and for study-related event forms
(questionnaire), but the icons will appear with different colours to be easily distinguished.
2. Name of the event.
Date of the event.
The date when the event form was created in the EBMT Registry.
The date when the event form was last updated in the EBMT Registry.
How much time has passed since the event took place:
a. Itis shown in months for events dated less than a year ago;

o v kAW

b. Itis shown in full years for events dated over a year ago.
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6 B year ago
1D

2 HCT Day 100
3 2023-02-05

4 Created at 2023-09-05
5 Last updated on 2024-03-15

Image 73, example of summary information for an event

The timeline can be switched to the list view instead of the default graphic, using the list view toggle
button.

PATIENT REGISTRY | DEMO ENVIRONMENT
B 1234 - General test +

Patient 414d8ca B~ | @ D e

v Show summary

-
2025 -
MDS/MPN Overlap Syndromes v2 Overlap Syndromes
2025-01-01
Cellular Ihfrapy (CT) Day 0 v2 5 form only if this diagnosis was the indication for the HCT/CT or if it was specifically requested. Consult the
2025-01-06 rther information.
Status al HCTICTIGTST v2 s
2025-01-06
5 | o l
Test sludy 1234
2025-02-13 « Pfarmed inka Azute Leukaemis and HETICTAST wis done for Acute Lekoemia?
" - ™ I @ O Yes
Assessments at diagnosis - bone mammow
Bone marrow investigation
X MDS/MPN Overlap Syndromes - Classification
Chromosome Analysis
Cormbined Myslodysplastic Syndrome/Myelopriferative Neapksm Clsséication (WHO 2022)
RAleruta Mk Ak { MDSAMPN with SF381 mutation and thrombocytosis -
Previous Therapies Therapy-relatsd MDSMPN
( @ Mo () Yes disease related to prior o ic drugs or radiati ‘
Created at 2025-01-07 14:08
Last update 2025-01-14 13:40 Assessments at diagnosis - peripheral blood

Image 74, example of a timeline in list view

Patient or donor timeline enables users navigating between registered events by clicking on the events in
the timeline (see View Patient event).
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Event form summary

Event form summary (event summary) is an area to the left of the opened event form, that contains
some summary information about the respective event form and important buttons for the event form
management. It also allows navigating between event form sections.

PATIENT REGISTRY / DEMO ENVIRONMENT

Patient 414d8ca == | ©

A Hide summary

EBMT shert ID Event date. Reg. centre CIC Initiaks Date of birth Sex at bath UPN ProMiSe ID
414d8ca 2025-01-01 2048 AA 1976-02 Male 87954 ]

MDS/MPN Overlap Syndromes
2 MDS/MPN Overlap Syndromes v2|~
3 01-01 Complete this form only if this diagnosis w
informafion.

MDSMPHN Overlap Syndromes _
Dete: of diagrasis
{ 2025-01-01

— MDS/MPH i

MDS/MPN Overlap Syndromes - Classification

ed int Acule Lenkaesria and H
Assessments at diagnosis - penipheral blood

@ no (O ves
4 Assessments at diagnosis - bone marrow
Bone mamow investigation
MDS/MPN Overlap Syndromes - C
‘Chromosome Analysis
Combined Myelodysplastic Syndrome/Mysioprabfers
oo sag Mske Anshala { MDSMPHN with SF381 mutation and th
Previous Therapies Therapy-related MDSMPN ——————
( @ no () Yes, disease related
7 Created at 2025-01-07 14:08
8 Last update 2025-01-07 14:10 Assessments at diagnosis - peripl

— [ Haemogicbin (gL}

15

Image 75, example of an event form summary

It includes the following elements:

1. Event icon (coloured circle) representing an event with a letter specifying the event category (e.g.
D for the diagnosis, T for treatment, F for follow-up, S for study-related event form, etc). It is equal to the
one used in the Patient timeline.

Note: if an event form contains warning or error, the circle in the timeline (event icon) will also be marked
with an error or warning dot. The event icon in the event form summary never contains any error or
warning mark (see image below), since error/warning mark is shown next to the title of section it refers

to.

2. Name of the event.

3. Date of the event.

4, Titles of the sections from the event form.

The titles of sections from the event form are listed one under another as a list. When a user scrolls
through an event form, the section currently displayed in the event form is shown as selected (highlighted
in bold in the event form summary).

Every title of sections in the event form summary is clickable, it works similar to interactive content. Once
a user hovers the mouse over the title of the section in event form summary - it becomes highlighted.
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Once a user clicks on it (selects), the title in the event form summary becomes highlighted and in bold
and the corresponding section is being scrolled to and shown in the event form (see image below).

Cellular therapy (CT) Day 0 v2 ~
20250108
Attention

1' Pre.infusion I

Indication for planned cellular therapy

2 I Basic information on the planned callular therapy I

Planned cellular infusion products

3 I Main treatment description I

Therapy and cell infusion{s)

s including bridging

Cellular therapy infusion unit(s;

/A Cellular therapy infusion unit(s) - Description

A\ Cellular therapy infusion unit(s) - Manipulation
Preparative regimen
Cell Infusion Episode(s)

Cell Infusion Episode(s) - Deseription

& PRINT

Created at 20250107 14:10
Last update 20250107 1425

Image 76, event summary showing titles of sections: regular (1), selected/currently shown (2),
highlighted upon hover (3)

If there are any field warning or error in any section of patient/donor event form, the corresponding icon
will also be shown next to each title of the section (see Field warnings and Field errors)

5. Save changes button

Save changes button may be shown in active or inactive mode as described in a table below

Active Save changes button signifies that there were some changes done in
SAVE CHANGES the currently opened event form by data editor.

If the user clicks the button, the changes will be saved to the database.

Inactive Save changes button signifies that the user role does not allow
SAVE CHANCES editing event form and saving changes (e.g. data viewer); or

there were no changes done in the currently opened event form by the data
editor.

Inactive button cannot be clicked.

Table 21, views of the save changes-button

6. Print button
Print button is used to create a printable version of the event form (see Print event).
7. Created at

It is the date and time when the loaded to the screen event form was created (registered) in the EBMT
Registry by a data editor.

8. Last update

It is the date and time when the loaded to the screen version of the event form was last saved by an data
editor in the EBMT Registry.

9. Event menu
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Event menu can be called with the icon V¥ which is to the right of the event form name. It is used to
archive (delete) patient or donor events (see Delete event).

Event form

Event form corresponds to the Data Collection Form (DCF) of the respective event with some adjustments
due to electronic format and EBMT Registry design. Patient and/or donor event form contains a series of
data fields (questions). It provides a structured and organised way to capture and manage information
that refers to the same event in a patient or donor timeline.

Tables, which are reports associated with repeated measurements that are similar for multiple items, are
not used for the current version of the EBMT Registry. Thus, the tables from the EBMT Data Collection
Forms are represented with a group of questions.

Events are configured in the EBMT Registry in such a way that depending on answers given in some data
fields, relevant sub-questions are shown (visibility conditions). There are also used buttons to add

repeatable groups of questions (for example drugs, lines of treatments, etc.) in the EBMT Registry.

Data entry field (data field) is a designated space (field) where data can be input/viewed/edited. It is
designed to capture a specific piece of information. More details on data fields can be found in the Data
entry section.

Data fields are grouped by topic, similar to sections in the EBMT Data Collection Forms; in event forms
this is visually represented as a group of fields displayed on the same white square background. Each
section is displayed in a separate white square background.

There are usually-used titles for each section, which is also reflected in the event form summary.

. Basic information on the planned cellular therapy
Cellular therapy (CT) Day O v2 Fnleting
Hospital exemption -
2025-01-08
Cell arigin
Alfention ( (O) Autologous (@) Allogeneic ‘
Pre-infusion This product is manufactured from
A known donor never used to treat this patient -
Indication for planned cellular therapy
I Basic information on the planned cellular therapy I
Donor information Donor information
Planned cellular infusion products Did the donor cansent ta having their data in the EBMT registry?
O Mo @ Yes ‘
Main treatment description
Daie of birkh
Therapy and cell infusion(s) {1984-06—07 m I

Image 77, data entry view with titles highlighted

Due to the high number of data fields within an event form, users need to scroll through the event form
or use the event form summary to open the required section of the form.

Event forms are versioned, which means that the EBMT Registry keeps track of changes saved (e.g. user,
who saved changes, date, time). It is recorded in the audit trail.
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When a user opens an event form, the EBMT Registry loads the latest saved version of this event form.
Event form is displayed both for data editors and data viewers. Users without editing right will see the
information, but it is greyed out to reinforce that it is in read-only mode.

Only users with editing rights are able to edit values, but all such changes remain purely visual until they
are saved. Any changes are recorded and saved to the database only when a Data editor saves changes -
clicks active Save changes button. The system will then create a new version of the form that will become
the most recent event form version.

Important: If the data editor leaves the event form without saving it or the user session expires, all
unsaved entered data or changes will be lost and not recorded to the database or audit trail. Thus it is
important to save changes done in the event form before a user:

e Navigates away from this particular event form (e.g. opens any patient menu section, goes to
other patient events or to other parts of the EBMT Registry);
Leaves web browser tab with unsaved edited event form in the EBMT Registry;
Closes web browser tab or web browser with unsaved edited event form in the EBMT Registry;
Switches off computer;
Leaves the EBMT Registry web page without activity for 20 minutes or more (see User session).

Event form versioning

Data collection process must be flexible to reflect the latest trends and changes in the treatments and
diseases EBMT is collecting data. Data collection forms are regularly revised by EBMT experts and working
parties, which leads to creation of new versions of DCFs and event forms as their equivalents in the EBMT
Registry.

Once a new version of an event form is configured and published in the EBMT Registry - it becomes
effective immediately and replaces its previous version (if any). Users cannot use the previous version of
such event form to submit (register) new data, but they can open patient or donor event submitted at the
time such version was active, edit/update active data fields, if needed.

The version of an event form is usually mentioned in the event name (see image 78)

4 years ago

° o

Haematopoietic Cell
Transplantation (HCT)
Annual/Unscheduled

Follow up v2.0
2020-06-11

Created at 2024-08-24

Last updated on 2024-06-24

Image 78, example of an event form version specified in the event title

Since content of event forms differs in various versions, form versions should be taken into account while
working with exported data and in order to filter data in the EBMT Registry.

While filtering data, users should specify what versions of event form the filter should be applied to.
For example, to filter all patients with blood group A that underwent Cellular therapy treatment, the user
should configure the filter with the following logic:
1. Patient has CT treatment reported (any date of treatment) in CT treatment form v.1 and patient
blood group is A.
2. OR
3. Patient has CT treatment reported (any date of treatment) in CT treatment form v.2 and patient
blood group is A.
When such a filter is configured in the EBMT Registry, it will look as appears in the image 79.
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Create a population filter

Assembie a new set of filer condilions by combining them using and/or operators or even groups for more advanced segmentation
Condition related to: Patient

(Blaoﬂgmup - ‘ (equalm -

+ Add condition

B aE

AND ~ Condition related to: Treatment / Cellular therapy

( Eventtype (Any) - ] ©

AND

(Dale of {planned) cell infusion - ‘ ( before -

(2‘1:1.0431701 B e

+ Add condition

AND  ADD CONDITION, RELATED TO.

( + patiert ) ( + mrestment ) ( + rotow-up ) ( + Disgnosis )

[ aND | OR )
Condifion related to: Patient

(Blaoﬂgmup - ] (equa\m -

+ Add condition

AND ~ Condition related to: Treatment / Cellular therapy (CT) Day 0 v2

( Event type (Any) = I S]

{Dale of {planned) cel infusion - ] {belme - I {2100-01-01 B O

+ Add condition

AND  ADD CONDITION, RELATED TO...

( + patient ) ( + treament ) [ + rollowup ) ( + Disgnosis )

(=)

( + aopcmoue )

EEDICDY - ]

Image 79, example of a configured filter with form versions specified

Possible editing conflict

If two or more users are opening any patient or donor event form at the same time or with 15 (fifteen)
minutes difference, the EBMT Registry will show a warning, notifying them about possible editing
conflicts. It is important to note that if the same form is opened or edited by multiple users, the user that
presses the Save changes button last will create the latest event form version; this means that data
entered by other users will be lost and only the data as displayed on the main screen of this last user will
be saved to the database. This is a crucial point to remember if multiple users open or edit the same
form.

Note: It is recommended that the users avoid situations of potential editing conflicts and return to such
event records later.

Practical example:

e User A and User B open the same patient event form at the same time at 12:00 (or within 10
minutes of each other). The system shows a warning about a possible editing conflict. The event
form is loaded on each user screen and looks exactly the same.

e User A enters data into data field 1, then presses the Save changes button at 12:11. The event
form version 1.0 is created in the database.
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(e=nr Regiistry

e User B leaves data field 1 empty, enters data into data field 2 and data field 3, then presses the
Save changes button at 12:15. The event version 2.0 replaces (overwrites) the event version 1.0
in the database.

e The information displayed on the User B screen will be captured in the database. The changes to
data field 1 made by User A are lost, as version 1.0 has been overwritten by event version 2.0.

e Any user who enters this patient event form from 12:16 onwards will see that data field 1 is
empty and data fields 2 and 3 are as entered by User B.

A Possible editing conflict

This form was opened by anather data edior in the [3st 15 minutes. MuMiple users can nat edit an event simultanecusly. If you decide 1o proceed, you might be viewinglediting
an outdated version of the event fom or overwiiing new changes.

cuose

EBMT sneat 1D Event dats Reg eentie CIC s yate of it Sexatbimn  UPN Preaise D
6620061 2016-06-01 1001 1 1989-01-02 Male 12233

2018 .

Plasma Cell Disorders (PCD) In... ~
2016-06-01

Piasma Cell Disorders (PCI

cl. Muttiple Wyeloma (M)

Plasma Cell Disorders (PCD) Ine!. Multiple Myeloma (M

Plasma Cell Disorders (FCD) Incl. Multiple Myeloma (MM)

2016-08-01 [}

Plasma Cell Disorders (PCD) Incl. Multiple Myeloma (MM) - Classification

Staging at diagnosis

Systemic AL Amyloidosis -
Extramedullary cisease (EMD)

Chromosome Analysis ) i
() MM; heavy chain and light chain (7). MM; ight chain only

() MM; non-secretory

Last update 2023-06-14 13:06
Staging at diagnosis

Image 80, the message shown in case of a possible editing conflict

Eembargo status for patiente

There are cases when patients should be temporarily hidden from other EBMT Registry users and be
excluded for studies until a certain date. E.g. data of CAR-T patients included into PAS studies should be
hidden and not considered for EBMT studies for a certain period of time.

The EBMT Registry allows assigning a special Embargo status to the patient to mark that the patient and
all patient events data cannot be considered for studies.
Users with editing rights will be able to add and/or remove the Embargo status to their patient via the
patient menu following steps described below.

1. Open the patient that needs to be Embargoed in the EBMT Registry.

2. Open Patient menu and select Edit patient details.

3. Add Embargo end date to the corresponding field of the Edit patient modal window

4. Click Next, specify the reason for the introduced changes to the patient record. Click Update

patient to save and apply changes.

DEMO ENVIRONMENT

= re—
( Embargo )
\ J

PATIENT REGISTRY

Patient caba4e4 ©

Hide summary

@ Admin ~

Sex at birth UPN PraMiSe ID

223270 I

EBMT shart D
cafaded

ze @ ©

Image 81, the embargo status shown in the patient page.

Dale of birth

2016-11-15 Female

Event date
2013-05-01 3000 YT

Reg. centre CIC nitizls

[ BNSEENE  + ADD NEW EVENT

The embargo status is removed automatically from the patient in the EBMT Registry once the Embargo
end date is reached.
Users can remove Embargo end date in the Edit patient modal window, if it was entered by mistake.

74



o
@r Reg I St ry EBMT Registry user manual for data editors and data viewers v5

Study-related event forms

Besides regular event forms to record patient data (diagnosis, treatment, follow-up), patients enrolled
into EBMT studies in their timeline will also be shown study-related events icons.

Study-related event forms contains a series of data fields (questions) to collect data required for studies.
This includes:

e Study candidate search event forms, such form aims to collect data in order to select candidates
for a study. This type of event forms are shown in the patient timeline as a smaller dot,
comparing to other patient events.

e Study event form (study questionnaire). This event form aims to collect data required for studies
that is not included into regular patient events (core dataset).

1 2
S

Image 82, study-related event form in a patient timeline: 1 study candidate search form, 2 study event
form

After the study event appears in the patient timeline, data editors can start entering data. The study
events will look like normal patient events on the timeline and should be filled-in in the same way, but
next to the normal options in the event summary, they can click Save changes (if any data was entered

and has not been saved yet) or Submit questionnaire (if data was entered and has been saved) buttons.

test - Grouping

2024-06-19 2024-06-19 m -

Grouping

EC SES £ PRINT
SUBMIT QUESTIONNAIRE

Created at 2024-06-19 13:58

text field value entered

Last update 2024-10-01 11:05

Image 83. Example of an event summary as shown to data editors for a study event that has not been

submitted yet

The difference between saving changes and submitting a questionnaire is that saving changes can be used
while working on the event. Submitting the questionnaire will inform the study manager that a study

event has been submitted by a centre.

Once data editor enters data into the study event form, saves it and submits the questionnaire, this study

event remains visible in the patient timeline, but the form can not be re-submitted. The form can be
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edited still, if required (using the button Save changes), but Submit questionnaire button is disabled in the

event form summary once the questionnaire had been submitted (image 84).

ICI post allo Study v

Inclusion Criteria

— HSCT Date

2024.06-26 = ‘

2024-06-26

Inclusion Criteria dd/mmlyyyy
— Select HSCT type

Autologous HCT ~

PSSR & crin
— Did patient have a solid tumour post HSCT?

e This questionnaire is already Yes
SUBMIT QUESTIONNAIRE e, ®
Created at 2024-06-26 17-06 — Select frst allo HSCT
Cellular therapy - 2024-03-17 -
Last update 2024-06-27 12:15

— Date of ICI administration

2024-06-20 = ‘

adimmiyyyy

Image 84. Example of an event summary as shown to data editors for a study event that has already been

submitted

Data entry field

Data entry field (data field) has the following elements:
1. Label describes in short what data should be provided in the data field. Label design differs
slightly depending on the data entry field type.

i

2020-02-05 =

l = this HCT part of 2 multipi
@ No O Yes O Unknown

sequential) graft programyprotoco
i |

Bone Marrow
[] Peripheral Blood

[J cord Blood

[J other

Indication diagnosis for this HCT -

Image 85, labels in an event for data entry

2. Area to enter data or answer options to select from (see Data entry field types)
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Help text - some of the fields also have help text; it provides some extra details, such as the data
to be entered into the data field.

The following icons may be shown to the right of a data entry field:

Dizease status o this lolow-up ar at ime of death

Dizeaze progression -

1 2 3 4

Image 86, items shown next to data entry fields

1. Three dots icon to mark the data field menu, it is used to mark that the answer is unknown/not
evaluated.
Note: the data field menu icon is shown only for data fields, where it is possible to indicate unknown, not
evaluated and/or ongoing status. If the icon is not visible, this means that for this data field it is not
possible to select any of these statuses.

2. Data queryicon.
3. Field history icon.

4. Hint - help text that is not shown by default. It appears when a user hovers a mouse or cursor
over the information icon to the right of the data field.

Dizease siatus o this folow-up or at lime of death Record the most recent stahs

( Dizease prograssion -

Image 87, example of a hint
Field history

From EBMT Registry version 2.20 users can view the full history of each data field responses, tracking how
values entered in each data field have changed from the moment a form is created through to the
present. This functionality is available across all data fields, including form fields, consent-related and

patient/donor information fields.

Field history can be accessed by clicking the dedicated icon located next to each data field (see image

below).

Patient HLA Molecular

HLA: DMA typing done

(:) Mo @ Yes

Image 88, field history icon next to a data field
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The history is displayed in a pop-up window as a detailed table. For every change, the table shows the
initial old value and the new saved value, the timestamp of this change (the date and time of the
modification) and the operator who performed the change (user ID). Entries are ordered with the most

recent changes at the top and the oldest at the bottom.

Field history X
Old Value New Value Timestamp Operator
No Yes 2026-05-05, 09:59 You
Yes No 2026-05-05, 09:36 05fb3f6
! Yes 2026-05-05, 09:35 05fb3f8

( cLose )

Image 89, example of a field history pop-up

Mandatory fields

The majority of data fields are considered to be mandatory for completion in the event form, a few may
be optional. Optional fields are always marked. Data items should be filled in if specifically stated in the
definition or in the Completion guidelines to the relevant DCF.

Some key data fields will also be configured to show a warning or error if they are left blank.

Unknown/Not evaluated/Ongoing status
For some data fields, it is possible to indicate that information is unknown or not evaluated, or the date is
not known because the process was not finished (ongoing).

There is a three dots icon to the right of some data entry fields to mark the data field menu (see
image below). The data field menu is a dropdown that includes one or more options that vary depending
on a data field, e.g. not evaluated, unknown, ongoing.

Best cinical/biclogical response after CT

() Complete remission (CR) () Mot in complete remission D

Mark as 'Mot evaluated'

Mark as 'Unknown'

Image 90, marking a field as not evaluated or unknown

It is used when needed to state that information is not available and cannot be entered into the database,
thus assigning this status to a data field. When a data editor selects an answer option from the data field
menu, the field is marked with the respective status.
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Best clinmicalbiclogical response afler CT

Mot evaluated &

Image 91, example of how a not evaluated field looks like after selecting ‘Not evaluated’

In case it was done by mistake or information becomes available at a later stage, data editors may remove
such status from this data field. For fields previously marked as Unknown or Not evaluated, data editor
users should:

1. Click Mark as Normal option under the three dots icon, they will see a pop-up to confirm this
action where correct field value can be already introduced.

Best climicalbiclogical response afler CT

Unknown @ ‘D

Mark as Mormal

Image 92, removing the ‘unknown’ status
2. Enter correct field value or leave it not specified in the Mark field as normal pop-up and click
Confirm button.

Mark field as normal

— Best cinicalbiclogical response afier CT

O Complete remission (CR) O Mot in complete remission

./- -\.
[ camceL )
M A

Image 93, mark field as normal pop-up window

Ongoing status may be indicated for some date fields, as shown in the image below:

= [P

Ongoing %

Date of aGvHD res

Mark as ‘Ongoing’

Image 94, ongoing status on a data entry field

Depending on a data entry field, ongoing may also be a regular answer option as shown in the image
below:

Disease status - Plasma cell neoplasms (PCN)

Disease stalus at this follow-up or at ime of deatt

Complete only for PCN Disease Status

@® v O N

() Started in this follow-up period  (8) Ongoing since previous follow-up
® No (O Yes

Image 95, ongoing as an answer option for a data entry field
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Data fields visibility conditions

The data fields in the EBMT Registry event forms have strictly defined visibility conditions: depending on
the answer given in one data field, only relevant dependant fields are shown to capture data; irrelevant
data fields, based on established visibility conditions, are not visible and cannot contain any data. This
ensures that every event form remains as compact as possible, the collected data does not contain
contradictions and is properly structured.

In case a user changes the main field value, the list of dependent fields is automatically updated to show
only relevant ones, any previously entered data into dependent fields that are not visible and not relevant
any more is emptied. The user will be notified in this case, to ensure that the main field value is not
changed by mistake and to avoid such mistake leading to data loss.

Irreversible action on dependent fields

o Changing this field value will automatically remove any entered data from the dependent fields and groups of fields listed below. Click the
"Submit change' button if you want to proceed. Please note that this action cannot be undone.

Groups that will be empfied:

« Patient HLA Serology Typing (Fatient HLA serclogy)

CANCEL SUBMIT CHANGE

Image 96, example of a warning about removing data in dependant fields due to the main data field value
change

Data entry field types
Below is the short summary and some details on data entry fields used for online data entry. There are
different types of inputs used for data fields in the EBMT Registry.

1. Drop-down

Drop-down is mostly used for questions with more than three answer options. The answer options will
appear after clicking the field. An option can be selected from the list. For long lists, please scroll to
navigate through and see all the items. Some of the drop-down lists also have a search field. In this case,
it is possible to type the text on the field and obtain suggestions from the list of options available.

( Reason for this HCT

Search

Indication diagnosis

Relapse/progression after previous main treatment (HCT/CT)
Complication after previous main treatment (HGT/CT)
Primary graft failure

Secondary graft failure -

Image 97, example of a dropdown menu
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2. Radio buttons
Radio buttons are used for questions where there are a few options available but only one option can be
selected. The question can be filled in by clicking the dot before the answer.

Histological classification

O Seminoma O Non-seminoma
Image 98, example of radio buttons

3. Check-boxes
Check-boxes are used for questions where more than one option can be selected at the same time.
Check-boxes can be selected and unselected, if needed.

ocation of extramedullary disease

[[] Paraskeletal

[] organ

Image 99, example of check boxes

4. Dates

All dates in the EBMT Registry are in YYYY-MM-DD format, where YYYY represents 4 number digits of the
year, MM - 2 number digits of the month, DD - 2 number digits for the day of the month. Date fields have
calendar graphics on the right.

Date of chromosome analysis E

Image 100, example of a date field

Users can enter the date manually by typing it in the format YYYY-MM-DD or click the calendar graphics to
open the calendar window and select the date (year, month and date).

MAR 2016 + < >
s M T T F s

MAR

13 14 15 16 17 18 19
20 21 22 23 24 25 26

27 28 29 30 31

Image 101, calendar view after clicking the date field

It is not possible to mark the date reported as approximate in the current version of EBMT Registry, thus
all dates are considered as exact dates. In case the exact day of the month is unknown, or day and month
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is unknown, please follow the instructions as stated for the Introduction to the EBMT Registry Completion
Guidelines available at the EBMT website.

In rare cases, indicating a partial date (e.g. Patient date of birth) is possible. In this case, another date
field format is used, allowing a user via separate dropdown to specify year only, or year and month, or
year and month and day.

1970 «  Month -

T
1]
]
(5]
=

Image 102, example for adding a partial date

5. Text

Text fields in the EBMT Registry accept both text and numbers. In case the field is aimed to enter a
numerical value, there might be also set up automatic data check to make sure entered value is within
expected range. Text boxes that specify Other answer options in the forms must only be used if no
alternative from the dropdown or radio buttons is available. It is mandatory to answer in English, as other
languages can create codification problems with letters not recognised by the system.

=]

Other; spe

Image 103, example of a text box field

6. Calculated fields

Calculated fields are quite rare and are used to perform calculations such as the exact age at the time of
an event. These calculations are done based on the information entered into the database in previous
forms. Calculated fields cannot be edited.

60 years ﬁ

Image104, example of a calculated field
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If the value in the data field is shown wrongly, this can happen due to a mistake in the date of birth or
date of the event registered in the EBMT Registry. Please check both data fields.

7. Remote field

Remote fields in the EBMT Registry are marked with the icon, it is a data field (question) answered in the
earlier submitted forms that is repeated in subsequent forms.

Remote fields are shown with the following
information:
1. Remote field icon
2. Details of the source event form where this
data field was entered, followed by the
date of the event.
Name of the data field (label). Image 105, Remote field
4. Event field value.

<~|\ Remote field @ Transcribed from Inborn Errors v2 (2025-02-17) s

w

Remote field value can not be edited. If the data editor notices that the data value is incorrect in the
remote field, they need to open the source form where it was initially entered (source field) and correct
it. By clicking the three dots icon to the right from the source event form (see image below), users will see
the possible actions in regard to the remote field they may take:

1. Go to event type selection - will scroll the current event form to the field, where they indicated
the source event form.

2. Edit (in original event) - will show a warning message about leaving the current form and opening
the source event form in the browser.

<'l-|\ Remote field @ Transcribed from Plasma Cell Neoplasms (PCN) v2 (2022-03-03 E
A Goto event type selection

#  Edit (in original event)

Image 106, the three dots icon to call fast actions in regard to the remote field

Edit value in original event

To change the information in the remote field, you need fo go back to the original event where it was registered.
Confirm if you want to leave the cument event.

“¥ou will be able to =ave changes fo the current form before you are redirected to:

Inborn Errors v2

20250217

(owee ) @

Image 107, warning pop-up window when navigating away from the event form to change the source

event form to update the value in the remote field
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8. Reference fields
Often it is necessary to reference certain information that was already reported. Reference field types

serve for this purpose, allowing to reference a field value, that was entered in an already registered form:
e For a text-, date-, or any other field that has one single value, this is simply the given readable
value (also a radiogroup as the result is always a single value).
e For acheckbox group, all selected values are listed.
e For fields that are part of a repeating group, the selected value of all repetitions is taken into
account.
In the reference field users will see a dropdown with answer option(s), from this dropdown they have to
select one option. Besides a field value that is being referenced, the system will also show the date of the
event, where it was reported. If configured by EBMT, there might be also a value from additional data
field shown as a security field - this is to ensure the user selects correct answer option while entering
data. Security field might be especially useful when a reference is done to a repeatable group or if answer
options look similar in the reference field.

Bone marrow, Peripheral blood, Cord blood, Tumour (Abecma)

Peripheral blood, Cord blood (Breyanzi)
Cord blood (Kymriah)

Tumour, Other (No product name available)

Image 108, example 1 of a reference field with a security field

;

2025-08-20 (Peripheral blood)
2025-10-22 (Bone marrow) | 2025-12-1¢
2025-11-10 (Peripheral blood)
2024-11-05 (Peripheral blood)

2024-10-15 (Bone marrow)

Image 109, example 2 of a reference field with a security field
Answer options in the reference field are always values reported in other events. If source event is

modified and the field value that was referenced has changed, the system will show an error message in
the reference field to call user attention to appeared inconsistency (event will appear on a Dashboard as
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requiring user attention). The user should then open the affected event and select answer option in the
reference field from the updated dropdown list.

Repeating group of question

A repeating group of questions is a set of data entry fields (questions) that are repeated multiple times
within a single data entry form (event form).

A button for adding the whole group of questions is often used in case it is not known the exact number
of repetitions the user needs to report data. Such a button is placed at the end of the last added group of
guestions, it has + Add at the beginning of its name.

Leading Field Demo

~ Repeating group ]©

+ Add Repeating group

20030108 o)

Image 110, example of a repeating group of questions

The group of questions may also be removed (deleted) with the help of remove button icon e to the
right from the group of questions title.

Important: Once the user deletes the group of questions, the data that was entered into there is deleted
and this action is not reversible. That is why users are advised to be careful and check that there is no
data to be lost by this action

For users convenience, each group of questions may be shown in full view or compact (collapsed) view in
order to manage screen space. Users can use arrows (see table 22) to the left from the Repeated group
name which are toggle buttons to switch between these views.

“ Drugs given [€)
v Drugs given [S)
A Drugs given )]

Drug given

her drug; specify

+ Add Drugs given

Image 111, collapsed and expanded questions in a repeating group
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Icon Description

Repeated group of questions is shown in full view, which means there are shown all its
N\ data entry fields and values, if any.
Once a user presses this button, it switches to collapsed view.

Repeated group of questions is shown in a collapsed view, which means there is only the
title of the group of questions. Data entry fields and their values, if any, are not visible to
free more space for other data fields and information on the user screen.

Once a user presses this button, it switches to full view.

Table 22, icons used in repeating groups of questions

Do not confuse:

e the © icon button deletes group of questions and entered into these fields data, while
e the “~ and/or » icon buttons are hiding/unhiding a group of questions on the user main screen
(no data is deleted and it remains in the event form).

Inactive data entry fields

Some data entry fields may be set as inactive to mark that they are not relevant any more (deactivated)
and data editors do not need to enter information into these fields. Nevertheless, all information already
submitted in deactivated fields (when they were active) remains in the database and is shown in the
patient/donor event form as legacy data (historical data).

Inactive data entry fields are not shown to users unless they contain some data.

Staging at diagnosis

‘:] I: 1SS | without high risk FISH (del{17p) and/or t(4;14) and/or t(14;16)) and normal LDH
2 () I:notRASS Torll

‘:] I1: 1SS Il with high risk FISH (del(17p) and/or t(4;14) and/or t(14;16) and/or high LDH

Image 112, example of inactive data entry field with entered data

Data entry fields to link data in the EBMT Registry
Some of the patient event forms include a number of data fields that are not present in the corresponding
Data collection form. The fields differ depending on the event form type:

e In Allo HCT, Auto HCT, CT, GT and IST treatment event forms, the users must add information on

Indication diagnosis for this treatment.
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ndication diagnosis for this HC

Lymphomas - 2021-02-10 v

& Remote field @

Subclassification of diagnosis for which treatment was given

ndication diagnosis for this HC

Lymphomas -

Image 113, example of data entry fields to link treatment and diagnosis events

e In Status at HCT/CT/GT/IST form the users must add information on Indication diagnosis for this
treatment as well as treatment to which this event form refers to.

Patient Information

Lymphomas - 2021-02-10 -

& Remote field [}
Classification of diagnosis for which treatment was given

Q
Lymphomas -

Allogeneic HCT -

Allogeneic HCT - 2023-10-19 v

Image 114, example of data entry fields to link Status at HCT/CT/GT/IST form and treatment and diagnosis
events

e In follow-up forms users must specify the indication diagnosis for this treatment and the exact
treatment event the follow-up refers to

Diagnosis for which this treatment was given

Lymphomas - 2021-02-10 -
Diagnosis for which this treatment was given

Lymphomas -

&' Remote field @

Classification of diagnosis for which treatment was given

reatment for which follow-up is reported fo

Allogeneic Haematopoietic Cell Transplantation (HCT) Day 0 v2.0-20.. «

reatment for which follow-up is reported fo

{Alloqenem HCT -

Image 115, example of data entry fields to link follow-up event and treatment and diagnosis events

There are two fields for users to enter the indication diagnosis for the reported treatment:

1) Drop down to select the main indication diagnosis for this treatment. The drop-down list includes
all registered indication diagnosis events in the patient timeline with the date of each registered
event. This data field is used to ensure the events are properly linked in the database and the
data is correctly structured in OMOP.

2) Drop down to select the name of the main indication diagnosis for this treatment. This data field
is used to ensure the visibility conditions for further data fields in this event form work correctly.
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There are two fields for users to specify the treatment, the follow-up form refers to:

1) Drop down to select the treatment event in the patient timeline. The drop-down list includes all
registered treatment events in the patient timeline with the date of each registered event. This
data field is used to ensure the events are properly linked in the database and the data is
correctly structured in OMOP.

2) Drop down to select the treatment type. This data field is used to ensure the visibility conditions
for further data fields in this event form work correctly.

Mentioned above fields are mandatory and must be filled-in in order the data is properly organised in the
EBMT Registry database and is included into the appropriate export file/table/dossier.

It is important to remember that if any event was archived (deleted) from the patient timeline, the data
editor needs to open all the subsequent events, where archived (deleted) event could be mentioned in
linking, and correct or update links. Archived events are always clearly marked, as shown in the image

below.
° Patient information
HCT Day 100 v2 ~
2025-05-12 I/Lvmphumas 2 - 2024-09-09 - I
Survival status Diagnasis for which this trestment was given
{Lvmuhcmas - l
Patient information
<(~|\ Remote field @ Transcribed from Lymphomas v2 (2024-09-09) ese
Best Response
Recovery
Allogeneic HCT Day 0 v2 - 3025-02-27 (archived) < I
Preventive therapies
TESEIEN, 10T VITHCH IOTGH-UP & 12pOried 10T
Antimicrobial prophylaxis {A“"QE“EiC HCT) @ I
Pre-emptive viral therapy
GvHD Best Response
Date best response first observed = l
Best Response - Lymphomas
Created at 2025-05-14 14:34
Last update 2025-05-14 14:35 [_ o . L |
Image 116, example of archived event mentioned in linking fields that require data editor attention and

correction

If the date of transplant (treatment) was edited or changed, data editor should open the Status at
HCT/CT/GT/IST form and update the data there as well.

Delayed migration status

Due to the fact that data migration from previously used systems will happen in stages, in the current
version of the EBMT Registry users will see a notification in the affected data field(s) to mark that field
value has not been migrated yet. Any field type may have such a status.

..-}
Data fields with delayed migration status are marked with the € icon. Once the migration is done,
data field value (if any) will appear and the delayed migration status will be removed from the data field.

Delayed migration &

Stated question -

Image 117, a data field for which migration of data is still pending
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Important: These fields are editable as any other field (except remote and calculated data fields). If data
editor users enter the field value before the migration happens, it is recorded as the latest registered data
field value. Data field value from the migration will be logged in the audit trail as historical data once the
migration is complete.

Unknown migration

Since systems previously used by EBMT to collect data did not have strict visibility conditions and
dependencies, in some cases the main data fields were left empty and only dependent fields contained
information. In order to migrate such data correctly and not to lose submitted information respecting new
EBMT Registry visibility conditions, the empty at migration main (parent) fields that had dependant fields
with entered data were marked as Unknown migration. It is only present in the first version of the event

forms.

If required, unknown migration field value may be edited by marking this field as Normal and then
entering the field value: such edits should be done with caution because if the new field value contradicts
with data in dependent field(s), the user will be warned and contradicting data will be removed.

Indication diagnosis for this CT - Classification
(Unknown migration % ‘ D

Mark as Normal

Image 118, the unknown migration field label and field menu to mark it as normal, if required

When the user is marking the unknown migration field as normal, the user will be shown a modal window
to enter the new field value (see image below as an example)

Mark field as normal

( Indication diagnosis for this CT - Classification

3

Search

Acute Leukaemia
Autoimmune disorders
Bone marrow failures

Chronic leukemias -

Image 119, entering field value to remove unknown migration

If changes to the unknown migration field will lead to emptying any dependent field, the user will be
warned by the system and extra confirmation to confirm such irreversible actions is required (see image
below with example). User may choose to confirm and empty affected dependent fields or cancel the
action
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Irreversible action on dependent fields

o Changing this field value will automatically remove any entered data from the dependent fields and groups of fields listed
below. Click the 'Submit change’ button if you want to proceed. Please note that this action cannot be undone.

Groups that will be emptied:

« Diagnosis - Lymphomas
« Diagnosis - Haemoglobinopathies

R

Image 120, example of a warning on irreversible action on dependent fields caused by removal of
unknown migration label

Some of the answer options in the dependent fields could be deactivated already. See image below as an
example of Unknown migration status used to enable inclusion of dependent fields with deactivated

answer option as legacy data.

Unknown migration X

# Organ involverment 9

({Deactivatedj Bone Marmow -

() No (@) ves
Image 121, example of an Unknown migration field with data in the dependent fields

If a user marks the field with Unknown migration status as Normal, the migrated data in the dependent
fields will be deleted. The user will be able then to enter the data into the main (parent) and dependent
fields manually from available at the moment answer options (some answer options might be already
inactive and will not be available).

Interdependent fields

Besides dependent fields within one event form explained above (see visibility conditions), there are also
interdependent fields in the database across various event forms (e.g. calculated field and remote field),
and if the field value is edited in one form, the EBMT Registry cannot apply the correction automatically in
all the forms it is used at one time. Nevertheless, suppose a data editor corrects the field value in the
source field, once the subsequent form (with dependent field) is opened, the system will apply these

R
changes and mark the affected field with the icon S

a8 o

Image 122, example of a remote field that is refreshed
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Updates to the affected field(s) are applied automatically when a form containing this data field is
opened, but a data editor has to click the Save changes button so that these changes are saved into the
database. To reinforce that a user with editing rights needs to save changes, the Save changes button is
shown as active until the changes are properly saved and the new version of the event form is recorded

into the audit trail.

Extended dataset data fields
Extended dataset data fields are part of extended data set. Since in the EBMT Registry, users may choose
to add the extended dataset-related data within regular patient events (see Extended dataset), such fields

are marked with a icon.

‘Grouping

Date

2 2024-06-07

3| =@

[ checkoox @

‘Grouping nested

Tost nested [
A wmorbivel

Date nested

1 =0

Image 123, extended and core dataset data fields: 1 toggle to show extended dataset data fields, 2 core
dataset data field, 3 extended dataset data field without entered value, 4 extended dataset data field with

entered value.

Extended dataset data fields are not shown by default upon creation of a patient event. Users should use
the toggle switch button in the top right corner of an event section to show or hide extended dataset

fields in a particular section of an event form.
Extended dataset toggle button may be as follows:

Icon

Description

o

Extended dataset switch button is off.
Extended dataset data fields are hidden (not visible), only core dataset data fields are
shown in the particular section of an event form (see image 124 ).

L e)

Extended dataset switch button is on.
Both core dataset and extended dataset data fields are visible (see image 125).
It is possible to switch the button off to hide extended dataset fields.

Extended dataset switch button is on but disabled.

Both core dataset and extended dataset data fields are visible.

It is not possible to switch the button off to hide extended dataset fields because some of
the extended data fields contain data (see image 126).

Table 23, Extended dataset toggle button icon
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Grouping ﬂ
. Toggle extended data fields

2024-06-07 =

Grouping nested

Date nested B

Image 124, extended dataset toggle button is off - no extended dataset fields are shown

Grouping

Date

2024-06-07 B

Text @

[ checkoox @

Grouping nested
Text nested a

Date nested B

Image 125, extended dataset toggle button is on - extended dataset fields are shown

Note: once a data editor added information into extended dataset field(s), it is not possible to switch the
extended dataset toggle button off and hide external data field. Users should remove data from extended
dataset fields first to be able to hide them.

Grouping

Itis not possible to hide extended
fields since some of them contain
data

Date

2024-06-07

e @

Phasellus venenatis.

[ checkoox [

Grouping nested

Toxtnosteo @

Morbi vel.

Date nested =

Image 126, extended dataset toggle button is on but disabled

System notifications and data check

In the current version of the EBMT Registry, the system notifications are implemented in various ways to
inform the user and provide adequate support while using the system. Here are some of the most
common ones:

Success notifications are displayed when an action is successfully completed (e.g. when a user saves
changes in the event form, thereby creating a new version in the system). It is usually a short message on
a dark grey background, which is shown for a few seconds at the bottom of the user web page and then
automatically disappears, allowing the user to continue using the application.
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FatRi SEOgICa St
Preparative Regimen Patient Information

GvHD prophylaxis

Created at 2023-08-2112:01 Donor and Graft
Last update 2023-08-21 1213

O vo (O Yes () Unknown
Mew version successfully created! J

Image 127, an event with success screen visible at the bottom

System error notifications are displayed when an action fails, such as when a user tries to access the data
of a patient who is not in the user's context. It is usually a modal window with a text explaining the issue.

hey Nadiia!

You are logged in to EBMT Registry, but you do not have access to this context at this moment_ Please contact the Registry
Helpdesk (registryhelpdesk@ebmt org) to verify your access rights.

CONTACT HELPDESK BACK TO HOMEPAGE

Image 128, access error due to no assigned context
Note: Field errors are different from system errors, they are described further in this section.

Warning notifications are displayed when there is a potential issue that needs to be addressed, such as
when a data editor is entering a patient or donor that was opened by another data editor within the last
15 minutes. The system will warn the user about possible editing conflict. This type of notification is
shown in the interface next to the element it refers to.

A Possible editing conflict

This form was opened by another data editor in the last 15 minutes. Multiple users can not edit an event simultaneously. I you decide to proceed, you might be
viewing/editing an outdated version of the event form or overwriting new changes.

cLosE

EBMTshortlD  Eventdate Reg. centre CIC Inials  Date of birth Sexatbirth UPN ProMiSe ID
3766add 2020-02-01 1001 AA 1989-01-02 Male 123456/

= @

. Plasma Cell Disorders (PCD) Incl. Multiple Myeloma (MM)
Plasma Cell Disorders (PCD)... v

2020-02-01 2020-02-01 =
Image 129, possible editing conflict warning
Note: The_field warning has a slightly different representation in the interface, and they are described in
detail in the Automated data check section.

Confirmation notifications are usually displayed in a modal window. They typically contain a message
explaining the action to be performed and asking the user to confirm or cancel the action. They often
have two options, one for confirming the action and one for cancelling it. The user will see a window
about unsaved changes when trying to leave an event form without saving changes (see image below).
The user may choose to click Confirm button to proceed and leave the event form (the changes in the
event form will not be saved) or click Cancel and return to the event form editing mode.

Are you certain?

You have unsaved changes. Press CANCEL to go back and save these changes, or CONFIRM to lose these changes

Image 130, confirmation on leaving the form without saving changes in the event
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Some confirmation dialogues may also include additional options, such as stating a reason for the specific
action being confirmed (e.g. stating a reason for making a change in an already submitted event form).

State the reason for this change

Reason

( Data entry error/mistake v

Cancel SAVE CHANGES

Image 131, confirmation on the reason for changes in the event

Scheduled maintenance notification

The notification about any upcoming maintenance of the EBMT Registry, when the system will not be
available for user access, is shown in the top part of the user interface regardless of the section (see
image below). EBMT will also inform users about scheduled maintenance through the website.

§ SCHEDULED _ The EBMIT Regisiry will be undergoing maintenance on July 17th, 2024, 08.00 AM CET. We expect a 1 hour downime for updates of the data caplure forms and maintenance. The EBMT Registry il be avalable again on July 17th
MAINTENANCE 2024 at 09:00 AM CET. We apologize for any inconvenience. Contact the Registry Helpdesk for further assistance. Thank you for your understanding.

6;47 Registry Dash boa rd @ 8499 - EBMT Reg\s;;y‘aoe:;e' -

Image 132, example of a scheduled maintenance notification banner

W

Scheduled maintenance

2500 1600 CT. W anclogze or

(e Registry

Image 133, example of a scheduled maintenance notification, when the system is not accessible due to
maintenance

Page unresponsive

The EBMT Registry is a web application and if it takes too long to load the webpage, the system may show
the notification as in the image below.

Page Unresponsive

You can wait for it to become responsive or exit the page

¢= EBMT | Registry

e

Image 134, notification on the EBMT Registry page unresponsive
Such messages may appear if the user internet connection is very slow. The users are advised to check
their internet connection speed. The user may click the ‘Wait’ button to wait more time for the page to
be loaded or exit the page to navigate away.
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Automatic termination of user session due to inactivity

If the user is being inactive in the EBMT Registry web page or does not reload the web page for 20
minutes, the user will be shown the warning about the upcoming session termination (see image below).
The user may click Remain signed in button to keep the user session active, otherwise the user will be
signed out of the EBMT Registry.

Signing out in.. 56

For security reasons, you will be automatically signed out after 20 minutes
of inactivity

SIGN OUT REMAIN SIGNED IN

Image 135, warning on automatic termination of the user session due to inactivity (if the EBMT Registry
web page is open in the user screen)
Note: entering data into data fields without clicking Save changes button is considerate as inactivity by
the system since the web page is not updated or reloaded in the web browser during such edits. The
users are advised to save data frequently to avoid it being lost if automatic sign out happens.

If the user has an active session in the EBMT Registry and is inactive there for 20 minutes, but the web
browser tab with the EBMT Registry is not open or currently displayed at the user screen, the system will
show the warning on possible loss of unsaved data due to automatic sign out (see image below). Should
the user wish to keep the EBMT Registry session active, they are advised to click Cancel button and open
the EBMT Registry in the browser tap. Otherwise, the user will be signed out automatically.

Leave site?

Changes you made may not be saved.

Can(e'

Image 136, warning on automatic termination of the user session due to inactivity (if the EBMT Registry
web page is not open in the user screen, but in one of the browser tabs)

Irreversible action notification or warning

While working with groups of questions or with data entry fields with dependencies, the users may get
the warning as shown in the image below if they edit data that was entered previously. The reason and
details of the warning and consequences of the action are explained in the warning window. The user
may choose to click Cancel button and cancel the action that leads to data deletion, or may click Submit

change button to proceed.
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Irreversible action on dependent fields

o Changing this field value will automatically remove any entered data
from the dependent fields and groups of fields listed below. Click the
'Submit change’ button if you want to proceed. Please note that this
action cannot be undone.

Groups that will be emptied:

» Precursor Lymphoid Neoplasms

CANCEL SUBMIT CHANGE

Image 137, example of a warning about deletion of data from dependent fields due to change in the main
field answer (see visibility conditions)

While legacy data was prepared for migration to the EBMT Registry, it was noticed that in previous data
collection systems used by EBMT it was possible for users to include contradictory data in the main and
dependent fields (e.g. patient was reported as alive and there was also entered cause of death). Due to
the fact that dependencies between data fields were changed/updated in the EBMT Registry compared to
previous systems, some of the migrated data does not match the new dependencies and visibility criteria.
For example, in ProMISe the user could report absence of GvHD and also record the aGvHD grade 0
(none). If the answer to the first question (GvHD present: yes or no) is answered ‘no’ in the EBMT Registry
(no observed GvHD), the user is not able to register detailed information about aGvHD and cGvHD due to
the introduced visibility conditions (these fields are not shown and thus cannot be filled in).

In case of such inconsistencies after data migration or due to new visibility rules, the information in the
main data fields will stay as migrated and information in the dependent fields will be removed. The users
will be shown the notification as in the image below. Users cannot cancel such action (Cancel button is
disabled and there is an explanation shown upon mouse hover) and must click Submit changes button. If
they fail to do it, the notification will be shown every time the event form is loaded to the user screen
until the changes are saved and a new version of the event form without contradictory data is created.

Irreversible action on dependent fields

Changing this field value will automatically remove any entered data from the dependent fields and groups of fields listed
below. Click the 'Submit change’ button if you want to proceed. Please note that this action cannot be undone.

Fields that will be emptied:

« Date last assessed (Disease status)
» Method; specify (Disease status)
« Infectious complication (Cause of death)

It iz not possible o cancel this
aclion due fo changes in the event

Image 138, example of a notification about deletion of data from dependent fields due to inconsistency
with the main field answer
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Note: if in the previous system the main data entry field was left empty, but dependent data entry field
had data entered, the information from dependent fields will not be lost (see Unknown migration).

Suggested event

When a user adds a new event or data into the EBMT Registry and saves changes, the system may suggest
also to register another event. Please note that suggested event functionality does not cover all clinical
cases, but it aims helping users not to forget registering additional forms for some cases.

For example upon saving the changes to newly created treatment event, the system will suggest
registering Status at HCT/CT/GT/IST form since this event form is part of Day O registration.

Example of a shown pop-up window is given in the screenshot below. The user may accept this
suggestion, enter the date of the new event to be created and click Save button. If the user does not
agree with the suggestion, they may click Ignore button and the pop-up will disappear.

Suggested event creation

Based on the creation of this event and/or its entered data, it's advised to create the following event(s)
as well. We will remember your decision and won't ask for it again.

Status at HCT/CT/GT/IST v2
Date of HCT/CT/GT/IST*

2026-03-17 = ‘

@ IGNORE v SAVE

Image 139, example of a Suggested event creation pop-up

The suggested event creation pop-up is displayed only when a newly created event is saved for the first
time, or when specific data is entered into an existing patient event that logically requires the registration
of an additional form. The pop-up will not be displayed again when other changes to the event are
subsequently saved.

Automated data check

The automated data check, warning and error messages are important features of the EBMT Registry and
are designed to improve data quality and to prevent mistakes.

With automated data check, the system automatically verifies the data entered by users, comparing it to
established standards (validation rules and reference values) or previously entered data, flagging any
inconsistencies or errors. This helps prevent common mistakes such as typos, missing information,
incorrect formatting, etc.

The automated data check is set up by the EBMT Registry team and is not visible to the end user. In case
of possible issues or concerns, users should contact the EBMT Registry helpdesk by emailing
registryhelpdesk@ebmt.org.
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Field warning and error messages are another important feature, providing real-time alerts to users
about any issues or concerns that arise during data entry. Most of them do not affect or block data entry
processes. However, the message will remain visible, allowing monitors and other users (both data
viewers and data editors) to see that the field/event form/patient data contains an unexpected value.

Practical example: for values that are expected to fall within set ranges or specific answers, a
warning/error message may be displayed next to a data entry field if the entered value does not match
the range/expected value: e.g. if a value is entered in percentages higher than 100, or for negative weight
or height values.

Note: The process of EBMT Registry improvements is expected to be a continuous one. This means that
new validation checks, warnings and errors will be added to consistently improve the data quality and to
support users in the process of data entry.

Field warnings

Warnings are used to inform EBMT Registry users that there is an issue with the entered field value, or a
missing field value. It is shown in the following way:
1. thefield is highlighted in yellow;
2. thereis a message text under the field to explain the warning;
3. anexclamation mark in a triangular box is shown in the right top corner of the question group;
4. an exclamation mark in a triangular box next to the title of the event form section in the event
form summary.

HCT Annual/Unscheduled Follow ... v survival Status 3 A ‘
5/30/2024
Date of follow-up
4 A Surival Status 1 (2027,[]14“ = ‘
Patient information Z waming: The date appears fo be too far in the future, please check the event date
— Survival Status
Antimicrobial prophylaxis ‘ O Alive O Dead O Lost to follow-up ‘

Pre-emptive viral therapy

Image 140, example of a field warning

Field errors
Error messages are used to inform EBMT Registry users that there is an error in the entered field value, or
a missing field value. It is shown in the following way:

1. thefield is highlighted in red;

2. thereis a message text under the field to explain the error;

3. anexclamation marks in the circle is shown in the top right corner of the question group;

4. an exclamation mark in the circle is next to the title of the event form section in the event form

summary.
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Patient status 3
Status at HCT/CT/IST ~ ©
2020-02-05 20200205 a
4 @ Patient status Survival status a HCT/CTAST
Comorbidity Index @ Alive ) Died after conditioning but before main treatment
.":. Died after apheresis but before infusion of cellular therapy .:':. Died
Comorbidity Index - Inbom Ermors of Immunity only - -
Sars-Cov-2 Related Questions ; )
@ Kamofsky .:::. Lansky .:::. ECOG .::) Mot Evaluated

Acute Leukaemias
Chronic Leukaemias - Chronic Myelogenous Leukaemia 80 -

Chronic Leukaemias - Chrenic Lymphocytic Leukaemia Patient weight 2t initiaion of HCTICTAST
80

1 Patient height at initiation of HCT/ICTAST

armor- Patient height cannot be smaller than 20 cm nor bigger than 300 cm

Last update 2023-07-3110:10

Image 141, example of a field error

Note: that there are some data fields in the EBMT Registry that must be answered and cannot be left
blank. For example, the event date. The system will not allow the form to be created/saved without
entering value into such a crucial field.

In case error is triggered, but saving the form is still allowed, the user will see an extra message next to
the Saving changes button (see image below)
A SAVE CHANGES =

Fill in a valid value for field with
label Date of diagnosis o save

the changes

Image 142, example of a message next to Save changes button about a field error
In EBMT Registry version 2.20, it is still possible to save a form even when certain errors are triggered.
However, in upcoming system versions, this will change, and forms containing triggered errors will no
longer be allowed to be saved. Forms with triggered warnings will still be permitted to be saved.

Duplicate check
The EBMT Registry performs the duplicate check when a user creates a new patient in the system. This
ensures:

e Avoiding duplicate entries: by identifying existing patient records, it helps to prevent the creation
of duplicate entries in the database. It ensures that each patient has a unique and single record,
improving data management.

e Data accuracy: by highlighting potential duplicates, the application assists users and EBMT staff in
reviewing and verifying patient information.

When a user enters new patient information during the patient registration process, the application
performs the following steps:
1. Data check: The application validates the entered information for completeness and correctness,
ensuring that all mandatory fields are filled accurately.

99



(e=nr Regiistry

2. Matching Criteria UPN (the same UPN at the same centre)

EBMT Registry user manual for data editors and data viewers v5

3. The application compares the entered data against existing records in the system using the

predefined matching criteria (duplicate check algorithm).

a. In case it is suspected to be a duplicate, system requires user entering the indication

diagnosis name and the date as additional data to compare new patient with existing

ones.

Case 1: if the new patient UPN is identical to an UPN of an existing patient at this centre, these records

are considered as definite duplicates - creation of a new patient is not allowed. The user will receive a

corresponding error message and a summary of patient details (see screenshot below). The user can

either cancel the new patient creation and continue working in the existing patient page, or the user can

modify the data of the patient under creation and try registering it again.

Patient Consent Patient Info Extemal studies Validation

@ UPN ALREADY EXISTS

Error: dupicale patientis detested. The UPN jstered. I is not possibie fo
ak or ec

it the:

aiont D RegeanteCIC sl Daeofbi  Sexatbim  UPN Fromisa 1D
i %000 % 192102 Female 57668 |

Possible duplicates.

PATIENT - 28097€0

Dstmof it Sexsttin UPN oMl

s
TF 19900203 Female 76 !

= @ 4 -]

Image 143, the error message if a duplicate UPN is entered

4. Potential duplicates: If the application finds records that closely match the entered data, it

displays a warning message. The duplicate check matching criteria include:

Birthdate;
Sex at birth;
Blood group;

Rhesus factor;

Note: the duplicate check is currently limited to the patient country only: this means that the new patient

data will be only compared to data of patients registered in the same country.

The duplicate check algorithm is set up in such a way that the system compares the data value of the new

patient (Pn) and existing in the database patient (Pe) in the following order:

1. Date of birth match - this is done by progressively deepening into the comparison:

e First, the year of birth is compared;

o If they match, the system proceeds to compare the next parameter;
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o If they don’t match, Pe and Pn are not considerate being duplicates (comparison stops).

e Second, the month of birth is compared:

o Ifitis specified for both patients, proceed to compare the next parameter;

o If it is specified for both patients and don’t match, Pe and Pn are not considerate being
duplicates (comparison stops).

o If in one or both patients the month of birth is not specified, the system will consider
them matching and proceed to compare the next parameter.

e Third, the day of birth is compared:

o If it is specified for both patients and match, the rule is satisfied. The system proceeds to
compare the next parameter.
o Ifitis specified for both patients and don’t match, Pe and Pn are not considerate being
duplicates (comparison stops).
o If in one or both patients the day of birth is not specified, the system will consider them
matching and proceed to compare the next parameter.
2. Sex at birth match

e If in one or both patients records the sex is not specified (patients registered through the
previous system sometimes do not have this data), the system will consider them matching and
proceed to compare the next parameter.

e If itis specified for both patients and don’t match, Pe and Pn are not considerate being duplicates
(comparison stops).

3. Blood group match

e If the blood group is not specified for one patient, the system will consider them matching and
proceed to compare the next parameter.

e If itis specified for both patients and don’t match, Pe and Pn are not considerate being duplicates
(comparison stops).

4. Rhesus factors match:

e If in one or both patients records the rhesus factor is not specified (patients registered through
the previous system sometimes do not have this data), the system will consider them matching
and proceed to compare the next parameter.

e If itis specified for both patients and don’t match, Pe and Pn are not considerate being duplicates
(comparison stops).

5. Initials match

e If it is specified for both patients and match, the match should be exact, disregarding the
lower/upper case: e.g. A/G match a/g, while NN/S do not match N/S.

If it is specified for both patients and don’t match, patients are not considerate being duplicates.
If in one or both patients the initials are not specified, the system will consider them matching
and proceed to compare the next parameter.

The following cases may arise in case EBMT Registry identifies possible duplicate(s):

Case 2: The user is trying to create a patient that is a possible duplicate of an existing patient. The user
has access to an existing patient data and thus can review data and check whether patients are actually
duplicates or not. The EBMT Registry shows the list of potential duplicates for the user's review (see
screenshot below).
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PATIENT REGISTRY | DUPLICATE

Possible duplication

B cioa- FAKEcentre-4 ~

A Possible duplication

piscing eit. Efiam
metus tincidunt eget. Nullam sit amet furps uma.

NEW PATIENT
~ bida summary

ESMTshonlD  RegcenweCIC  Inbas  Daeoftw  Sexabim PN PoMise
dard 20000101  Other i

PATIENT - 9f2565d

o -
Other i '

PATIENT - cf7c60a

~ Hide summary

8 shor g cente Insls  Datwofbien Fouise D
cifcela I dard 20000101  Other ' (12945,752569)

Image 144, the warning for a possible duplicate patient where the user has access to the possible
duplicate

Possible actions for the user:
The user carefully examines the potential duplicate records to determine whether they correspond to the
same patient or if they are indeed separate individuals.
Final action: Based on the user's evaluation, the application allows the user to either:
e proceed with the registration of a new patient (by clicking Continue creation anyway): the new
patient will be registered but marked as tentative pending administrator review;
e cancel the new patient creation (by clicking Cancel creation) and select an existing patient record
to register or edit data.

Case 3: The user is trying to create a patient that is a possible duplicate of an existing patient. The user
does not have access to the data of an existing patient (this patient is not in the user Context) and thus
cannot review data and check if the patients are actually duplicates or not. The EBMT Registry shows the
respective warning (see screenshot below). The data of patients outside of the user context are not
visible.
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PATIENT REGISTRY / DUPLICATE

Possible duplication

IC B cic-1 - Auto-Testgjico98mu3 ~
Data edtor

"

n A Possible duplication

Lorem ipsum dolor sit amet, consectetur adipiscing elit. Etiam rhoncus purus sapien, vitae maximus
metus tincidunt eget. Nullam sit amet turpis umna.

NEW PATIENT

I~

~ Hide summary

B8 EBMT short ID Reg. centre CIC. Initials Date of birth. Sex at birth. UPN ProMiSe ID
' I hnga 20000102 Male I I

Cancelcreation  Edit

Image 145, the warning for a possible duplicate patient where the user does not have access to the
possible duplicate
Possible actions for the user:
Based on the user's evaluation, the application allows the user to either:
e proceed with the registration of a new patient (by clicking Continue creation anyway): the new
patient will be registered but marked as tentative pending Administrator review;
e cancel new patient creation (by clicking Cancel creation).

If the EBMT Registry does not suspect a new patient under creation as a possible duplicate, the patient is
registered in the system and appears immediately in the patient overview list.

Source data verification (SDV)

Source data verification (SDV) is a process performed by a data monitor to ensure that the data entered
into the EBMT Registry corresponds to the original source documents of the patient and thus it is reliable
and accurate.

Note: data viewers and data editors do not have access to see the SDV status of any data field. These are
the EBMT Registry monitors internal processes and is part of a data quality check.

SDV refers to the data field value (answer), only the data monitor can see and update the SDV. The SDV is
done only by data monitors and only if a patient consented to provide access to their original source
documentation (see Patient consent).
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Access to the EBMT Registry: all users HOW TO

Here is a step-by-step for a user to get access to the EBMT Registry:

1. Submit the EBMT Registry User Account Request form to the EBMT Registry Helpdesk by
emailing registryhelpdesk@ebmt.org.
It is important to note that the user role will be already indicated at this stage. The form must be properly

filled in and signed by the PI of the centre or VR.
If a user requires access to multiple contexts, the form needs to be filled in per each context.

2. Complete the EBMT Registry training in the EBMT E-learning platform.
EBMT will activate access to the EBMT Registry only for the individuals who have successfully completed
the specifically designed training and passed the exam in the EBMT E-learning. This is in order to ensure
that the users are able to work with the new web- application and the database.

Access to the E-learning training will be provided to all users, who submit the EBMT Registry User Account
Request form.

In case a user requires access to multiple contexts with different roles, the following should be taken into
account:

Completed Data viewer training - is valid only for users to be granted a Data viewer role.

Completed Data editor training - is valid for both Data viewer and Data editor roles.

Only certificates on successful completion of the respective course in the EBMT E-learning will be
recognised and considered while setting a user account in the EBMT Registry.

Additional online or face-to-face training course(s), questions and answers sessions, and other events
provided by EBMT, National Registries or other stakeholders may be organised to support the users but
cannot substitute the E-learning training.

It should be expected that new functionalities will be developed and added to the EBMT Registry
application in the future, which will be announced to the EBMT members and stakeholders accordingly. In
case of major changes, the users might be asked to undergo additional specific training and pass exams.

Note: the EBMT will require some time to process the confirmation on successful completion of the EBMT
E-learning course and for the administrator to create/activate the user in the system and link to a correct
context. Until this is completed, when a user Signs up or Signs in to the EBMT Registry, they may
experience the following problems:
e \Warning message that there is no active user with such email; or
® Required centre/VR is not shown in the Context menu (as requested in the EBMT Registry User
Account Request form).

3. Sign up and Sign in to the EBMT Registry application.
The sign in (log in) to the EBMT Registry web-based application is currently done through the AWS
Cognito service, which is an external service to manage the identity and authentication of users for the
EBMT Registry and for its demo environment.
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Note: Sign up process must be followed only once by every user. It ensures that the user created
username and password that is used both to enter the real system and its training environment.

All Users need to set up and pass 2-factor authentication, which means that every time they want to sign
in to the EBMT Registry, they not only enter their login and password but also need to confirm the entry
through an additional MFA authenticator program. The MFA is used both to enter the EBMT Registry and
its training environment.

Details on Sign up, Setting up the MFA, Sign in and other related processes will be further explained in the

current section of the Manual.
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First time sign up - how to create login and password

Please follow the following step-by-step to create a username and password to access the EBMT Registry
for the first time:

Step User actions EBMT Registry
1 Open the app in your browser. The regular Log in page opens.
Username
Username
Password
Password

Forgot your password?

Need an account?

2 Click the Sign up text button at the bottom | The Sign up with a new account form opens.
of the form.

Sign up with a new account
Usermame
Usemame
Email
name@host.com
Password

v Password must contain a lower case letter

v Password must contain an upper case letter

v Password must contain a number

v Password must contain at least 8 characters

v Password must contain a special character or a

/ Password must not contain a leading or trailing

Already have an account? Sign in

3 Fill-in the Sign up with a new account | The Confirm your account form opens.
form:
e C(Create Username;
Input Email (it must be the same
email as in the EBMT Registry User
Account Request form);

e (Create Password, check that
password requirements are met
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and thus all highlighted in green;

and
e Click the Sign up button.

Confirm your account

We have sent a code by email to t™*@e™*. Enter it
below to confirm your account.

Verification code |

Didn't receive a code? Send a new code

4 Check the mailbox specified in Step 2. There will be a new email from
no-reply@verificationemail.com with the confirmation code that contains six digits. If you

cannot find such an email in your Inbox, please check the Spam folder.

® no-reply@verificationemail.com
® = v

Your confirmation code is 784429

[ & Reply )( @ Replytoall )( ~ Forward )
\_ AN VAN y,

If the mail still has not arrived after a few minutes, please go to the Confirm your account
window and press Send a new code text button, which is located at the bottom of this modal
window. The system will send a new code to the entered email address.

5 Enter the confirmation code from the | If the code is entered correctly, the system will
email to Confirm your account form and | proceed to Set up MFA process.

click the Confirm account button.
If the code is entered incorrectly, the system will
Important: Sign up confirmation code is | show an error: Invalid verification code provided,
valid for 24 hours. After that, it expires. | please try again.

Please make sure to enter received code
into the required field of Confirm your | Try entering the code again or request a new
account form and complete the Sign up | code to be sent with Send a new code text
process at your earliest and before this | button.

deadline.

Table 24, steps on setting up your credentials (username and password)
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Set up MFA

Instructions on setting up the authenticator
application MFA are displayed on the screen (Image
140). It includes the following steps:
1. Install an authenticator application on your

mobile device.

OR

Install an authenticator application on your

computer.
Important: remember that this device must always be
available when a user tries to sign in to the EBMT

Set up authenticator app

rEhlE  Install an authenticator
=R app on your mobile
- [=IES device.

Scan this QR code with

Registry. It is not possible to use different devices.

2. Scan the QR code displayed on the screen 5 manually enter a secret
(Image 146) with your authenticator app - this key in your authenticator
will automatically add your account to the ik app.
authenticator app. Show secret key
OR
Alternatively, you can click the Show secret
key text button and manually enter the shown % Emiera ede oom Your aumenticalon 2pp
secret key (combination of letters and a
numbers) into your authenticator app. Enter a friendly device name - optional
Depending on the app, you might also be b
asked to enter the name of the account and
the type of code.

Back
Image 146, setting up authenticator app MFA

3. a) Verify your account: once you have added your account to the authenticator app, you will
need to verify it. This involves entering a code that is generated by the app into the field a on the
Image above. This code changes every few seconds, so make sure you enter the correct code at
the right time.

b) Enter an MFA device name into the field b on the Image above to remember which device you
use for entering the EBMT Registry. This field is optional. If you leave it blank, you will be shown
in the future instructions with default text Please enter the code from passcode app.

4. Click the Sign in button at the bottom of Set  If the authenticator app was verified correctly
up of authenticator application MFA form. and you entered a correct code, you will be

signed in to the EBMT Registry and see the
Dashboard.

your authenticator app.
Alternatively, you can

Note: If the authenticator app was not verified correctly or you entered an incorrect code, you
will see an error message Invalid or expired code entered. Try again. You can try entering the code
from your authenticator app once again, as explained in Step 3. If the sign-in failed again, try to
remove the account from your authenticator app and set it up again, as explained in Step 2.
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Regular Sign in
This section explains the process of entering the EBMT Registry for the users that have already done the
first time Sign up (created their username and password) and Set up MFA. This means that such users
have entered the EBMT Registry in the past:

Step | User actions EBMT Registry

1 Open the app in your browser. The regular Sign in page opens.

Sign in with your username and password

Usermame
Password

Forgot your password?

Need an account? Sign up

2 Fill-in the Sign in form: If you entered the correct username and
Username - you can enter here the email password, the MFA Code form to enter the code

address or your username registered at | from your authenticator device opens.

the first time Sign up.
Name of the device is displayed as registered in

Password - enter the latest password you Step 3b of Set up MFA.

registered.

Click the Sign in button. If you entered incorrect username and/or
password, the error message Incorrect
username or password will be shown.

Please enter the code fro
3 Enter the code from your authenticator | If you entered a correct code, you will be signed
app into MFA Code form and click the Sign | in to the EBMT Registry and see the Dashboard.
in button.

If you entered an incorrect code, you will see an
error message Invalid or expired code entered.
Try again. You can try entering the code from
your authenticator app again.

Table 25, signing in after setting up your account

Important: after five consecutive failed login attempts, regardless of the reason (wrong username, wrong
password, etc), there is an enforced lockout time for that user. A lockout time is a period in which the user
cannot make any more attempts for authentication. Users should not try to sign in for a minimum of 15
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minutes, after that, the user can do a normal sign -in attempt again or reset their password through the
Forgot your password functionality. If the issue still persists, users should contact the Registry Helpdesk

registryhel k mt.org.
Possible error messages: Error related to topic How to resolve
No active user with this email | Inactive user 1. Make sure you have submitted an
found in the system EBMT Registry User Account
Request form with the same email
address.

2. Make sure you have successfully
completed the EBMT E-learning
training.

3. Contact the EBMT Registry
Helpdesk providing details of the
user experiencing the problem
(user registered email address
must be indicated).

No context assigned to a user | Context or Inactive Contact the EBMT Registry Helpdesk
Centre/VR providing details of the user experiencing
the problem (user registered email address
must be indicated) and CIC number of the
centre/VR.

Table 26, common error messages and steps to resolve them
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Password change

Users can change their password in two ways:
1. from the EBMT Registry login page;
2. from the User profile when the user is in the EBMT Registry (signed in).

1. Hereis step by step to change the password from the EBMT Registry login page:

Step | User actions EBMT Registry

1 Open the app in your browser. The regular Sign in page opens.

Sign in with your username and password
Username

Username

Password

Password

Forgot your password?

Need an account? Sign up

2 Click Forgot your password? text button at | The Forgot your password page opens.
the Sign in page.

Forgot your
password?

Enter your Username below and we will send a
message to reset your password

Username
3 Enter your Email or Username into the | The system will send the code for the password

field at Forgot your password page and | change to the registered email.
press Reset my password button.
The Change password page opens.
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We have sent a password reset code by email to
n***@e***. Enter it below to reset your password.
Code

New Password
b
Enter New Password Again

C

Change Password

Check the mailbox specified on Step 2. There will be a new email from
no-reply@verificationemail.com with the confirmation code that contains six digits. If you
cannot find such an email in your Inbox, please check the Spam folder.

no-reply@verificationemail.com

to -

Your passwaord reset code is 043409
—

' ™~ b O o ™
[ 4 Reply )( ¢ Replytoall )( ~ Forward |
- AN i _

J

4 Fill in fields a, b and c in Change password | The regular Sign in page opens.

page:

- enter the confirmation code from the The new password is now saved and should be

email to the field a; used.

- enter a new password to the field b; L
Follow the regular Sign in process to enter the

- enter a new password again to the field ¢; | ggmT Registry.

check that password requirements are met

and thus all highlighted in green.
Click the Change password button.

Important: password reset code is valid for
1 hour only. After that it expires. Please
make sure to finalise  Password
change/reset before this deadline.

Table 27, steps after a user forgets their password for the EBMT Registry
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2. When the user is signed in to the EBMT Registry they can change their password in the following way:
Step | User actions EBMT Registry
1 Open User profile at the Navigation menu | The Forgot your password page opens.

and click the Reset password button.

My profile details

D
d01c806

FIRST NAME LAST NAME
Training v3

EMAIL
nadiia.dyba@ebmt.org

To edit your profile details, please contact the Registry Helpdesk by sending an email to

{ RrEseTPassworD ) CLOSE

registryhelpdesk@ebmt org

Follow the Steps 2-4 as described above to
change the password from the EBMT
Registry login page.

Important: password reset code is valid for
1 hour only, after that it expires. Please
make sure to finalise  Password
change/reset before this deadline.

Table 28, changing the password for the EBMT Registry
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Reset MFA

Reset MFA is required in some cases, including but not limited to:

e user needs to change the MFA device or authentication application;

e previously used MFA device is not secure or lost.
Reset of MFA settings will also require the user to change both the password to the EBMT Registry and
Set up MFA once again. The process for MFA reset is described in the following step by step:

Step | User actions EBMT Registry

1 Contact the EBMT Registry Helpdesk [ Administrator resets users settings for MFA.
(registryhelpdesk@ebmt.org) to notify

that the MFA device is lost or needs to be | Important: MFA settings reset involves multiple
changed. Provide details. parties and may take up to 7 working days.

Check the mailbox. There will be a new email from no-reply@verificationemail.com with the
information as provided in the example below. If you cannot find such an email in your Inbox,
please check the Spam folder.

Dear,

Your account to the EBMT Registry has been reset by an administrator. You can log in using
your original username and the temporary password below to (re-)configure MFA.

Username: [username]

Temporary password: [temporary password] (e.g. 2%vgDea0)

Kind regards

Important: temporary password from MFA reset email is valid for 24 hours. After that, it
expires. Please make sure to complete Steps 2-4 as soon as possible and before this deadline.

2 Open the app in your browser. The regular Sign in page opens.

3 Enter the Username and temporary | The Change Password page opens.
password received by email (in Step 1).

Change Password

Please enter your new password below.

New Password

Enter New Password Again

4 Enter a new password to the fields in the | The Set up an authenticator app MFA window
Change Password page. opens.

Check that password requirements are | Follow the Set up MFA process.

met and thus all highlighted in green.
Click the Send button.

Table 29, resetting your multi-factor authentication
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Sign out
Signing out of a web application is essential to ensure the security and privacy of sensitive data. By signing
out, the user terminates the session of the web application. This means that once logged out, the user
has to go through the Sign in process, including MFA, to enter the system again.

Signing out from the EBMT Registry is essential for several reasons, including:
® Security: Signing out from the application ensures that sensitive medical data is protected from
unauthorised access by others who may have access to the user's computer or device.
e Privacy: Signing out of the application helps to protect user privacy.
e Compliance: Signing out of the application is necessary to comply with various regulations and
standards governing the handling and storage of medical data, such as HIPAA and GDPR.

Step | User actions EBMT Registry

1 From anywhere in the EBMT Registry, click | The regular Sign in page opens.
the Sign out button or icon in the

Navigation menu.

Sign in with your username and password

Username
Password

Forgot your password?

MNeed an account? Sign up

Table 30, logging out

Note: simply closing the user's browser window or tab is not considered secure enough and does not
substitute the sign out (logout) process. If a user does not sign out properly, the user's session may
remain active in one of the open browser tabs, potentially allowing unauthorised access to the data.

If EBMT Registry was open in multiple tabs of the browser and the user terminates the session in one of
the tabs (signs out), the information already loaded in the still open tab with EBMT Registry web app will
remain visible, but upon reloading the EBMT Registry tab(s) (or any activity on the web page) the user will
see the Sign in page.

If, for any reason, a user is using two or more browsers (not tabs) to work in the EBMT Registry

simultaneously, The Sign-out process (session termination) should be done separately for each browser. It
is not recommended, though, to work in multiple browsers to avoid confusion or editing conflicts.
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Change Context

The process below explains how to change the Context for users that have access to multiple contexts.

Step | User actions EBMT Registry
1 From anywhere in the EBMT Registry, click | Dropdown list with the list of all available for
the Context menu. the user active contexts will be open under the

Context menu.

2 Click the context you want to be opened. The Dashboard for the user in the selected
context is loaded.

The Context menu displays the name of the
context and user role.

Table 31, changing contexts
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Viewing data

Once the user with access to one or multiple contexts enters the EBMT Registry, they can navigate around

and view the data available within their context.

Use the Navigation menu to open the Patient registry or Donor outcome registry.

Click the Patient in the Patient Registry or Donor in the Donor outcome registry to open and view the
Patient/Donor page, see summary data, timeline and events.
From the Patient page, users can also open the Patient menu to see the following information about this

patient:

Patient registration data and related details.

Consent data - responses to EBMT Informed Consent questions.

Studies - summary on any EBMT and non-EBMT studies the patient was/is enrolled in.

Centres - Information on the patient registration centre as well as centres that have access to the
patient record and the UPN for each of these centres.

Notes - text field for the users notes. This information is for users information only. It is not
included into analytical database.

From the Donor page, users can open the Donor menu to see the following information about this donor:

Donor registration data and related details.

Consent data - responses to EBMT Informed Consent questions.

Centres - Information on the donor registration centre as well as centres that have access to the
donor record and the Donor ID for each of these centres.

Notes - text field for the users notes. This information is for users information only. It is not
included into analytical database.

This section provides simplified step-by-step instructions to find and view various types of data within

EBMT Registry user context for users of all roles.
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Please follow the below step-by-step to access and view Patient/Donor events.

Step

User actions

EBMT Registry

1

Click on the Event in the Patient/Donor
timeline (Patient or Donor page).

Patient/Donor event form and Patient/Donor
event form summary is loaded and shown on
the Main screen.

PATIENT REGISTRY /

DEMO ENVIRONMENT

@ 1234 - General test ~

Patient 4a046bd & rmevores | © Data editor

A Hide summary

EBMT short ID Event date Reg. centre CIC Initials. Date of birth Sex at birth UPN ProMISe ID Last survival status. Date of last survival status

4a046bd 2025-01-01 2048 mMT 1958-02-01 Male 00000005 1 Alive 2025-01-01

- @ f & e

HCT Annual/Unscheduled Follow ... v

2025-01-01

Survival Status

Patient information

Best Response

Graft Function

Preventive therapies

SAVE CHANGES & PRIN

Created at
Last update

Patient information

— Diagnosis for which this treatment was given

Acute Leukaemias v2 - 2020-01-01

Diagnosis for which this treatment was given

Acute leukaemias

@ Remote field

@ Transcribed from Acute Leukaemias v2 (2020-01-01) s

— Treatment for which follow-up is reported for

Allogeneic HCT Day 0 v2 - 2024-01-01

Treatment for which follow-up is reported for

2025-02-26 17-45 Allogeneic HCT

2025-02-26 17:45

Patient/Donor event form includes:
e Patient/Donor event form data.

disabled for data viewers/monitors.

®  Print button - to print the event form currently open in the Main screen;
® Save changes button - to save any introduced changes to the event. This button is

PATIENT REGISTRY /

Patient 4a046bd © smevmoss | ©

A Hide summary

Sexatbith  UPN
98605

EBMT short ID
4a046bd

2020 .

Event date. Reg centreCIC  Initals
20250101 2048 mMT

Date of birth
1956-0201  Male

HCT Annual/Unscheduled Follow ... v

Survival Status

2025.01-01

Survival Status YYYAM.0D)

Patient information
Antimicrobial prophylaxis

Pre-emptive viral therapy
Patient information
Non-infectious complications.

Created at 20250226 17:45

2025.02-26 17:45

Last update 4@ Remote field

DEMO ENVIRONMENT

here s no fleld configured for event type

B 2071 - demo centre 2071 +
Data viewer

PrOMISeD  Lastsuvvalsialus  Date of last suvival status
/ Alive 2025.01-01
_o _o @ )vistview | + aoonewEven

Table 32, viewing a patient/donor events
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Please follow the step-by-step below in order to access and view patient or donor general registration

EBMT Registry user manual for data editors and data viewers v5

data fields and their EBMT patient ID or EBMT donor ID.

Patient information

Step | User actions EBMT Registry
1 Click Edit patient details in the Patient | The Edit patient window opens.
menu. Or
Or The Edit donor window opens.
Click Edit donor details in the Donor menu. . . !
For Data editors all editable fields are
highlighted.
For Data viewers the fields are visible but
greyed out to emphasise that they are not
editable and disabled (see images below).
o >}

Edit donor

The Edit patient window contains:

EBMT patient ID;

information from the Patient registration
Data Collection Form;

ProMiISe ID for patients registered via the
previously used system;

Cancel button - to close the window and
discard changes;

Update patient button - to save any
introduced changes to Patient details.

The Edit donor window contains:

e EBMT donor ID;

e information from the Donor registration
Data Collection Form;

e ProMiSe ID for donors registered via the
previously used system;

e Cancel button - to close the window and
discard changes;

e Update donor button - to save any
introduced changes to Donor details.

Table 33, viewing and editing patient/donor details
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View Patient/Donor Consent

Please follow the following step-by-step in order to access and view Patient or Donor informed
consent-related data fields from the Patient registration DCF or Donor registration DCF:

Step | User actions EBMT Registry
1 Click Manage consent in the Patient menu | The Manage Patient Consent or Manage Donor
or in Donor menu. Consent window opens.
The fields are visible but greyed out for users
without editing rights to highlight that they are
not editable and disabled (see images below).
Manage patient consent
(1]
Manage denor consent
o
The Manage patient consent window contains: The Manage donor consent window contains:
e Patient answers to the consent questions; e Donor answers to the consent
e Cancel button - to close the window and questions;
discard changes; ® Cancel button - to close the window
e Update consent button - to save any and discard changes;
introduced changes to consent questions. e Update consent button - to save any
introduced changes to consent
questions.

Table 34, viewing patient and donor consent in the EBMT Registry
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View Patient Studies

Step

User actions EBMT Registry

Click Manage studies in the Patient menu. | The Manage patient studies window opens.

Manage patient studies

The Manage patient studies window contains:

Information on any non-EBMT studies of the Patient as indicated in the Patient
registration form;

Statement if the Patient can or cannot be included into EBMT studies;

+ADD EBMT STUDY button - to add information about EBMT Study once the patient
is enrolled. This button is disabled for data viewers. (this button should be used only
by EBMT staff)

Cancel button - to close the window and discard changes;

Update studies button - to save any introduced changes to Patient studies questions.
This button is disabled for users without data editing rights.

Table 35, viewing patient studies
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Save system filter as personal filter

Users may save system filter as their personal filter (e.g. to further edit or reuse it). Follow the following
step-by-stem to perform such action.

Step | User actions EBMT Registry

1 In the Patient overview click Filters button | The hint will be shown for the system filter
to open the list of personal and system
filters. Hover the mouse over the icon

B/’to the right from the system filter you
want to reuse

Patients that underwent allogeneic HCT (at any time) B
Patients with a CAR-T where infusion took place (at any time] B_
Patients with any kind of planned cellular therapy (at any time) B
Patients that underwent autologous HCT (at any time) B
Patients that received an HCT or had a (planned) CT in 2024 B.
-
9 Save as personal filter window appears.
. . .
/4 H i .
Click the icon It contains two fields:

Name - to name the personal filter to be
created, by default it contains the name of the
source filter.

Tags - to add tags the user wishes for the
personal filter to be created.

It also contains the following buttons:

Cancel - to close the window and cancel the
creation of new personal filter;

Duplicate and apply - to confirm the action and
create a new personal filter with specified in the
window name and tags.

Save as personal filter

Patients that underwent allogeneic HCT (at any time)

CANCEL DUPLICATE & APPLY

Fill-in fields as required and click Duplicate | The personal filter is saved and applied to the
and apply button Patients registry list. Filtered list of patients is
displayed.

Table 36, saving system filter as a user personal filter
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Set up personal filter

Creating or setting up a personal filter to filter or search for Patients or Donors follows the below logic:
1. Identify all the data fields that will be Parameters for the User’s personal filter.
a. For each data field, identify the event (Data collection form) that contains this data field.
Due to event versioning in the EBMT Registry, it is also important to identify if the filtering should be done
only in one or multiple versions of the event form, the versions should be stipulated at filter creation..
b. For each Patient event, identify the event category (if it refers to Patient Diagnosis,
Treatment, Follow-up or Other category). There are no event categories for Donors and
this step can be skipped.
c. For each Event, if there are multiple event types (e.g. Patient underwent multiple auto
HCT treatments), will the filter consider all events or only a specific event? If only a
specific event is to be considered for this filter, specify if it is the first or the last event
from the respective patient timeline.
2. Identify the Condition and reference Value for each Parameter (data field). Parameter +Condition

+ Value will detail filter Criteria.

3. What are the relationships between the filter Criteria? It can be either:
a. and:e.g. Criteria A and Criteria B and Criteria C;
b. or:e.g. Criteria A or Criteria B or Criteria C.
4. Will the filter Criteria be divided into separate groups? If yes, how many groups and what are the
relationships between the filter groups? It can be either:
a. and:e.g. (Criteria A and Criteria B) and (Criteria C or Criteria D or Criteria E);
b. or: e.g. (Criteria A and Criteria B and Criteria C) or (Criteria A and Criteria D and Criteria
E).
The process below explains how to set up a personal filter manually from scratch and filter Patients list.
For Donor outcome registry follow the same logic choosing Donor-related filter conditions.

Step | User actions EBMT Registry

1 From the Patient registry overview page | The Create a population filter window opens.
click +New filter.

Create a population filter

Assemble a new set of filter conditions by combining them using and/or operators or even groups for more advanced segmentation

ADD CONDITION, RELATED TO...

(4 patient ) ( 4+ Treatment ) ( + Follow-up ) ( + Diagnosis )

[ AND | OR |

( + appcrouP )

(omea ) (e ) ()
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2a Click + Patient under Add condition, | The filter Criteria 1 is shown (Parameter,
related to... to specify that data field of | Condition, Value are 3 dropdown fields) to
interest (filter parameter) that refers to specify criteria that refer to the chosen event.
Patient Registration information.
1. The minus icon e is shown to the right
If the data field refers to another event | from the filter criteria. It can be used to
category (not to Patient Registration but to | delete/remove this whole filter criteria
Treatment, Diagnosis, Follow-up), choose | regardless of whether it is empty or filled in
the correct one by clicking + [Name of | With data.
Event Category] button and then specify . ) ]
. 2. +Add condition button is shown under filter
the form and form version. Example below L )
criteria and can be used to add one more filter
RO T T criteria that refers to Patient Registration
3. Use and/or toggle button to the left from
= filter Criteria 1 to specify the relationship
between this condition and the following ones
in the same group. This toggle is shown when 2
or more criteria are shown.
[ el o
€]
3a Specify filter Criteria using the dropdowns | Selected Parameter, Condition and Value are
with answer options  (Parameter, | displayed in filter Criteria.
Condition, Value). These fields remain active and can be amended
at any point of setting up the filter.
premieme—— B ———
da Click +Add condition under displayed filter | A new filter Criteria (Parameter, Condition,
Criteria if you need to add one more filter | Value are 3 dropdown fields) to specify criteria
Criteria that refers to the same event or | that refers to the chosen event is shown.
DCF.
Note: pay attention to the version of the
form while configuring filter criteria.
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Create a population filter

Condition related to: Diagnosis / Acute Leukaemia

Parameter

©

Event type (Any) -
AND v e — Condiion® — Value*
Date of diagnosis - before 2100-01-01 B o
AND  “paameter — Conditon” — Value
Acute Leukaemias - Classification equalto Acute myeloid leukaemia (AML) v |
AND I
Parameter™ v
+ Add conditi

AND  ADD CONDITION, RELATED TO...

C + Follow-uj

cancet ) ( meser

) GG

(€]

Specify filter Criteria using the dropdowns
with answer  options  (Parameter,
Condition, Value).

Selected Parameter, Condition and Value are
displayed in the filter Criteria.

These fields remain active and can be amended
at any point of setting up the filter.

Condition related to: Diagnosis / Acute Leukaemia
Parametor
Eventtype (Any) -
AND ¥ pameter

— Condion”

— Value®

Date of diagnosis - before 2100-01-01 = ‘ (S}

AND e — Conditon” ~Velue"
Acute Leukaemias - Classification v | | equalto Acute myeloid leukaemia (AML)  ~ | ©

AND Parameter” Condiion” Valua™ ©
Date of diagnosis. - after or equal to - 2016-01-01 = ‘ (S}

+ Add condition

AND  ADD CONDITION, RELATED TO...

(" + patient ) ( + Treatment ) ( + Follow-up ) ( + Diagnosis

( canceL ) RESET )

2b

Click the + [Name of Event Category] | The list of events in the chosen Event category
is shown.

under Add condition, related to.. to specify
to which event category the Event with a
data field of the interest (filter parameter)
belongs. Event Categories are shown as
buttons with the plus sign before the
name.

The Event category name is clickable and can be
used to go 1 Step back.

AND  ADD CONDITION, RELATED TO.

(+ patient ) ( + Treatment ) ( + Follow-up ) ( + Diagnosis )

(AND | OR |

+ ADDGROUP )

CANCEL ) RESET

APPLY
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(Parameter, Condition, Value).

3b Click + [Name of Event] under Condition | Filter Criteria 3 is shown (Parameter, Condition,
related to [Name of the event category] to | Value are 3 dropdown fields) to specify the
specify what event contains the data field criteria that refers to the chosen Event.
of interest (filter parameter). Events are
h b ( p hol _) bef h An additional line under Condition related to:
shown as buttons with plus sign before the [Name of Event] is displayed with a field that
name. describes the Event type. Answer Any is chosen
by default, use the dropdown to select from the
answer options: Any, First, Last, if needed to
specify that the Criteria refer only to one
particular event from the Patient timeline.
4b Specify filter Criteria 3 using the | Selected Parameter, Condition and Value are
dropdowns  with answer  options | displayed in filter Criteria 3.

These fields remain active and can be amended
at any point of setting up the filter.

Follow the Steps 3a - 4a to add and specify
more condition(s) that refer to the chosen
Event, if needed.

Follow the Steps 2b-4b to add and specify
more conditions that refer to any other
Event, if needed.

Click the +Add group button at the bottom
of the window to add one more group of
conditions, if needed.

The new Group of conditions for set up is
shown.

1. Use the AND/OR toggle button shown before
the group of conditions 2 to specify the
relationship between these groups.
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and

Date of this HCT greater than

+ Add condition

ADD CONDITION, RELATED TO.

ADD CONDITION, RELATED TO.

+ Patient | + Testing  + Test2 |+ Diagnosis + Treatments.

‘‘‘‘‘‘

20160101 8l e

For the New group of Conditions follow
the Steps 2a-4a or 2b-4b to add and
specify conditions that refer to the Patient
registration form or Patient Event.

6 Click the Apply button to apply the filter.

Patient Registry overview page shows filtered
list of Patients.

Table 37, making a personal filter and saving it
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Save personal filter

The process below explains how to save an already set up personal filter.

Step | User actions EBMT Registry
1 Set up personal filter that you would like to | Click on the three dots icon to call the menu.
save.

Create a population filter

betore. ay e
Cancel hr-»««r
2 Click Save as personal filter in the | Save as personal filter window appears. It
appeared menu. contains two fields:

Name - to specify the name of filter. It will be
later shown in the dropdown list of saved
personal filters.

Tag(s) - to enter and save some tags, later to
find this filter more easily in the list of saved
filters.

It also contains the following buttons:

Cancel button- to cancel the action and close
the window.

Save and Apply button - to save the personal
filter and apply it filtering the list.

Save as personal filter

CANCEL SAVE & APPLY
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3

Enter the Name you want to assign to this
filter into the 1st field Name.

Enter tags into the 2nd field Tag(s): type
the tag name and press Enter every time
you want to have it entered as a tag.

Paediatrics € 2013 @  PCDafter2013 @

Tags may include letters and numbers
without space. If a space is used while
naming a tag, the system will show an
error. Such tag needs to be removed and
entered again in the correct format

Children PCD &

each value in tags must contain only letters and numbers

Click Save and Apply button to save the
filter.

Save as personal filter window closes. The filter
is saved and applied to the overview list.
Filtered list is loaded in the main screen.

The name of the filter and number of conditions
it contains is shown above filtered list.

The filter is now shown in the list of saved
personal filters.

Patient Registry

© Admin ~

Y Furess v PCDafer2013 (2 conditons defined) © YRR I )

O  shotid Registration CIC Regisiration centre name UPN
O  st02tec 1011 demo centre 1011 1234568
0O  9setser 12 demo centre 12 12312
O  7es1zes 7 demo centre 17 123

[0  cosboos 7 demo centre 17 1234

Aresuls

Patient Registry

Y uers A |+ Newsren

ag ‘ UPN
FAKET
[ peosnerzon | g
S— e E— 1234568
O erzases  tom demo centre 1011 780654
O ftetes2s 1005 demo centre 1005 1
0O zmese 1016 demo centre 1016 123456
0 ssaceos 1005 demo centre 1003 s000
[0 ssosde 616 General Test o0

Date of birth Sex at birth Date of last event Last modified 7
2020-01-02 Female 2023-07-21 2023-07-21
2018-02-02 Male 2023-08-01 2023-06-14
2016-02-03 Male 2023.05-10 2023-06-15
2019-02.03 Male 2023-05-11 2023.06-15
ltems perpage: | 20 v 1-do04
© Admin ~

+ ADD PATIENT

Date of bitth Sexatbirth Dateoflastevent  Lastmodiied o/
1976.12-10 Female 2028.05-15 2028.07-19
1960.01-10 Male 2028.07-01 2028.07.06
20200102 Female 20280721 2028.07.21
2007-10-15 Female / 2028.05.25
19500428 Male 2023.06-15 2023.06-10
200103 Female 20280826 20280613
1973.03 Male 2022:02:02 2028.06-12
1984.10.08 Female 2028.01.05 2028.06.22

Table 38, making a personal filter and saving it

129



(e=nr Regiistry

Edit personal filter

EBMT Registry user manual for data editors and data viewers v5

The process below explains how to edit an already saved personal filter.

Step | User actions EBMT Registry
la Open the list of saved personal filters and | Edit personal filter window opens.
find the filter you would like to edit.
Click Edit icon button next to this filter | It contains:
name. 1. Filter name field
. . 2. Filter tag(s) field
Patient Registry . g(s)
3. Filter menu
Y FILTERS A + NEW FILTER 4 F||ter cond|t|0n(s)
Q Search for personal filters by name or tag 5' Cance/ bUtton - to Cancel the requeSt
and close the window without applying
PCDafter2013 Edit Changes'
R 6. Reset button - to resent and empty
filter condition(s).
1b When the filter you want to edit is applied 7. Save and Apply button - to save any
to the overview list, click Edit button introduced changes into the filter and
above the filtered list. apply this filter to the overview list.
Patient Registry
Edit personal filter 3
o - \= e
o .
e o P ol o
Reset ,
2 Edit the personal filter as required by | Edit personal filter window closes. The filter is

introducing changes into available fields.

Click Save and Apply button to save the
changes into this personal filter and apply
it filtering the overview list.

saved and applied to the overview list.
Filtered list is loaded in the main screen.

The name of the updated filter and number of
conditions it contains is shown above filtered
list.
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Patient Registry © adamn -

Y s v

snor0 Regisraton cic. PN oate orbin sexarvimn Date ofast event Last moainea /s
tesesas 1005 ema cente 1005 . 1950-04.26 iz 20220615 20230610
2ramac 1016 demo centre 1016 128455 20103 Female 20230825 20230813

esaa0s 1003 ‘cema cente 1003 o359 197303 iz 20220202 20230612

S50 516 GeneralTest 06 198410.08 Female 2023.01.05 20230622

000000

asseses 1003 ‘cema cente 1003 395 1900-01-02 iz 20200202 2230629

Table 39, editing a personal filter

Delete personal filter
Note: deletion of a personal filter is not reversible action. It is not possible to restore deleted filters.

The process below explains how to delete any saved personal filter.

Step | User actions EBMT Registry
1la Open the Edit personal filter window as | The warning window will appear asking for
explained here. confirmation on requested action.
Click Filter menu icon and then Delete | It contains:
personnel filter option. Cancel button - to cancel the request and return
e to Edit personal filter window.
= [ : ‘ Delete personal filter button - to confirm the

deletion of this personal filter.

Are you sure you want to delete this personal filter?

[SANEMN  DELETE PERSONAL FILTER

2 Click the Delete personal filter button to | This personal filter is deleted from the system
confirm the deletion. and thus removed from the list of saved
personal filters. Unfiltered overview list is
loaded in the main screen

Table 40, deleting a personal filter
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The process below explains how to duplicate or create a copy of any saved personal filter.

Duplicate personal filter window
required.

as

Click Duplicate personal filter button to
confirm the action.

Step | User actions EBMT Registry
1 Open the Edit personal filter window as | The Duplicate personal filter window will
explained here. appear.
Click Filter menu icon and then Duplicate | It contains:
personnel filter option. Name field - to enter the name of duplicate
filter. By default this field contains the name of
= , the original filter followed by the word copy.
Tags field - to enter the tags for the duplicate
filter. By default this field contains the tags of
the original filter.
Cancel button - to cancel the request and return
to Edit personal filter window.
Duplicate personal filter button - to confirm
saving the duplicate of this personal filter with
entered into the Duplicate personal filter
window name and tags.
| Duplicate personal filter Fj
i PCD @ ;
|
2 Edit the Name and Tag(s) fields of the | The duplicate filter is saved and applied to the

overview list. Filtered list is loaded in the main
screen.

The name of the filter and number of conditions
it contains is shown above the filtered list.

The filter is now shown in the list of saved
personal filters.

ooooao 3

Patient Registry

yyyyyy

rrrrrr

Patient Registry

Y Fiters A + NEW FILTER

Q_  search for personal flters by name or tag

PCDafter2013 7

PCDafter2013 copy 7

Table 41, duplicating a personal filter
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View anonymous events

The process below explains how to access and view anonymous events in the user Context.

Step | User actions EBMT Registry
1 Click Anonymous events in the Navigation | Anonymous events overview page opens
menu.
Anonymous events e
2 Click the event you wish to open and view. | The Anonymous event is loaded and shown on

the main screen.

mous event ebd9f52 @

Minimal essential data

Table 42, viewing anonymous events
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events data

Step | User actions EBMT Registry
Click Anonymous events in the Navigation | The Anonymous events overview page is
menu loaded
(emrRegistry  Anonymous events
Click Export anonymous events button Are you certain modal window appears

requiring confirmation to comply with security
requirements.

Are you certain?

All users of the EBMT Registry must comply with the EBMT Registry Conditions of Use,

Data Protections

Protection Regulations (GDPR 2016/675). By proceeding vith this export, | understand
that! 2 EBMT

Registry and |

Click I understand button.

The modal window disappears. The system
will show the confirmation message on the
bottom part of the web page

Your export has been requested in the exports page

Open Exports in the Navigation menu and
find your requested export in the list.

Once you see that the export status is Ready,
click Download button

Sensitive patient data modal window will
appear to warn about export content
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Sensitive patient data

All users of the EBMT Registry must comply with the EBMT Registry Conditions of Use, Data Protections laws in
existence in each individual country, and the General Data Protection Regulations (GDPR 2016/679). By proceeding
with this export, | understand that | am downloading sensitive: patient- and/or donor-related data from the EBMT
Registry and | agree to comply with the requirements mentioned above.

CANCEL | UNDERSTAND

Click I understand button

The file is downloaded to your computer

(check downloads folder on your device).

Table 43, exporting anonymous events data
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Print Patient or Donor Event

Since the EBMT Registry is a web application, users are always able to print the webpage through the
toolbar of their web browser or a keyboard shortcut.

The process below explains how to print a Patient or Donor Event form as displayed in the system user
interface with EBMT Registry built-in functionality. The print document produced by the EBMT Registry is
more user-friendly compared to the standard browser one.

Remember that printing document contains sensitive patient or donor data and all security measures
should be applied.

Step | User actions EBMT Registry
1 Open the Patient event that you wish to | The confirmation warning appears.
print. It contains the following buttons:
Click on Print in the Event form summary. Cancel - to cancel the printing request and

return to the patient event form.

I understand - to confirm the user agrees and
understand the shown warning and agrees to
comply with the mentioned statement.

Sensitive patient data

All users of the EBMT Registry must comply with the EBMT Registry Conditions
of Use, Data Protections laws in existence in each individual country, and the
General Data Protection Regulations (GDPR 2016/679). By proceeding with this
export, | understand that | am downloading sensitive patient- and/or donor-related
data from the EBMT Registry and | agree to comply with the requirements
mentioned above.

CANCEL | UNDERSTAND

2 Read carefully the warning and click / | The event form is transformed into a file in
understand to confirm and proceed to | pdf format and downloaded to the users
printing. computer. (into Downloads folder) ready to

Or click Cancel to cancel the printing. be printed.

Table 44, printing patient or donor events

The printed version of an event received as a result of the currently explained process is not identical to
the paper version of a Data Collection Form because it does not show answer options to data fields, does
not display questions dependent on other factors than entered values, etc.
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Data Editor-related functionality

The EBMT Registry was designed so that users can fill a paper Data Collection Form first and then enter
the information into the EBMT Registry, or fill the information online directly. The use of the EBMT
Registry online platform is preferred, as it saves time, avoiding mistakes while transferring data from
paper to the EBMT Registry, the system will also check for potential errors (validation checks) and
navigate the user through the required fields (depending on answer to a question, dependant sub
questions appear).

Reminder: It is important to save changes regularly during the data entry process.
Add Patient

The process below explains how to register (add) a new patient to the EBMT Registry.

Step | User actions EBMT Registry
1 From the Patient Registry overview page | Add a new patient window opens.
click Add patient button. It contains data fields from the a Patient

registration form and is represented as 3 steps

form (it can be considerate as 3 pages or
oeLpens sections of the same form):

1. Patient consent - contains data fields related
to the Patient Informed consent.

2. Patient Info - includes data fields related to
the general patient registration data (UPN,
birthdate, initials, etc.).

3. External studies - data fields to inform if a
patient is part of any non-EBMT study and
study-related data.

4. Validation - in case of suspected duplicate,
the warning is shown and extra data is
requested to be entered (indication diagnosis
and the date of the indication diagnosis) for the
duplicate check.

At the bottom of the form there are shown the
following buttons:

Cancel - use this button to cancel new Patient
creation. The Add a new patient window will be
closed, already entered information, if any, will
be lost.

Next - use this button to proceed to the next
step (page) of the registration form.
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PATIENT REGISTRY / CREATE @ 1645 - Auto TestiaBoISE] +
Dot ecer

Patent Consent Patient nfo Extemal studies vatcaton
( @ves Omo ‘
204 1108 El‘

2 Answer questions in the Patient consent
section. Remember to add the Date of the
Patient informed consent.

Click the Next button at the bottom of the
Add a new patient window.

It is important that all questions of this
section are mandatory and shall not be
left blank. If a user proceed to next
sections of the Add a new patient, the title
of the Patient consent section will be
marked with an Error and shown as

The Patient registration section will be shown in
the Add a new patient window.

At the bottom of the form there are shown the
following buttons:

Cancel (explained in the Step 1).

Previous - use this button to go back to the

previous section Patient consent (Step 1).

Next - use this button to proceed to the next
step (page) of the registration form.

Data editors in VR context that Add a new
patient will see one extra data field Centre,

A : e
where they must specify the registration centre
Patient consent q o
Form invalid for this Patient.
following
° o -] o

Patent Consent Patient Info

Extemal studies Vaiidation

Hospital unique patient number or code (UPH)*

The infias ields
s information (o be shared with EBMT.

mandatory for
41 informatin to be shared with EBNT.

the local laws akow for

iy for Uk

( O mae O rFemae

’/OA Oe O# Oo

‘ ‘ O - O+ O Notevaluated () Unknown ‘

(" cancer ) ( previous )
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3 Answer questions in the Patient | The Patient studies section will be shown in the
registration section. Add a new patient window.

Click the Next button at the bottom of the | At the bottom of the form there are shown the
Add a new patient window. following buttons:
Cancel (explained in the Step 1).

UPN number is a very important data field Previous - use this button to go back to the

that should be entered correctly at this previous section Patient consent (Step 1).

Next - use this button to proceed to the next

step. Please check it is correct before ” .
step (page) of the registration form.

proceeding.

All data fields (except Ethnicity and Postal
code) are shown as mandatory and shall
be filled in. If a user proceeds to the next
section of the Add a new patient or
returns to a previous one, the title of the
Patient registration section will be marked
with an Error and shown as following:

A

Patient Info

Due to legal restrictions in some countries,
in rare cases patients initials may not be
reported, the field will still be highlighted
with an error, but it will not block Adding a
new Patient to the EBMT Registry.

DEMO ENVIRONMENT . »
PATIENT REGISTRY | CREATE 815000 semo cenre 5000 -

o [ © A
Fasant Cansen Exematsudes Vasston

nnnnnnnnn
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4 Answer questions in the Patient studies | If all mandatory fields were filled in the Add a
section. new patient window, the patient duplicate

check will be performed and, if it is successful,
the new Patient is successfully created in the
EBMT Registry and the Patient page is shown in
the main screen.

Click the Create patient button at the
bottom of the Add a new patient window.

From EBMT Registry version 2.11 it will be | If there is missing information in the mandatory
possible to enter more than 1 non-EBMT | fields, the corresponding section of the form is
studies, if required. highlighted with an error, the data field is
highlighted in red. The Create patient button
may be clicked, but the Add a new patient
window remains open. Add information to the
mandatory fields and click the Create patient
button.

If the data of the patient the user is trying to
register is matching the data of an existing
patient, there will be shown the warning or
error message as explained in details in the
Duplicate check section and user might be
asked to enter the patient diagnosis and the
diagnosis date for further Duplicate check.

ShotPasentD  RepoenkeCIC  Infal  Daofbn  Sexatbih  UPN
1645 n 196703 Male 3563476

ShoPasentD  RepceweCC  inass  Dsteofbien uen
Bb5b7DL 9591 nw 196703 Male Al projection Caicos Chips quantity |

o @ ©

Secuon U owsen
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screen.

DEMO ENVIROMENT

PATIENT REGISTRY / CREATE

Once all mandatory fields are filled-in and
data is validated, click Create patient
button in the right bottom corner of the

5000 dmo canwe 5000

NEW PATIENT

new patient window.

Create patient - the button to confirm
Adding a new patient to the EBMT Registry
with registration data entered in the Add a

The patient is added to the database and
Patient page is loaded to the user screen.

PATIENT REGISTRY /

Patient 710ed52 ©

A Hide summary
EBMT short ID Event date Reg_ centre CIC Inifals. Date of birth
T10ed52 i 9000 HDM 1945-10-22

Sexatbith
Male

DEMO ENVIRONMENT

uen ProMise ID Last survival status Date of last survival status
0118391831 i ! i

Add a first event

Diagnosis

Autoimmune disorders

\: + Autoimmune Disordersv2 :
Haemoglobinopathies

(" + Hacmogiopinopatniesva )
Other diagnosis

(+ omerbagrossva )
Solid Tumours

(+ sotarumoursz )
Non-indication diagnosis
(+ wonindicaton Disgnosis vz )

Plasma Cell Disorders (PCD) Incl. Multiple Myelorna (MM)
\: + Plasma Cell Neoplasms (PCN) v2 :\

Lymphomas

[+ tumohomacws

[(CIPESICT  + ~oo new event

@ 9000 - demo centre 9000 +
Data editor

Table 45, instructions on how to add a patient to the EBMT Registry
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Add Donor

The process below explains how to register (add) a new donor to the EBMT Registry Donor outcome

registry.
Step | User actions EBMT Registry
1 From the Donor outcomes registry | Add a new donor window opens.

overview page click Add donor. It contains data fields from the Donor
registration form and is represented as 2 steps
form (it can be considerate as 2 pages or
sections of the same form):

1. Donor consent - contains data fields related
to the Donor Informed consent.

2. Donor information - includes data fields
related to the general donor registration data
(GRID, Donor ID, birthdate, initials, etc.).

At the bottom of the form there are shown the
following buttons:

Cancel - use this button to cancel new Donor
creation. The Add a new donor window will be
closed, already entered information, if any, will
be lost.

Next - use this button to proceed to the next
step (page) of the registration form.

Add a new donor

Donor consent Donor information

D the oo consent 1 haing ther data subsmitied fo EBMT?*
( O ves (O Mo

CANCEL
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2 Answer questions in the Donor consent
section. Remember to add the Date of the
Donor informed consent.
Click the Next button at the bottom of the
Add a new donor window.

It is important that all questions of this
section are mandatory and shall not be
left blank. If a user proceeds to the next
section of the Add a new donor, the title
of the Donor consent section will be
marked with an Error and shown as
following

A

Donor consent
Form invalid

The Donor information section will be shown in
the Add a new donor window.

At the bottom of the form there are shown the
following buttons:

Cancel (explained in the Step 1).

Previous - use this button to go back to the

previous section Donor consent (Step 1).

Create donor - the button to confirm Adding a
new donor to the EBMT Registry with
registration data entered in the Add a new
donor window.

Data editors in VR context that Add a new
donor will see one extra data field Centre,
where they must specify the registration centre
for this Donor.

Add a new donor

-]

Donor consent

Donor information

GRID

Donor number*

( year -

Inifials first name ]

Initials last name

|
|
|
|

The initials fields are mandatory for all centres where the local
Iaws allow for this information to be shared with EEMT.

The initiaks fields are mandstory for all centres where the local
Iaws allow for this information to be shared with EBMT.

{ O Male O Female

[ camcer ) [ emevious ) CREATE DONOR
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3 Answer questions in the Donor | If the data is entered correctly, the new Donor is
information section. successfully created in the EBMT Registry and
the Donor page is shown in the main screen.

Click the Create donor button at the

. If there is missing information in the mandatory
bottom of the Add a new donor window.

fields, the corresponding section of the form is
; _ highlighted with an error, the data field is
If a user returns to a previous section, the | nighlighted in red. The Create donor button
title of the Donor registration section will may be clicked, but the Add a new donor
be marked with an Error and shown as | \yindow remains open. Add information to the

following: mandatory fields and click the Create patient
button.
A
Donor information
Form invalid

Due to legal restrictions in some countries,
in rare cases donor initials may not be
reported, thus it will not block Adding a
new donor to the EBMT Registry.

imtisls Datzofbim Seemman  Donorrum s PuMSaD  GRD
cc 19700301 Male 8333888 g 8426000009039478889

Add a first event

FOLLO!

Table 46, instructions on how to add a donor to the EBMT Registry
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Please follow the following step-by-step in order to edit Patient general details-related data fields from

the Patient registration DCF:

A. date of birth;
B. initials for name;
C. initials for surname;
D. Ethnicity; (should be entered only for UK centres)
E. postal code; (should be entered only for UK and France centres)
F. sex at birth;
G. blood group;
H. rhesus factor.
Step | User actions EBMT Registry
1 In the Patient page click on the three dots button | The patient menu will open.
to the right from the Patient short ID to call the
Patient menu.
- B 9000 - demo centre 9000 ~
Patient 46aldfb & rmevmorss | @ Data editor
A Hide summary
Edit patient details
EBMT short ID Event date Reg. centre CIC Initials C birth UPN ProMISe ID Last survival status Date of |ast survival status
46a1dfb 2025-01-22 2000 AABB 2 Manage centres 12345678 i Alive 2025-01-22
Manage studies -
o i
Cellular Therapy (CT) Follow up ... v HEFEBILES
2 Click on Edit patient details in the Patient menu. | The Edit patient window will appear.

It is 2 steps form (it can be considerate as 2 pages
or sections of the same form):

1. Patient information - includes data fields
related to the general patient registration data
(UPN, birthdate, initials, etc.).

3. Reason - data field to inform about the reason
for the change.

At the bottom of the form there are shown the
following buttons:

Cancel - to discard the changes. Use this button to
close the Edit patient window without saving any
changes done.

Next - use this button to proceed to the next step
(page) of the form. The button is active only if
data editor edited any field of the form.
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Step | User actions EBMT Registry
o -]
Male (@) Female
A @8 a8 o Q- @+ O Nolevauated () Unknown
5 Edit required fields. The Edit patient window: reason for changes will
Click the Next button to proceed to the next step. | be shown.
There are shown the following buttons at the
bottom of the window:
Cancel - to discard the changes. Use this button to
close the Update this patient window without
saving any changes done.
Previous - to go back to editing patient
information.
Update patient- to save changes and close Edit
patient window.
Edit patient
Patient information Reason
Updated source information -
6 Enter the reason for the changes: The Edit patient window disappears.
e Updated source information Patient page is displayed at the main screen.
e Data entry error/mistake
Click the Update patient button.

Table 47, instructions on how to update patient information

Note: The Edit patient window also shows the EBMT Patient ID (log ID) if it is required to see this
information through the user interface. This field is not editable but for information purposes only.
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Edit Patient UPN

Data editors can update the patient UPN, if needed. Follow the instructions below to update or edit the

Patient UPN
Step | User actions EBMT Registry
1 In the Patient page click on the three dots button | The patient menu will open.
to the right from the Patient short ID to call the
Patient menu.
3 @ 1234 - General test «
Patient 4a046bd &~ | © Datnedtor |
~ Hide summary
Edit patient details
EBMT short ID Event date Reg. centre CIC Initials Date of UPN ProMiSe ID Last survival status Date of last survival status
4a046bd 2025-01-01 2048 MT 1968 pfanage centres 000000005 ! Alive 2025-01-01
- @ 20 2 @
° Manage studies
Update notes ftatus
HCT Annual/Unscheduled Follow up v2 v
—
2T 2025-01-01 = ‘
2 Click on Manage centres in the Patient menu. The Centres linked to patient window will appear.

There are listed centres linked to this patient and
UPNs per centre.

The UPN field is shown as disabled (greyed out).
Next to the UPN field there are shown edit icon

4 and delete icon

Note: data editors cannot delete the patient UPN
or the link between the centre and the patient.
Should data editor click this button, the system
will show an error.

The Centres linked to patient window also
contains administrator-related fields to link a new
centre to the patient. For data editors it is not
possible to link new centres, thus such fields
should not be used.
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Step | User actions EBMT Registry
At the bottom of the form there are shown the
following buttons:
Cancel - to discard the changes. Use this button to
close the Centres linked to patient window.
+Link centre - data editors are not able to link
new centres to a patient, thus clicking this button
will cause system showing an error to data
editors.
Centres linked to patient
— Redgi ion centre*
2048 - demo centre 2048 - 4
3 Click the edit icon next to the patient UPN inthe | The UPN field is shown in edit mode, there are
Centres linked to patient window. icons to confirm and save changes v or to
cancel and close the field without saving any
changes X
— Centre UPN*
‘ 1234 - General test ‘ (000000[2‘5 v X
Link new centre to patient
7 @mEm + ENTRE
4 Edit the patient UPN as required and click The Updated UPN is saved in the UPN field. The

confirm icon

field is shown as disabled.
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Step | User actions EBMT Registry
— Cenire
1234 - General fest ‘ /
Link new centre to patient
CANCEL + T
5 Click Cancel button at the bottom of the Centres | The Centres linked to patient window disappears.
. . . The patient page is updated. New patient UPN is
linked to patient window. P ) pas . P P
shown in the Patient summary.

Table 48, editing patient UPN in the EBMT Registry
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Edit Patient consent

Follow the instructions below to update or edit the Patient informed consent related data, in particular:

1. Remove consent to having patient data submitted to EBMT
Important: if the patient withdraws the consent (answer is changed to No), the application will ask for the
date of the patient consent withdrawal, the patient page will be turned to Read only mode. This means
that already submitted data will remain visible, but it will not be possible to add new events data.
Patient data and events are not removed from the EBMT registry in this case. If this action happened
accidentally, please contact EBMT Registry Helpdesk to request reversing such action and explaining all
the details of the case.

2. Change the informed consent date:
At patient registration, a data editor enters the First informed consent date. This is the date the first
informed consent was given (with signed informed consent form) by the patient or their legal guardian to
having their data submitted to EBMT. (Please see more details in the Guide to the completion of the
EBMT data collection form: Patient_registration_v2.0 available on the EBMT website)
In the scenario that a patient has been transferred from another hospital where consent was already
collected, the new centre is responsible for obtaining the patient's consent (its date shall be recorded in
the data field the Most recent informed consent date) and providing evidence of the consent acceptance
following GDPR and their local regulations. The first date of consent from the previous hospital will be
maintained since it is when the patient-EBMT relation was authorised.
Note: once First date of informed consent is added to the EBMT Registry, this field cannot be edited.
Please contact EBMT Registry helpdesk if it is required to correct this data field, specifying all the details
and the reason for such change.

Most recent informed consent date - is the date the latest informed consent form was signed by the
patient or their legal guardian.

In the EBMT Registry initially this field is pre-populated with the date entered into the First informed
consent date and it shall be edited/updated by the centre in case the patient or their legal guardian
signed an informed consent form different from the form registered in the first informed consent field
above.

For some patients this field is empty, this is due to the fact that this data field was added to the database
after patient was created. Please note, that the system logic is not affected in this case.

Note: this date shall be edited in the EBMT Registry whenever the patient or their legal guardian signs a
new informed consent form. The remaining questions of this section below should always reflect the
patient details as per the most recent informed consent form signed.

3. Update or edit other consent-related questions.

Step | User actions EBMT Registry

1 In the Patient page click on the three dots button | The Patient menu will open.
to the right from the Patient short ID to call the
Patient menu.
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Step | User actions EBMT Registry
- B 9000 - demo centre 9000 ~
Patient 46aldfb © Data e
A Hide summary
Edit patient details
EBMT short ID Event date Reg. centt Date of birth Sex at birth UPN ProMiSe ID Last survival status Date of last survival status
46a1dfb 2025-01-22 9000  |fanage centres 2005-02-01 Male 12345678 I I 2025-01-22
202 . Manage consent --e @L\stwew
Manage studies -
0 0
Survival Stat
Cellular Therapy (CT) Follo ERES urvivel St
2 Click on Manage consent in the Patient menu. The Manage patient consent window will appear.
There are shown the following buttons at the
bottom of the window:
Next - to proceed to the next step of updating
patient consent data. The button is active
(enabled) only if any field in the form was edited.
Cancel - to discard the changes. Use this button to
close the Manage patient consent window
without saving any changes done.
Manage patient consent
° e
s ]
G @
®w O
® N i
@. N o
® N e
3 Edit required fields. The Manage patient consent window: reason for

Click the Next
changes.

button to proceed with the

If the changes due to signing a new ICF, make
sure to enter the date into the field Most recent
consent date.

changes will be shown.

There are shown the following buttons at the
bottom of the window:

Cancel - to discard the changes. Use this button to
close the Manage patient consent window
without saving any changes done.

Previous - to go back to the editing of the patient
consent data.

Update consent - to save changes and close
Manage patient consent window.

151




o
éB—M\.r Reg I St ry EBMT Registry user manual for data editors and data viewers v5

Step | User actions EBMT Registry

Manage patient consent

Consent Reason

Updated source information

Cancel PREVIOUS UPDATE CONSENT

4 Enter the reason for the changes: The patient consent-related data is updated.
e Updated source information The Manage patient consent window disappears.
e Data entry error/mistake Patient page is displayed at the main screen.

Click the Update consent button.

Table 49, editing patient consent in the EBMT Registry

Note: If a patient or donor besides removing the consent to share data with EBMT specifically requests
that their data is removed from EBMT Registry, please contact EBMT Registry Helpdesk. Only

Administrator can delete patient or donor from the database.
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Edit Donor details
Please follow the following step-by-step in order to edit Donor general details and related data fields from
the Donor registration DCF:
A. Donor GRID

B. date of birth;
C. initials for name;
D. initials for surname;
E. sexat birth.
Step | User actions EBMT Registry
1 In the Donor page click on the three dots button | The donor menu will open.
to the right from the Donor short ID to call the
Donor menu.
H Y494y - |ES I Centre (no OMUF sync)
Donor 2896c77 © Datz edor
~  Hide surmmary
Edit donor details
EEMT short ID Event date Reg. centre Date of birth Sex at birth Dienor number ProMISe ID GRID
2896c77 i 9999 Manage centres  1970-03-01 Male 5385588 i 8486000009039475589
Manage consent
Update notes &
2 Click on Edit donor details in the Donor menu. The Edit donor window will appear.

It is 2 steps form (it can be considerate as 2 pages
or sections of the same form):

1. Donor information - includes data fields
related to the general donor registration data
(EBMT Donor ID, birthdate, initials, etc.).

3. Reason - data field to inform about the reason
for the change.

At the bottom of the form there are shown the
following buttons:

Cancel - to discard the changes. Use this button to
close the Edit donor window without saving any
changes done.

Next - use this button to proceed to the next step
(page) of the form. The button is active only if
data editor edited any field of the form.
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Step

User actions

EBMT Registry

Edit donor

Donor information

Reason

GRID

Date af birth*
{ 2007

{ () Male (8) Female

( camcer )

Edit required fields.
Click the Next button to move to the next step.

The Edit patient window: reason for changes will
be shown.

There are shown the following buttons at the
bottom of the window:

Cancel - to discard the changes. Use this button to
close the Update this patient window without
saving any changes done.

Previous - to go back to editing patient
information.

Update patient- to save changes and close Edit
patient window.

Edit donor

o

Consent

rce information

Updated sou

Cance! PREVIOUS

Reason

Enter the reason for the changes:
e Updated source information
e Data entry error/mistake
Click the Update donor button.

The Edit donor window disappears.
Donor page is displayed at the main screen.

Table 50, editing donor details in the EBMT Registry

Note: The Edit donor window also shows the EBMT Donor ID if it is required to see this information
through the user interface. This field is not editable but for information purposes only. Please do not
confuse it with the Donor number (used by the centre to identify the donor internally).
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Edit donor
— Date of bith"
1980 ~  May v 7 v
Intas first name. Intials last name
te st

Sexatbith”

O Male (@ Female

Cancel UPDATE DONOR
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Edit Donor ID number

Data editors can update the Donor ID, if needed. Follow the instructions below to update or edit the
Donor ID.

Step | User actions EBMT Registry

1 In the Donor page click on the three dots button | The Donor menu will open.
to the right from the Donor short ID to call the

Donor menu.

Donor 4d3el8b ©

~  Hide summary

EBMT shart ID Event date Reg. om Dale of birth Sex # birth Dionor numbes ProMISe ID GRID
4d3e18b 2024-08-01 3000 pianace cenires 2021-02-01 Male 2223232 i 3353000050433201632

2023 o Manage canzent o 4 ADD NEW EVENT

LAt S gL iunu U

° Update notes s

2 Click on Manage centres in the Donor menu. The Centres linked to donor window will appear.

There are listed centres linked to this donor and
Donor ID per centre.

The Donor ID field is shown as disabled (greyed
out). Next to the Donor ID field there are shown
edit icon ’ and delete icon

Note: data editors cannot delete the Donor ID or
the link between the centre and the donor.
Should data editor click this button, the system
will show an error.

The Centres linked to donor window also contains
administrator-related fields to link a new centre
to the donor. For data editors it is not possible to
link new centres, thus such fields should not be
used.

At the bottom of the form there are shown the
following buttons:

Cancel - to discard the changes. Use this button to
close the Centres linked to donor window.

+Link centre - data editors are not able to link
new centres to a donor, thus this button is
disabled for data editors.
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Step | User actions

EBMT Registry

Centres you have access to.

Centres linked to donor

( close )

3 Click the edit icon next to the Donor ID in the

Centres linked to donor window.

The Donor ID field is shown in edit mode, there

are icons to confirm and save changes orto
cancel and close the field without saving any

x .

changes

Centres you have access to

(12345 W o X

4 Edit the Donor ID as required and click confirm

icon

The updated Donor ID is saved in the Donor ID
field. The field is shown as disabled.

Centres you have access to

Centres linked to denor

( cose )

5 Click Close button at the bottom of the Centres

linked to donor window.

The Centres linked to donor window disappears.
The Donor page is updated. New Donor ID is
shown in the Donor summary.

Table 51, editing donor ID number in the EBMT Registry

Edit Donor GRID

Please follow the Edit Donor details process to update or add Donor GRID.
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The process below explains how to update or edit the Donor informed consent related data.

Step | User actions EBMT Registry
1 In the Donor page click on the three dots button | The Donor menu will open.
to the right from the Donor short ID to call the
Donor menu.
DONCR OUTCOME REGISTRY /
B 9000 - demo centre 9000 ~
Donor 7965d05 © Data otor
A Hide summary
Edit donor details
EBMT short ID Event date Reg. cen Date of birth Sex at birth Donor number ProMISe ID GRID
7965d05 2024-11-05 9000  fanage centres 2002-03-04 Male 8906584 ! 1234567890123456789
2028 ° Manage consent @L\st view
Update notes -
© l
2 Click on Manage consent in the Donor menu. The Manage donor consent window will appear.
There are shown the following buttons at the
bottom of the window:
Update consent- to apply and save the changes in
shown data fields.
Cancel - to discard the changes. Use this button to
close the Manage patient consent window
without saving any changes done.
Manage donor consent
(1] (-]
Consent Reason
Most recent consent date B‘
( © =0 o Bl ]
('@ v O Otomm ]
( © =0 ) O ]
3 Edit required fields. The donor consent-related data is updated.
Click the Update consent button to apply the | The Manage donor consent window disappears.
changes. Donor page is displayed at the main screen.

Table 52, editing donor consent in the EBMT Registry
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Follow the instructions below to edit patient data related to non EBMT studies, in particular:
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a. Edit information whether the patient is participating in any non-EBMT study or trial and if answered

Yes, to add study name;

b. Indicate whether the patient can be included into the EBMT studies.

Information on patient enrolment into EBMT studies is managed by EBMT staff and shall not be added or

edited by users from Centres or National registries.

EBMT staff will add every EBMT study related information (E.g. Working group; Study name; Study

number; Study type; Patient ID number).

Step | User actions EBMT Registry
1 In the Patient page click on the three dots button | The Patient menu will open.
to the right from the Patient short ID to call the
Patient menu.
. B 9000 - demo centre 9000 ~
Patient 46aldfb ©
A Hide summary
Edit patient details
EBMT short ID Event date Reg. centt Date of birth Sex at birth UPN ProMiSe ID Last survival status Date of last survival status
46a1dfb 2025-01-22 8000  panage centres 2005-02-01 Male 12345678 I I 2025-01-22
2022 . Manage consent _.e @L\stwew
Manage studies -~
® 0
Survival Status
Cellular Therapy (CT) Follo UREBOES
2 Select Manage studies from the patient menu. The Manage patient studies window will appear.

There are shown the following buttons at the
bottom of the window:

Update studies - to apply and save the changes in
shown data fields.

Cancel - to discard the changes. Use this button to
close the Manage patient consent window
without saving any changes done.
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Step | User actions EBMT Registry
Manage patient studies
o ©
Consent Reason
[@m ON e —\
Manage patient studies
Study 1 A €]
@ @ "~
Consenl Reason { Sh:dw ) I
(D@;J‘;eus |_C|>.;|Ou| =tucyitrial {not EBMT Study -3—\ (Z:;:;;Esmm ‘
————— A
= ADD EXTERMAL STUDY R
Patient can be induded in EBMT studies? {29 ‘
[ O fes O No ‘
=+ ADD EBMT STUDY * -
[:'l CANCEL l\:] HEXT ’
3 Edit required fields or click Add external studies | The next step to indicate the reason for changes
button and fill-in the fields that appear, if you | will appear.
wish to add any non-EBMT study for the patient.
Click the Next button.
Manage patient studies
o (2]
Consent Reason
Updated source information -
(o) G
Specify the reason for changes and click Update | The patient study-related data is updated.
studies button to apply and save changes. The Manage patient studies window disappears.
Or click Cancel button to discard changes. Patient page is displayed at the main screen.
Click Previous button to move back to the
previous step 3.
Table 53, editing patient studies in the EBMT Registry

Add embargo status to a patient
In order to hide patient data temporary from EBMT studies and comply with clinical trial/non-EBMT

studies conditions or other relevant agreements and documentation, data editors should remember to

add the Embargo status to the patient.
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Step | User actions EBMT Registry
1 In the Patient page click on the three dots button | The Patient menu will open.
to the right from the Patient short ID to call the
Patient menu.
o B 9000 - demo centre 9000 ~
Patient 46aldfb © Data e
S L Edit patient details
iz::rd‘&;oﬂ D ;:&;ﬂ;_ﬂoa;?zz ::zotaml Manage s :2[:51{:2[:1 SME:(IEIDIM 7::45673 :‘ﬂ!MlSE\D ’Lastsumvalstatus ;);t:;jol:flzzurwva\s(a(us
28 . Manage consent --e @L\stwew
Manage studies -
o - 0
Survival Stati
Cellular Therapy (CT) Follo VTEBES v S
2 Click on Edit patient details in the Patient menu. | The Edit patient window will appear.
It is 2 steps form (it can be considerate as 2 pages
or sections of the same form):
1. Patient information - includes data fields
related to the general patient registration data
(UPN, birthdate, initials, etc.).
3. Reason - data field to inform about the reason
for the change.
At the bottom of the form there are shown the
following buttons:
Cancel - to discard the changes. Use this button to
close the Edit patient window without saving any
changes done.
Next - use this button to proceed to the next step
(page) of the form. The button is active only if
data editor edited any field of the form.
3 Enter embargo end date into the dedicated data | The second step is shown to indicate the reason

field and click button Next on the bottom of the
modal window.

for changes.
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Step | User actions EBMT Registry
Edit patient
o o
7202801731 E‘
3 Specify the reason for changes and click Update | The embargo end date is saved, the Embargo icon

patient button.

Edit patient

(] (2]

Patient information Reason

Updated source information -

) UPDATE PATIENT

( cancer ) ( previous

is displayed on the patient page and will
disappear automatically after the embargo period

is over.

PATIENT REGISTRY [

Patient 46aldfb & menes | 0| |

Table 54, add embargo end date
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Delete Patient/Donor

Only the Administrator can delete a patient or donor in exceptional circumstances.
Data viewers and data editors cannot delete any patient or donor.

EBMT Registry user manual for data editors and data viewers v5

Add new event

Follow the instructions below to add a new patient or donor event.

Step | User actions EBMT Registry
1 In the Patient page (or Donor page) click the Add | The Create a new event window will appear.
new event button located on the right from the
patient timeline.
PATIENT REGISTRY /
. 616 - General Test +
Patient ffdf21d ©
mrta | mesw w6 RE oessiie wae o d :
- @ o| ]
2 Fill in the Create a new event form, specifying:
a. Event type category: Diagnosis/Treatment/Follow Up/Other; (this field is not shown for Donor
events)
b. Event type (name of the data collection form for the event you want to register);
c. Event date.
Create a new event
Date of diagnosis* (]
3 Once fields are filled in correctly, click the Create | The event is created in the Patient/Donor page,
event button. event form is shown in the main screen.

Table 55, adding new patient or donor event

Note: date of event can not be in the future.
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Follow the instructions below to edit any registered patient or donor event.

Edit event

EBMT Registry user manual for data editors and data viewers v5

the dropdown list and click Save changes button

Step | User actions EBMT Registry
1 In the Patient page (or Donor page) open the The warning message asking for confirmation and
event form you wish to edit (add new data or edit | to state the reason for this change.
data, etc.). It is possible to indicate the following reasons:
Make edits in the required data fields. e Updates source information;
Click Save changes button in the Event summary. e Data entry err/mistake.
The window also contains the buttons:
Cancel - to cancel the request to save introduced
changes. Use this button to cancel saving the
changes to the database.
Save changes - use this button to confirm saving
changes to EBMT Registry database.
[ |
State the reason for this change | |
2 Indicate the reason for introduced changes from | The changes are saved to the EBMT Registry

database. The new version of the event form is
created and recorded in the Audit log.
The event form with introduced changes is

displayed in the main screen.

Table 56, editing patient and donor event in the EBMT Registry
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Delete event

Follow the instructions below to remove the patient’s or donor’s event from the timeline.

The event is not deleted from the system in full. Data from the event is removed from the database, but it

remains in the Audit trail, that is why in the user interface this action is called Archive event.

Step | User actions EBMT Registry
1 In the Patient page (or Donor page) open the The event menu will appear.
event you wish to delete.
Click theicon V¥ to the right from the event
form name to call the event menu.
Patient ffdf21d ©
= ) o -
Plasma Cell Disorders (PCD) Incl. Multiple M... Plasma Cell Disorders (PCD) Incl. Multiple Myeloma (MM)
a
Plasma Cell Disorders (PCD) Incl. Multiple Myeloma (MM) - Classification
o a lght (O O
o Voru Om O notevawaea O unknown
2 Click Archive event. The warning message asking to confirm the action will be shown. It includes the
following buttons:
Archive event button - to remove the event from the Patient/Donor page and event data from the
database.
Cancel - to cancel this request and leave the event in the Patient/Donor page and event data in the
database.
| B | |
Are you sure you want to archive this event?
3 Click Archive event button. The event disappears from the Patient/Donor
timeline. The event with the latest date is loaded
and shown in the main screen.

Table 57, instructions on how to delete (archive) an event
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Add anonymous event

The process below explains how to add an anonymous event to register minimum essential data on
treatment of non-consenting patients in the user Context.

Step | User actions EBMT Registry
1 Click Anonymous events in the Navigation | Anonymous events overview page opens.
menu.
Anonymoum

2 Click Add new event button. The Create a new event window will appear. It
contains:

Date field - to enter the date of the treatment
Cancel button - to cancel anonymous event
creation and go back to Anonymous events
overview page.

Create event button - to create an anonymous
event in the system

Create a new event

Default -

Anonymous event -

Dat d: m
3 Fill in the date of the anonymous event | New anonymous event with a unique number is
and click the Create event button. created in the system and is loaded on the
screen.

Anonymous event cb8a84a

"
Ever
Anonymous event v20 v

,,,,,,,,,,

Fill-in the data in the data fields and click | The data is saved for the anonymous event in
the Save changes button. the database.

Table 58, instructions on how to add anonymous events
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Edit anonymous event
Follow the instructions below to edit any registered anonymous event.
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the dropdown list. It is possible to indicate the
following reasons:

e Updates source information;

e Data entry err/mistake.

Click Save changes button.

Step | User actions EBMT Registry
1 In the Anonymous events overview page open The warning message asking for confirmation and
the event form you wish to edit. to state the reason for this change.

Make edits in the required data fields. The window also contains the buttons:

Click Save changes button in the Event summary. | Cancel - to cancel the request to save introduced
changes. Use this button to cancel saving the
changes to the database.

Save changes - use this button to confirm saving
changes to EBMT Registry database.
- N
State the reason for this change | |
2 Indicate the reason for introduced changes from | The changes are saved to the EBMT Registry

database. The new version of the event form is
created and recorded in the Audit log.
The anonymous event form with introduced

changes is displayed in the main screen.

Table 59, instructions on how to edit anonymous events
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Delete anonymous event
Follow the instructions below to remove any anonymous event from the system.

The anonymous event is not deleted from the system in full. Data from the event is removed from the

database, but it remains in the Audit trail, that is why in the user interface this action is called Archive
event.

Step | User actions EBMT Registry

1 Open the page of the Anonymous event | The event menu will appear.
page you wish to delete.

Click the icon ¥ to the right from the
event form name to call the event menu.

ANONYMOUS EVENTS REMOENIROIMENY
9000 - demo centre 9000 +

Anonymous event 630d61d =~ e

Event information
Anonymous event

Created at 20240123 1844

Last update 20240323 1808 Acute Leukaemia

2 Click Archive event. The warning message asking to confirm the
action will be shown.

It includes the following buttons:

Archive event button - to remove the
Anonymous event from the system.

Cancel - to cancel this request and leave the
event in the database.

Are you sure you want to archive this event?

CANCEL ARCHIVE EVENT

3 Click Archive event button. The Anonymous event disappears from the
system. Anonymous events overview page is
shown on the main screen with the updated

list.

Table 60, instructions on how to delete anonymous events
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Abbreviations

EBMT Registry user manual for data editors and data viewers v5

Abbreviation

Full term

EBMT European Society for Blood and Marrow
Transplantation

Allo-HCT Allogeneic HCT

Auto-HCT Autologous HCT

CcT Cellular therapy

IST Immunosuppressive therapy

MFA Multi-factor authentication

OMOP CDM Observational Medical Outcomes Partnership
Common Data Model

DCF Data collection form

VR Virtual registry

UPN Unique patient number (see Patient)

Table 61, abbreviations
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Appendix 1: Patient event export file content

Depending on the patient selection for the export, there will be different files in the folder, as only the

event types that are on patient timelines will be downloaded. There is one file that will always be

downloaded, which is the patient_export.

In the patient_export, all patient attributes can be found. The items and their definition can be found in

the table below.

Column name

Definition

The long ID by which the patient is identified in the EBMT
Registry. The last 7 digits are the short ID.

dateOfBirth

The patient’s date of birth in JSON format

sex The patient’s sex at birth

bloodGroup The patient’s blood group

rhesusFactor The patient’s rhesus factor

createdAt The date and time the patient was created in the EBMT
Registry

updatedAt The date and time the patient information was last updated
in the EBMT Registry

consent The patient consent status

consent_informedDate

The date the informed consent was given by the patient as
reported in the EBMT Registry

consent_withdrawalDate

Date indicating moment in which informed consent was
revoked by the patient

consent_confirmedBy

Who confirmed the consent. For migrated patients this might
be the center who confirmed the consent status if it was
confirmed through the consent update campaign prior to
migration

consent_dataSharingHA

If the patient consented to data sharing with health
authorities and/or other researchers

consent_dataSharingHTA

If the patient consented to data sharing with HTA
bodies/reimbursement agencies

consent_dataSharingMAH

If the patient consented to data sharing with marketing
authorisation holders
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consent_medicalRecordReview

If the patient consented to their medical records being
reviewed by a data monitor

externalStudy_isFollowingStudy

If the patient is enrolled in an external study

externalStudy_studyName

The name of the external study the patient is enrolled in

promiseld The patient’s ProMISe identifiers, if the patient is migrated

type The person type in the EBMT Registry. Exports from the
donor outcome registry will say ‘donor’, patients will have
‘patient’

shortld The short identifier for the patient or donor in the EBMT
Registry

ethnicityld The database code for the entered ethnicity, if any (only
applicable for UK) (see “ethnicity”)

postalCode The postal or area code that was entered for the patient (only
applicable for UK and France)

GRID The GRID, which is a mandatory field for donors

consent_ebmtForm

If the EBMT consent form was used to ask for the patient or
donor’s consent

initialsFirstname

The initials of the patient or donor’s first name

initialsLastname

The initials of the patient or donor’s last name

tentative

If the patient or donor has the tentative status in the registry

ebmt_studies

Whether or not the patient can be included in EBMT studies

dateOfBirth_sort

A numeric version of the date of birth, used to sort in the
EBMT Registry

notes

Patient notes if any are added for the patient or donor

consent_informedDate_backup

consent_most_recent_informedDate

The most recent informed consent date for the patient or
donor

embargoEndDate

The date by which the patient or donor can be made
available for EBMT studies

duplicationGroupld

If the patient or donor is duplicated; the group identifier
containing potential duplicates

dateOfBirthSDV

If SDV was performed on the date of birth

sexSDV

If SDV was performed on the sex
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bloodGroupSDV If SDV was performed on the bloodgroup
rhesusFactorSDV If SDV was performed on the rhesus factor
consentSDV If SDV was performed on the consent

consent_ebmtFormSDV

If SDV was performed on the consent form item

consent_informedDateSDV

If SDV was performed on the consent date item

consent_withdrawalDateSDV

consent_dataSharingHASDV

If the SDV was performed on “consented to data sharing with
health authorities and/or other researchers”

consent_dataSharingHTASDV

If the SDV was performed on “consented to data sharing with
HTA bodies/reimbursement agencies”

consent_dataSharingMAHSDV

If the SDV was performed on “data sharing with marketing
authorisation holders”

consent_medicalRecordReviewSDV

If the SDV was performed on “consent for medical records
being reviewed by a data monitor”

consent_most_recent_informedDateSDV

If the SDV was performed on the most recent consent date

lastModified

The date last modified

registrationUPN

The UPN used when creating the person in the EBMT Registry

registrationCIC

The CIC that created the patient (entered the patient into the
registry)

ethnicity

The label of the value used for ethnicity

Table 62. overview of the items in the patient_export

JSON format

birth with the following function:

SEARCH("""day"":";E2)-6)*1))

the column that has the date of birth.

Some of the dates in these exports, like the date of birth, are in JSON format. The JSON format is a way
to store data in an unambiguous way. While not being easy for analyses without pre-processing, it is
interpretable for humans, and will not leave people guessing about the order of the day and month.
To extract the date from the JSON format Via Excel you can create a new column next to the date of

=DATE(MID(E2;SEARCH("""year"":";E2)+7;4)*1;MID(E2;SEARCH("""month"":";E2)+8;SEARCH("}";E2)-SE
ARCH("""month"":";E2)-8)*1;MID(E2;SEARCH("""day"":";E2)+6;SEARCH(",";E2;SEARCH("""day"":";E2))-

Note that this formula assumes the date of birth is in column E2. If this is not the case, update ‘E2’ to

INFO

In every file, with the exception of the patient_export, some identifier items will always be present in the

first columns. The items and their definitions can be found in the table below.
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Column name Definition

patientid The long ID by which the patient is identified in the EBMT
Registry. The last 7 digits are the short ID.

initialsFirstname The initials of the patient or donor’s first name

initialsLastname The initials of the patient or donor’s last name

sex The patient’s sex at birth

dateOfBirth The patient’s date of birth in JSON format

registrationUPN The UPN used when creating the person in the EBMT Registry

registrationCIC The CIC that created the patient (entered the patient into the
registry)

patientEventld The event identifier in the EBMT Registry. This can be used to
distinguish between multiple of the same events

Table 63. items present in all export files except for the patient_export

INFO
Long identifier codes
While the patientld and patientEventld might seem inconvenient, they allow for the identification of
both unique patients and unique events. The long codes can also be used to create links to navigate to
the webpage of the event.
To do this, log in to the EBMT Registry, and use the following template to create an URL:
https://registry.ebmt.org/client/registry/PATIENT LONG ID/event/EVENT ID
Replace the text in red with the patientld and patientEventid.
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