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Part 1
General recommendation for data entry in ProMISe and instructions of completion
for the Registration Form and the Med-AB

PASS Protocol DF VOD-2013-03-REG

A multi-centre, multinational, prospective observational registry to collect safety and outcome data in
patients diagnosed with severe hepatic VOD following hematopoietic stem cell transplantation (HSCT)
and treated with Defitelio” or supportive care (control group)
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Guideline for e-form completion of the VOD Registry is divided in 3 parts:
e Part 1: general recommendation for data entry in ProMISe and instructions of completion for the
Registration Form and the Med-AB
e Part 2:instructions of completion for the Follow-up 100 days Form
e  Part 3:instructions of completion for the Follow-up 6 & 12 months Form
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I/ MEANS TO ENTER PATIENTS INTO THE REGISTRY

=  Patients to be included

1. Any patient in which you have made a diagnosis of severe VOD post-HSCT

o Note: It is important that you include also patients not treated with Defite/io® (for example
patients in which Defitelio® is not used due to the presence of contraindications or patients
considered unsuitable as a result of the special warnings and precautions listed in the Defite/io®
SmPC)

o Note: All consecutive and consenting patients with a diagnosis of severe VOD should be entered
into the Registry

2. Any patient receiving treatment with Defitelio” for any other condition

o Note: If in your clinical practice you treat conditions other than severe VOD with Defitelio® you
should also enter these patients in the Registry (VOD-Project + EBMT Med-AB)

=  Contacts

If you have any questions on this Registry, regarding the means to enter patients into it or questions around
Defitelio®, please contact:

L INFO ON REGISTRY:

jessica.lemaitre@upmc.fr & emmanuelle.polge@upmec.fr

. INFO ON DEFITELIO®:

medical-enquiries@gentium.it

=  Forms to be reported

The registration form to enter patients into the Registry can be accessed via the EBMT website at:
http://www.ebmt.org/Contents/Research/EBMTStudies/CurrentResearch/Pages/Study%20Pages/VOD-
Project.aspx

EBMT CICs will be asked to report information for patients included in the VOD project via Internet and e-forms, at
Registration, Day 100, 6 and 12 months after transplant as described below:

Once patient has given his/her consent,

e At sVOD diagnosis or start of Defitelio” (if Defitelio is administered for other reason than treatment of
the sVOD)
o Fill in VOD-Project Registration Form :
e At 100 days post HSCT
o Fillin Med-B and comorbidities Form (Med-AB project specific link)
o Fillin VOD-Project 100 days Follow-up Form
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e At 6 months post HSCT

o  Fillin VOD-Project 6 months Follow-up Form
e At 12months post HSCT

o  Fillin VOD-Project 12 months Follow-up Form

J— — N Med-AB

~ VOD Med-C Forms ™. HSCT History Forms
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Figure 1 - Data Flow Chart

I/ Browser parameters verifications (at first use only)

Please find below a selection of points treated by the “ProMISe Manuel Data-Entry” that is not VOD-project
specific.

Use of INTERNET EXPLORER is requested for data entry under ProMiSe.

Start the application

ProMISe is an Internet Explorer-based application. It cannot be loaded in other browsers. You can access a
ProMISe project via the project specific login page. You will usually receive the link to the login page with your
account. It is often useful to store the login page in your Favorites. The login page location is not indexed, meaning
that it cannot be found using Google (or a different search engine). For convenience, a link to the login page can be
found on the EBMT Home page http://www.ebmt.org/

Configuration test

Proper functioning of the ProMISe application is dependent on several Internet Explorer settings. Therefore, if you
are working with ProMISe for the first time, it is recommended to test (and adjust) the settings of your PC. To do
this, click on [How to make your PC ProMISe compatible and other important Tips and Tricks] on the centre of the
login page. In the expanded menu, click on [Interactive browser configuration checker]. The following page will
appear:
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"l d i
ProMISe ProMISe setup and requirements tests
Run the Tests
Show my IF number Some test require ActiveX. Please alfow ActiveX when you receive a dialog to run these tests (see ActiveX)
|:| Minimal Required Value Detected Value Information and Setup Instructions
ActiveX is required for some tests, for . X .
some Promise functions and it ,— Add cllnlc_alr_esearch.nl to your trusted sites and
; X Enable ActiveX
improves Promise speed
. Change the screen resolution and
10247768 i pixels Change IE zoom
P
Internet Explorer 7/8/9/10/11 _ Download Internet Explorer
browser|
version
Enabled Download Java(J2SELRE)
16 bit bit Change the screen color guality
. . Add *.clinicalresearch.nl and *lumc.nl to your frusted
.clinicalresearch.nl /* lumc.nl trusted sites

Figure 1 - The configuration test. Before you start with ProMISe, it is recommended to check the
settings of your PC in the Interactive browser configuration checker.

Click on [Run the Tests]. You will get an overview of the settings of your browser, indicating possible problems and
solutions (Fig.2)
J Test |Status _Minimal Required Value

ActiveX is required for some tests, for . .
y . Add * :
Q’/ lsome Promise functions and It pr éiinlzllfé;sler;search nl to your trusted sites and
improves Promise speed =
add . Change the screen resolution and
o |ro2a+768 1920 +|1200  pixels Chanae IE z00m
IE 9.0 32-bit (IE 7 mode) e
on Windows Server 2008 R2 /
Q’) 7 &d-bit -
Internet Explorer 7/8/9/10/11 Download Internet Explorer
browser|IE
version |2.0
Q’) Enabled Yes Download Java(J2SELIRE)
Q’) 16 bit 32 bit Change the screen color guality
4 . Add *.clini . *] ] y
Q’/ *.clinicalresearch.nl / *.Jumc.nl trusted ||¥es Sﬁgs clinicalresearch.nl and *.Jumc.nito your frusted
Q’j . msbi.nl / * zorgttp.nl trusted Yes Add *msbi.nl and * zorgttp.nl to your trusted sites

Figure 2 - Result of the configuration test. The column ‘status’ shows whether your computer
settings are compatible with ProMISe or not.

The column 'Status' shows the status of that setting on your computer. The different figures and colors indicate
whether the setting is properly configured (Fig.3).

Statussymbols |

@ unacceptable|Your PC is not configured correctly or does not meet the requirements!

sufficient Sufficient to use the ProMISe system, but can be improved

w normal Your PC is correctly configured and meets the requirement.

The setting could not be determined. Test this requirement manually with
? the Information and Setup instructions.

w unknown Remark: This could mean the software 15 nof installed and the seftings

does not apply for your computer

Figure 3 - Explanation status symbols.
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What to do if ProMISe does not work:
If ProMISe does not start properly there are several things you can try to fix it:

. Use an up-to-date version of Internet Explorer.

= Add https://www.clinicalresearch.nl to the list of trusted websites.
. Allow pop-ups of www.clinicalresearch.nl.

. Allow use of ActiveX.

. Start ProMISe in XP/IE8 compatibility mode
In the column ‘Information and Setup Instructions’ of the configuration checker, right side) links are provided to
instructions on how to configure these options in Internet Explorer.

lll/ e-Form Completion Instructions in ProMISe

llI-1/ Connection to VOD Project (Med C)

VOD-Project e-forms are available on Internet:

https://www.clinicalresearch.nl/PROMISE/S/HEIT/S O EBMT C NIS VODPROJECT /LOGON/INDEX.HEI

Before 1st use, please check the browser parameters (refer to chapter Il page 4).

To connect for data entry:
e 1% select either session “All programs” or session “Data entry only (simplified)”

"IProMISe  VODPROJECT

Type ofthis Session
All programs < Session selection

Data Reports only
Predesigned Reports
SecureUploadOnly

[] force XPIES compatibility

) I — ]
password | e

T=—=— Personal Password

~__— Login

B~ Start Session

# Click here to get a new password.
+ Click here to change a valid passward.
& Lsual logon t

e Then fill in the username and password fields then click on the “Start Session” button to enter
the VOD Project.

Your password is personal. Please, keep it confidential. This personal password will be attributed and
sent by email to the people in charge of the data entry after the training session. In case of lost or
expiration or blocked account, please contact jessica.lemaitre@umpc.fr or
emmanuelle.polge@upmc.fr
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VOD Project opens on the Data Entry tab, and Editor sub-tab (screen copy below).

search.nl/ - VODPROJECTINIS][EBMT][S] [defitB000c pdemo] [CIC:3000(

Internet Explorer

Data Entry

Create Delete Move

Banner

+vop

+Comments

Report

JRecnrd Locator
@Patient [8000] 38

jl:hapters & Sections
ﬂKey Administration
_JREG\STRAT\ON FORM

Registration form, centre data
> Registration form, patient data

ﬂD\SEASE HISTORY

+DEFITELIO®

Export

Help

Index Overview

FEilter

06 Dk G4800e

(4 [ale e oEd of

Banner

- Patient Study Identification number (Subject ID)
Form about to be entered?

Registration form, centre data

.- Specify your Center Identification (CIC)

= Hospital name

@ Unit name unit demo
- Contact person peson demo
Telephone +33

Fax +33.

Contact e-mail address
Registration form, patient data

demo@gmail fr

- Hospital Unique Patient Number or Code (UPN)12342

- Date of this report
B Informed consent
Initials of first name
Initials of family name:
- Birth year of patient
- Birth month of patient
Birth day of patient

& Gender

Weight (kg)

2014/11/25

3838
1/ Registration form

1 TEST

department demo1 department demo1

unit demot
peson demo
+33.

+33.
demo@gmail fr

12342
2014/11/25
2 Yes

1977 1977

10/ October

2 Female
68 68

CIC DEMO
Patient Study Id... |38

Specify your Cen... TEST
Hospital Unique | 12342
Date of this rep.. 2014/11/25
Initials of firs.__ ?

Initials of fami... ?

Birth year of pa.. | 1977

Birth month of p... October

+lActions

11I-2/ List of patients already reported

The list of patients already reported in the VOD project is available on:

QA=A P

Tab: Data Entry
Sub-tab: Index
calresearch.nl/ - VODPROJECT[NIS][EBMT][S][defit8000epdemo][CIC:8000(9)] - Windows Internet Explorer
Data Ei Report Export Help Eilter |
Data Entry tab

Editor Overview

ﬂData Manager i - Create/Load Patient-record ALL cases (n=62) Link to History

[+|Build a Patient-index: || C\C | Patient ,,,'Pat\ent...l Specify .. | Hospital name [Birth ye...[Bith mo..| *
8000 41 41
8000 42 42
8000 43| 43 TEST qgsgnoer
8000 44 44 TEST regser 1950 June
8000 45| 45 TEST 1 1960 August
8000 46 pd

Index sub-tab  |l8000 4| a7 wsdgs=

8000 100 100 /Knappschafts Kr Central Hospital 1946 May
8000 101 101 KI Minden ABC 1930 October
8000 102 102 Franziskus H Franz 1910 November =
8000 103] 103 Lukas Kh lukas 1910 October
8000 104 104 KI Chemnitz Regina 1936 December
8000 105 105 123
8000 106 -
Mark ﬁ'“ any entry in this INDEX; then load that case into Data-Editor or Status Report.

List of already
recorded patients

llI-3/ Patient Record Creation & Selection of the Form to be entered

To record a new patient, please check that you are on the Tab Data Entry and the sub-tab Index.
Click on the button Create patient-Record.
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|-|Build a Patient-ind

D =3 ETE CIC |Patient ...|Patient ...|CIC: Cen...|Hospital name|Birth ye...|Birth mo...
L = 8000 1 1 DEMO democity 1950 June
8000 2|
8000 3 3 StAntoine,
8000 4 4
8000 5 5 StAntoine st antoine 1972 March
8000 6| 6 TEST| stan
8000 7| 7 TEST|
8000 8 8 TEST|
8000 9| 9 TEST| St Antoine
8000 10 10|
8000 " 11 St Antoine, 1986 March|
8000 12| 12 TEST|
8000 13 13| January|
8000 14| 14|
8000 15| 15 TEST| stant 1969 June,
8000 16| 16 TEST jghlimk 1950 June
8000 17 17 TEST| "1 1950 June
8000 18| 18 TEST| Jii} 1950 June
8000 19| 19 TEST| iuvhrfzkj 1850 June,
8000 20| 20 TEST| JJKKL‘ 19850 June
8000 2 21 TEST| ]M 1950 June
8000 775001 1 TEST|
8000 775002 2 TEST| 19874 June,
8000 775003

In the “create new case” menu, there are two options for creating a new case:
e 1/ select one of the free slot number,
e 2/orenter a number you choose in the field Patient and click on Create new Patient button

calresearch.nl/

General

[8000] DEMO city [DEMO] ~
20

Please confirm that you want to create a new case with these
specifications:

CIC=8000
D=48

Then, confirm by clicking on OK to generate the creation of the record for a new patient.

ProMISe will then check whether a case with the same value exists in the project. If so, the case creation is
aborted, if not, the case is created. This option prevents duplicate cases to be (unknowingly) entered in the
database.

After a patient has been created, ProMISe will open the Data Editor, you will obtain the following entry form:
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Report Export Help Filter |

ProMISe has computed some additional modifications for the current case, which also need to be saved. | = | 'L_‘ 4 @ )
Please save these pending changes as soon as convenient for you @/ @ :ﬂz . {0 4%1 Q (=4
Index Overview

GavE IS PATIENT _RECORD valuelabel cIC DEMO
C l%e % mmn g ala TRA TIL : Patient Study Id... 48
pending modifications Banner Specify your Cen_. ?
—|Record Locator @ Patient Study ldentification number (Subject ID) | 48 48 Hospital Unique ... 2
@Patient [8000] 48 Form abott to be entered? - 6 |l® of thisrep.. 2
Registration form, centre data |Form about to be entered? 2 2; ?;W Z
jchapters & Sections : ﬁgic:g‘y::%(éemer Identification (CIC) |1[Registration form vearof pa.. 7
ﬂKey Administration ™ Un\t[r)lame 2|Follow up at 100 days monthof p.. 2
B eosmati a- Cotactpasor
> Banner Telephone >
Registration form, centre data Fax
Registration form, patient data Contact e-mail address
ﬂDISEASE HISTORY Registration form, patient data
ﬂVOD - Hospital Unique Patient Number or Code (UPN
= Date of this report
ﬂDEFITELIOC@ & Informed consent
[+lcomments Initials of first name
Initials of family name
i Birth year of patient
- Birth month of patient
Birth day of patient
- Gender
Weight (kg)

lll-4/ Data entry navigation

Data entry in ProMISe is interactive: it means that the programmed navigation will follow your form order, while
skipping any irrelevant questions for that particular patient according to data already reported.

To allow a good navigation it is essential to complete the first variable: “Form about to be entered?”
and specify which form you are going to enter:

-the registration form

-the 100 days Follow-up form
-the 6 months Follow-up form
-the 12 months Follow-up form

IMPORTANT: To navigate within the eform from one item to the other, please use the Tabulation key.
Avoid using the mouse to go form one section to another, follow the cursor jump navigation.

Tab
o
e

1lI-5/ How to save or remove pending modifications

It is very important to note that the data entered in the browser are not automatically stored in the database on
the server. In order to save the data on the server, you have to explicitly give the command to save the data, which
is done by clicking the Save button above the record locator (Erreur ! Source du renvoi introuvable.) or by using
the shortcut ctrl + s. If you wish to cancel all pending modifications, you can click on the cross button in the save
dialog.

The save dialog also shows a counter with the number of pending modifications. The pending modifications count
the number of items that have been modified, filled or erased since the last save. You can review the pending
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modifications by using the function buttons shown in Fig. 1. These allow you to either view the pending
modifications or view the original, unmodified data of the current case as stored on the server. The current case as
on the server can also be viewed by selecting the Overview sub tab in Data Entry main tab and clicking Horizontal

or Vertical. B
SAVE 1
| OO0 o
pending modifications

Figure 1: Clicking the save button will save all pending modifications to the server. To cancel pending
modifications, click the cross button on the right of the dialog.

1 2

Figure 2: Buttons for browser to server comparison. Clicking (1) will show a list of all pending
(unsaved) modifications. Clicking (2) will show an overview of the current, unmodified data of the
current case as on the server (without pending modifications).

111-6/ How to close ProMISe session

Finally, after a data entry session, you may wish to close the ProMISe application. To close the session, click the
exit button in the upper right bar of the screen (Erreur ! Source du renvoi introuvable.1). ProMISe will warn you if
there are unsaved changes and give an option to save these changes before closing. You can also use the “x”-
button on the browser window to close ProMISe, but then ProMISe will not be able to give warning messages with
regard to unsaved data.

There may arise situations in which you wish to restart the session. To restart the session, click the refresh session
button next to the exit button (FigErreur ! Source du renvoi introuvable.1). This will close the current session and
build a new session. This option is not available if there are unsaved changes; you must first save or discard all

pending modifications.
=
O3z

Figure 1: The Exit and Refresh session buttons

11I-7/ READ ONLY status

In some rare case, you can see READ ONLY in watermark. This means that 2 persons are connected at the same
time on the patient record. It can be 2 persons form the center if several persons have access (have personal
password) to the VOD project data-base in you center, or it can be the data manager in charge of VOD Project at
the EBMT Data Office in Paris.

In such cases, try to load the patient later or contact your colleague or the EBMT Data Office in Paris to disconnect
the patient.
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IV/ REGISTRATION FORM
Please complete the section REGISTRATION FORM, Subsection” Banner”
To enter the 1st eform, please select the Registration Form.

Index Overview

eaut i ICIBA T
Ldlal2 FE EEN of>cEAHIFIEEe
Create Delete Move pending modifications Wﬂ-\_—_
aRecord Locator L —1 Patient Study Identification number (Subject D)
@Patient [8000] 48 q ? [“NX]

jChapters & Sections
ﬂKey Administration
-jREGISTRATION FORM
> Banner
Registration form, centre data
Registration form, patient data

Form about to be enter
Regis =5S ata
= Specify your Center Identification (CIC)
@ Hospital name

&= Unit name

@ Contact person

Telephone

|Form about to be entered?

Registration form
Follow up at 100 days
Follow up at 6 months
Follow up at 12 months

o L] e

Fax
Contact e-mail address

Please complete the section REGISTRATION FORM, Subsection “Registration Form-Centre

data”

Index Overview
Bavt
Ld a2 | GQEd o
Create Delete Move  panging modifications
aRecord Locator
@Patient [8000] 48

jChapters & Sections
ﬂKey Administration
-jREGISTRATION FOR
> Banner
Registration form, centMsgdata

CICID AL

Banner

Form about to be entered?
Registration form, centre data

@+ Specify your Center Identification (CIC)
@ Hospital name

&= Unit name

@ Contact person

Telephone

[“HNX]
|Form about to be entered?

Registration form
Follow up at 100 days
Follow up at 6 months
Follow up at 12 months

R L2 e

Fax

Registration form, patient da

/

Contact e-mail address

=  Center Identificati

on Code (CIC):

Please record the EBMT assigned code (CIC) for your centre. If you don’t know your CIC, please look
it up in the correspondence you have received from the EBMT Secretary or the Registry Office.

If you still cannot find it, you can search for your centre in the EBMT website at:
http://www.ebmt.org/Contents/Members-ponsors/Members/MembershipList/Pages/Membership-

List.aspx

If you still are not able to find your CIC, please contact the EBMT Barcelona Office at:
membership@ebmt.org

=  Hospital name: Please record the name in full of your hospital, by including also the city and country.
Ensure that you always use the same name in the future.

= Unit name: Please record the name of your Unit (i.e. Paediatric Haematology, Haematology,
Oncology, BMT Unit, etc.). Entering this information is particularly important if your centre has more
than one unit reporting independently to the EBMT. Ensure that you always use the same name in

the future.

VOD Project- Registry eForm Data Entry Guidelines — Guideline 1
Version 1.0 — 02 Apr 2014 Updated for eForm on 16 Jun 2016
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=  Contact Person: Please record first name and last name of the person who will be responsible for
updating or correcting the data and who can be reached by the Clinical Research Associate, if any
discrepancies need to be clarified.

= Telephone: Please record the international dialing code followed by the phone number at which the
contact person (defined above) is most readily available.

=  Fax: Please record the international dialing code followed by the fax number at which the contact
person (defined above) is most readily available.

=  Contact e-mail: Please record the e-mail address of the contact person (defined above).

Paper CRF screen shot template is reported below for your reference only:

CENTRE IDENTIFICATION
Med-AB code
Centre PatientNumber
Hospital:.....o.ooveeeeinnnnnsss L1
LO0) 4L Lo 3T o) o
Phone:......... Fax:.....ooicosssonsonsnssnsios
o 117: 1 1 L

VOD Project- Registry eForm Data Entry Guidelines — Guideline 1
Version 1.0 — 02 Apr 2014 Updated for eForm on 16 Jun 2016
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Please complete the section REGISTRATION FORM, Subsection “Registration Form-Patient

”
Data
DEI=N=i' Report Export Help  Filter | | 148 |

ProMISe has computed some additional madifications for the current case, which also need to be saved.| s o= | ] = A = —
Please save these pending changes as soon as convenient for you @ @ E /} = Al Q 2]

Index Overview

%

Gaut TYCPATIENT RECORDS  alue label cIC DEMO
C;.;te De%e % mm@_ 9 GISTRATION FC Patient Study Id_. |48
pending modifications Banner Specify your Cen...| DEMO
aRECﬂrd Locator @ Patient Study Identification number (Subject ID) 48/ 48 Hospital Unique ... |2
@Patient [8000] 48 Form about to be entered? 1| Registration form Date of this rep... |2
Registration form, centre data Intials of firs... :
jChapters & Sections = Specify your Center Identification (CIC) 9 DEMO E:ﬂi‘?;;:irfn;m ?
= Hospital name HOME HOME =
ﬂKey Administration & Unit name UNIT UNIT Birth month of p... |2
e JREGISTRATION FORM & Contact person MY MY ﬂACtions
Banner Telephone
Registration form, centre data
> Registration form, patie Contact e-mail address IL1@GMAIL COM EMAIL1@GMAIL COM
ﬂDISEASE HISTORY Registration frm, palent data n
vop I XN )
= Date of this report Hospital Unique Patient Number
ﬂDEF\TELIO@ @ Informed consent or Code (UPN)
ﬂComments Initials of first name
Initials of family name
= Birth year of patient
- Birth month of patient
Birth day of patient
- Gender
Weight (ka)
_——

Hospital Unique Patient Number or Code: Here, the system is not asking the registry patient code
(EBMT site + enrollment sequential number), instead, please record here the number/code used by
your transplant centre to uniquely identify this patient. This can be the UPN (unique patient number)
used by the hospital, or a code given by the transplant unit. This item is compulsory. It must be
unique, by itself should suffice to identify the patient and should not be liable to change. If a patient
receives a second transplant, do not assign a new number: use the same unique number for this
patient when registering subsequent transplants.

Please note that when data will be exported for analysis the patient’s initials will not be transferred.

Date of this report: This is the date when you started recording the data of a single patient in the
Registration form for the first time. The format for the date is YYYY/MM/DD (ei: 2014/03/05 for
March 5™ 2014)

Informed Consent: (Obtained at latest at the moment of registration) Please record if the patient
signed the informed consent form before his/her data were recorded in this e-form, by checking only
one of the appropriate “Yes” or “No”. Please be aware that if the patient didn’t sign the informed
consent form, his/her personal data cannot be collected in the e-Form.
If "No” is selected, the cursor jumps to the end of the section Comments.
You are asked to confirm by selecting “Back” or “Next”
= “Back” allows you to correct if “No” for consent was wrongly selected
=  “Next” allows you to confirm that patient didn’t give consent and in this
case the data entry cannot proceed. Cursor will jump to the beginning of
the form for the registration of a new patient. Please save (see page 27).

VOD Project- Registry eForm Data Entry Guidelines — Guideline 1
Version 1.0 — 02 Apr 2014 Updated for eForm on 16 Jun 2016
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FEYEPATIEN Valuellabel cic DEMO
Co Patient Study Id... 48
Comments to the Registration Form — | =Cen... DEMO

[]
nurmber e when known re you sure you do not have this patient’s informed
Patient number in MEDAB consent?
Comments to the Registration Form [1[Back] [No consent: Data collection cannot
Next follow-up is due at 100 DAYS POST HSCT [2[Next] proceed and data entry is closed

(When you do have this patient's informed
consent, please choose

ithe option 'Back’ and change your answer
ito 'YES"

Once you choose 'Next', you will not be
able to go back into the
|questionnaire and you cannot change your

ANSWers.
=
v

Please note that this is a prospective and not a retrospective study. This means that the Investigator
should ask the patient to give his/her consent as soon as the Investigator identified him/her as a
potential subject to be enrolled in the Registry. Please don’t ask a patient to sign the consent when
his/her course of treatment is already completed and he/she’s going to be discharged: otherwise you
will enter retrospectively data in the system, and this is not in the scope of this protocol.

Please note: For patients who signed the consent, and later decided to stop the study before
completion, please record this information in comments at the end of registration form.

For patient who gave consent:

= Initials of the first name and family name: Please note that some countries or ethic committees
don’t allow the initials collection, for patient’s privacy. If at your site/country your local laws or
regulations don’t allow to report this information, please leave this field blank. Please note that when
data will be exported for analysis the patient’s initials will not be transferred.

= Date of Birth: For all patients, please record:
e  Birth year of the patient
e  Birth month of the patient
According to certain national laws, full birthdates cannot be recorded (ex: France)
e  Birth day of the patient may or may not be recorded according to the national law

= Gender: Please indicate the gender of the patient, by selecting Male or Female.

=  Weight (Kg): Please record the patient’s body weight in Kg, defined as weight collected on the date
of admission to the HSCT unit.

Paper CRF screen shot template is reported below for your reference only:
PATIENT DATA

Date of thisreport: I

Informed consent obtained

O YES ONO ->Ifno.Data
collection cannot proceed

Hospital Unique Patient Number or

Code:

Patient studyidentificationnumber: __

Initials*: i (firstname(s)/family
name(s))
Date of birth**: /I

Gender: [ Male [1 Female
Weight (kg):

*To be completed only if the local regulations allow to
collect the patient’s initials

**At least year and month; according to local regulation,,
full birthdates cannot be recorded in some countries

VOD Project- Registry eForm Data Entry Guidelines — Guideline 1
Version 1.0 — 02 Apr 2014 Updated for eForm on 16 Jun 2016
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Please complete the section DISEASE HISTORY, Subsection “Primary Disease”

Index Overview
GAvE cic DEMO
(@ % M@ mﬂﬂ 8 oC HIS TUR) Patient Study Id__ | 48
o LT Primary Disease Specify your Cen.... DEMO
aRecnrd Locator is Q| 0| @
@Patient [8000] 48 DIAGNOSIS [Date of initial diagnosis 124
&= Chronological number of HSCT for this patien = (EMp).
E i 1808/08/08|\ (not applicabl
J(E'(ptizs - B If 1, date of last HSCT before this one T205109109 ,((”uunkﬁu';f =
ey Administration k- Type of last HSCT before this one 2014/12/07]1 {today) =
[+|REGISTRATION FORM & Date of current HSCT {Current value)
> | jD\SEASE HISTORY &= Type of current HSCT
[ Primary Disease & Preparative (conditioning) regimen given?
HSCT

] Date of initial diagnosis: Please record the date of diagnosis of the disease for which the patient is
being transplanted. If the disease is of secondary origin, write the date of diagnosis of the disease of
secondary origin, not the date of diagnosis of the original disease.

If the initial disease was diagnosed a long time ago and you don’t have the exact date, please:

-enter an approximate date, please enter 15 for the day if you don’t know the exact day (ei
2014/03/15 for 2014/03/XX) and 06/15 for the month and the day if you know only the year (ei
2014/06/15 for 2014/XX/XX)

-if you entered an approximate date, please try to record how much you think the approximation is
close to the real date, by selecting one of the following on the scroll down menu:

“+/-1m”: more or less 1 month
“+/-1y”: more or less 1 year
“+/-3y”: more or less 3 years

I ICRAT label |
CIC DEMO
Patient Study Identification Number (Subject ID) | 50

DISEASE Ao TUR)

Primary Disease

e Date of initial diagnosis 2014/06/15 010 ®
&= PRIMARY DISEASE DIAGNOSIS * ‘1 ™ Sitial diagnosis
HSCT oy
&= Chronological number of HSCT for this patien [:253:'4;12}12 ‘:(i:;;;:’t)v)
& Date of tHSCT
ate of curren [2011706/15 00:00:39 [ (current value)

&= Type of current HSCT
&= Preparative (conditioning) regimen given?

] Primary Disease Diagnosis: Please indicate the diagnosis of the disease for which the patient is being
transplanted.

Paper CRF screen shot template is reported below for your reference only:

PRIMARY DISEASE HSCT

onological number of HSCT for this patient

Date of initial diagnosis ___ (yyyy'mmdd)
=1,
date of last HSCT before thisone_ /_ /[
(vyyy/mm dd)
type of last HSCT before this one
Autologous OYEs ONO

RY DISEASEDIAGNOSIS

Tz v P
Diagnosis of VOD OYES agnNo Allsgendic OvEs ONO
N/A OYEs ONO
eof Vi 3 I "
Dateof VOD Diagnosis __ / / (vvyymm'dd) Date of current HSCT: 1 of vy
e 7 . Type of HSCT
Severe VOD Ci¥Es: BNg Autologous  CJ YESTINO
Allogencic O YESOINO
Prepanative (conditioning) regimen given?
CYES anNo
Was conditioning myeloablative?
OYES ONO

VOD Project- Registry eForm Data Entry Guidelines — Guideline 1
Version 1.0 — 02 Apr 2014 Updated for eForm on 16 Jun 2016
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Please complete the section DISEASE HISTORY, Subsection “HSCT”
Index Overview
¢ . TICPATIENT R ORD valuelabel cic DEMO

Ldldl2 FE UE o

aRecnrd Locator
@Patient [3000] 48

jChapters & Sections
ﬂKey Administration
ﬂREGISTRATION FORM
-jD\SEASE HISTORY
P Primary Disease
HSCT

Patient Study 1d... 48

[Create Delete Move | pending modifications

Primary Disease

k- If =1, date of last HSCT before this one
- Type of last HSCT before this one

&= Date of current HSCT

&= Type of current HSCT

&> Preparative (conditioning) regimen given?

Specify your Cen... DEMO
/8|8

|Date of initial diagnosis

= (empty}

1808/08/08]\ (not applicable)

1809/09/09]? (unknown)

2014/12/01]! (today)

(current value)

12)

=  Chronological number of HSCT for this patient: Please record the number of transplants that the
patient had, including the current one. If the patient didn’t undergo to any previous transplant, and
this is the first one, please record “1”.

If > 1, date of last HSCT before this one: If the above field “Chronological number
of HSCT for this patient” is > 1, please record the date when the stem cell infusion
for the previous most recent transplant occurred.

Type of last HSCT before this one: Please check the type of transplant performed
and select the corresponding one. If the patient had more than one previous
transplant, please refer to the previous most recent one.

-Autologous: if the patient received his/her own stem cells back.

-Allogeneic: if the patient received stem cells from a different donor.

If the graft information is not available, please select Unknown

=  Date of current HSCT: Please record the date when the stem cell infusion occurred for the current
HSCT. If the patient died between conditioning start and HSCT infusion, and if she/he received

Defitelio for another reason than treatment of sVOD, the date of transplant must be filed with the

date of death. The follow-up at 100 days is due and will provide data on cause of death and on

Defitelio administration status.

Type of HSCT: Check the type of transplant performed for the current HSCT that
caused the VOD select.

Autologous: if the patient received his/her own stem cells back.

Allogeneic: if the patient received stem cells from a different donor.

Preparative (conditioning) regimen given? Please check Yes or No. Yes (most cases)
usually chemotherapy with or without Total Body Irradiation. No, for instance for
some inborn errors. This question is referring to the current HSCT.

VOD Project- Registry eForm Data Entry Guidelines — Guideline 1
Version 1.0 — 02 Apr 2014 Updated for eForm on 16 Jun 2016
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Index Overview
% @@ mﬂg @Q@Ti,l, ‘,I ! 5 .,!. — “._ g;ientStudyl
reate Delete Move penging maodifications Primary Disease Specify your G

JRecord Locator
i | @Patient [8000] 48

JChapters & Sections
ﬂKey Administration
ﬂREGISTRATION FORM

.jDISEASE HISTORY

Primary Disease
HSCT

|+jvop

|+|pEFTELIO®

ﬂCOmments

& Chronological number of HSCT for this patient 11 Eiﬂib:;:z?‘:
& Date of current HSCT 2014/06/01/ 2014/06/01 Birth fmnth ;"
&= Type of current HSCT 1 Allogeneic :
L Pronarative-tesmei o res i e 2 Yes ﬂActlons
e Date of start condifioning 2180 |®
& Was conditioning myeloablative? |Date of start conditioning
~—— = (empty)
1808/08/08]\ (not applicable)
1809/09/09]? (unknown)
2014/12/01]! (today)
(current value)

Hospital Uniqu
Date of this reg

& Date of initial diagnosis ‘2014‘@1!01 2014/01/01
Initials of firs_.

B PRIMARY DISEASE DIAGNOSIS 10 Acute leukaemia (nos)
HSCT

Date of start conditioning? Please enter the date when the conditioning started for
the current HSCT

Was conditioning myeloablative? Please check Yes or No.
Please note that the myeloablative regimen is only applicable for the allo-HSCT.
This question is referring to the current HSCT.

The conventional HSCT was always myeloablative, understanding by this: ablation
of the marrow with pancytopaenia which could last for over a month, required SCT
for marrow recovery, and producing complete donor chimerism. If these conditions
are met, answer “Yes”. Recently, several groups have tried to reduce the toxicity
associated with transplants by reducing the doses of chemotherapy and/or
radiotherapy given in the conditioning regimen. There are many different reduced
intensity conditioning protocols and the intensity of the chemo-radiotherapy can
vary from levels very close to conventional conditioning to regimens based only on
immunosuppression. However, not all reduced intensity protocols are non
myeloablative. The following guidelines should be followed to determine whether a
regimen is truly non myeloablative in which case the answer to this question
should be "No":

1. Any regimen with 50% or less equivalence to a standard conditioning
regimen is considered non myeloablative. This includes not only the
50% reduction of the total dose of a given drug (or TBI), but also the use
of a single drug in a standard dose but without other drugs (or TBI)
usually included in the standard protocol.

2. The standard conditioning regimens vary according to the disease, so

the non myeloablative regimens will also vary. The addition of ATG or

any mono or polyclonal anti-lymphocyte antibody or the addition of
purine analogues does not change the intensity category.

VOD Project- Registry eForm Data Entry Guidelines — Guideline 1
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Paper CRF screen shot template is reported below for your reference only:

HSCT

Chronological number of HSCT for this patient

If =1,
date of last HSCT before this one fF

(
1 type of last HSCT before this one

U Allo [ Auto [ Unknown
Date of currentHSCT: /[
Type of current HSCT:

1 Autologous 1 Allogeneic

Preparative (conditioning) regimen given?
0 YES CONO
Conditioning start date: [ f

Was conditioning myeloablative?
0 YES CONO

VOD Project- Registry eForm Data Entry Guidelines — Guideline 1
Version 1.0 — 02 Apr 2014 Updated for eForm on 16 Jun 2016
18


http://www.google.it/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&docid=3yLemV3nfmAjPM&tbnid=LQL42KrGqjzUIM:&ved=0CAYQjRw&url=http://www.comtecmed.com/comy/2014/&ei=CgssU5OQNcyFtQbM3oD4Bw&bvm=bv.62922401,d.bGQ&psig=AFQjCNEzVbcTVcgEpvWB-HJvA_q0uFvOhA&ust=1395481722789094

EBMT-

European Society for Blood and I// H .
() Jazz Pharmaceuticals Gentium
l\\_ A Jazz Pharmaceuticals Company
. . “py: . ”
Please complete the section VOD, Subsection “Diagnosis of VOD
Index Qverview
Bave SIGPATIENT_RECORD cic DEMO
C % M@ E]Eﬂ o Patient Study Id__ |48
reate Delete Move | pending modifications Diagnosis of VOD Specify your Gen__. DEMO
gRecnrd Locator Hospital U_mque .. UNP1
@Patient [8000] 48 Diagnestis-critari Date of this rep...  2014/12/01
e
jChapters & Sections $'> MtULT‘?'BGQ%ENLUREjl Birth year of pa... 1950
ﬂKey Administration reatment for Birth month of p... | June
|+|REGISTRATION FORM +|Actions
ﬂD\SEASE HISTORY
-lvon
Please select if the patient suffered from VOD, by checking the appropriate “Yes” or “No”.
If “Yes” is selected, please record the VOD diagnosis date.
Index Editor Overview
ot SYSPATIENT _RECORDS. . Naluelabel T BEH
C EI% IM% DEE 9 O Patient Study Id... |48
reate Delete Move | peonding modifications J ’aaj—g'nosis of VOD Specify your Cen...| DEM
gRecurd Locator & Diagnosis of VOD 2| Yes Hospital Unique ... | UNP|
@Patient [8000] 48 @ Date of VOD Diagnosis Q) B | @ pofthisrep... 2014
&= Severe VOD /ﬂe of VOD Diagnosis !s 0; ?rs... nu::
i g 3 : IS Of Tami... nui
jChapters & Sections \;_OD‘:I:::ZQ“OStIc cnffana = (empty) year of pa... | 1950
i - LSS 1808/08/08|\ (not applicable) h of J
+|Key Administration N - Pp! month of p... | Jung
jREGISTRAT\ON FORM a We‘ghtggam 2o%? 1809/09/094? (unknown) lctions
B Ascites? 20141121011 {today)
ﬂDISEASE HISTORY & Hepatomegaly? {current value)
-j\/on & Liver histology?
2 Diagnosis of VOD & RUQ pain?
&= Other?

VOD Diagnostic criteria

Multiple Organ Failure

[Treatment for VOD
+[pEFTELIO®
ﬂComments

Multiple Organ Failure

&= MULTIORGAN FAILURE?|
Treatment for VOD

&= Treatment for VOD \

Please select if the patient suffered from severe VOD (sVOD), by checking the appropriate “Yes” or “No”. Please
note that the sVOD diagnosis is established based on the physician’s judgment and according to current clinical

practice.

Paper CRF screen shot template is reported below for your reference only:

DIAGNOSIS OF VOD

Diagnosis of VOD

Severe VOD ?

O YES

LI YES

Date of the Diagnosis [

LONO

OONO

VOD Project- Registry eForm Data Entry Guidelines — Guideline 1
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Please complete the section VOD, Subsection “VOD diagnostic Criteria”
Index Editor Overview
TICPATIENT _RECORD value  label | cIc DEMO

L4 Ld[2

Create Delete Move

02/4
pending modifications

aRecord Locator
@Patient [8000] 48

Diagnosis of VOD
&= Diagnosis of VOD
&= Date of VOD Dial

2 Yes
14/06/15 2014/06/15

OD Diagnostic criteria

jChapterS &_ Sec_tmns = Bilirubin >=2 mg/dI? ] )
ﬂKey Administration &= Weight gain >5%"7 \Biliruhin >:Ngldl'?
|+|REGISTRATION FORM B Ascites?
ﬂD\SEASE HISTORY - Hepatomegaly?
_j\/OD &= Liver histology?
Diagnosis of VOD &= RUQ pain?
= VOD Diagnostic criteria & Other? Eail
Multiple Organ Failure = MULTIORGnANaII:ure
[Treatment for VOD Treatment for VOD
ﬂDEFlTEUO@ & Treatment for VOD \
ﬂComments

Patient Study Id... ' 48

Specify your Cen.... DEMO
Hospital Unique ... | UNP1
Date of this rep... | 2014/12/01
Initials of firs.__ null

Initials of fami... null

Birth year of pa... | 1950

Birth month of p... | June

ﬂActiuns

Please check all the applicable criteria reported in the eForm, by selecting for each criteria “Yes” or “No”:
(Please note that if VOD = Yes has been selected, at least one of the following criteria should be checked)

»  Bilirubin 22 mg/dL

=  Weight gain > 5%: Versus the weight collected on the date of admission to the HSCT unit.

(Please see the patient data section).
= Ascites: Detected at physical or radiological exam.

= Hepatomegaly: Detected at physical or radiological exam.

= Liver histology: If liver biopsy has been performed and its histological exam is diagnostic of

VOD.

= RUQ (Right Upper Quadrant) Pain: Detected during the physical examination.

= Other: If “Yes” is selected, please also specify

Paper CRF screen shot template is reported below for your reference only:

VOD DIAGNOSTIC CRITERIA
Bilirubin >2 mg/dl CIYES CINO
Weight gain=5% LIYES LINO
Ascites L1 YES LINO
Hepatomegaly L1YES LINO
Liver histology [1YES CINO
RUQ pain I YES [INO
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Please complete the section VOD, Subsection “Multi-organ Failure”

Index dito Overview
Lo Ld(S| & TEl ofFA
Create Delete Move | peonding modifications Diagnosis of VOD
-|Record Locator & Diagnosis of VOD 2 Yes
@Patient [8000] 48 &= Date of VOD Diagnosis  [2014/06/15 2014/06/15
&= Severe VOD 2 Yes
_ . VOD Diagnostic criteria
J(ﬂa"ters e & Bilirubin >=2 mg/dI? 1/ No
+|Key Administration &= Weight gain »5%? 2 Yes
ﬂREGISTRATION FORM &= Ascites? 1l Mo
ﬂDISEASE HISTORY &= Hepatomeqgaly? 1 No
_jVOD &= Liver histology? 1 No
Diagnosis of VOD B-RUQ Ealn? j EO
VOD Diagnostic criteria ;l:lltipl':brgan Eailure
B L Mo O & 11U TIORGAN FAILURE? ©®
Treatmert (o Teatmentfor\/QN IMULTIORGAN FAILURE?
+DEFITELIO® i Treatment for VOD | o
ﬂComments Voo

Please record if the patient was suffering also from MOF (respiratory, renal, cerebral or other), by selecting “Yes”
or “No”.

Index

o Llald

Overview

GER ofesF

Create Delete Move | qnding modifications Iji'a;;nosis of VOD
jRecnrd Locator & Diagnosis of VOD 2 Yes
@Patient [8000] 48 @& Date of VOD Diagnosis [2014/06/15 2014/06/15
- Severe VOD 2/ Yes
~ . VOD Diagnostic criteria
chapters S & Bilirubin =2 mg/dI? 1 No
+[Key Administration & Weight gain >5%? 2 Yes
ﬂREGISTRATION FORM & Ascites? 1/ No
ﬂDISEASE HISTORY - Hepatomegaly? 1/ No
= jVOD & Liver histology? 1| No
Diagnosis of VOD &= RUQ pain? 1/ No
B Other? 1 No

WVOD Diagnostic criteria £ -
Multiple Organ Failure

B | Muipic OioS &= MULTIORGAN FAILURE? 2 Yes
Treatment for Vi l— o\ | ®

+[pEFITELIO® i Respiratory? Renaj?
ﬂComments & Cerebral? 4"I\|Io
i Other? / Nes
[~ Treatment for VOD
& Treatment for VOD |

If “Yes” is selected, please complete the MOF criteria by checking the appropriate option(s):

= Renal: If “Yes” is checked, please also specify if the patient is dialysis dependent, by selecting the
appropriate: Dialysis “Yes” or “No”. Please note that the dialysis may be intermittent or continuous
(CVVH).

VOD Project- Registry eForm Data Entry Guidelines — Guideline 1
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=  Respiratory: Please check “Yes” only if the respiratory dysfunction is attributable to causes other
than infectious. If “Yes” is checked, please also specify if the patient is ventilator dependent, by
selecting the appropriate: Assisted Ventilator “Yes” or “No”.
Please note that patients requiring an oxygen supplementation with a nasal cannula, or blow-by mask
are not considered on ventilator dependence.

= Cerebral: Please record if the patient is suffering from any cerebral deficiencies due to VOD, by
selecting “Yes” or “No”

= Other: If “Yes” is selected, please also specify

Paper CRF screen shot template is reported below for your reference only:

MULTIORGAN FATLURE
O YES ONO
If Yes:
Renal [IYES LINO
If Yes, Dialysis L YES LI NO
Respiratory L1YES LINO

If Yes, Assisted Ventilation
O YES [OONO
Cerebral L1YES LINO
Other [IYES LINO

Specify:

VOD Project- Registry eForm Data Entry Guidelines — Guideline 1
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Please complete the section VOD, Subsection “Treatment for VOD”
Index Overview
Bavi CICEAL
% @ @ = ma 0 voo_____________________| | |
Create Delete Move | peanding modifications Diagnosis of VOD
éRecord Locator & Diagnosis of VOD 2 Yes
@Patient [8000] 48 & Date of VOD Diagnosis [2014/06/15 2014/06/15
&= Severe VOD 2/ Yes
_ . VVOD Diagnostic criteria
J‘ﬁa"ters & S & Bilirubin >=2 mg/dI? 1 No
+|Key Administration B Weight gain >5%? 2 Yes
ﬂREGISTRATION FORM - Ascites? 1/ No
ﬂDISEASE HISTORY &+ Hepatomegaly? 1 No
> JVOD - Liver his_tology'? 1 No
Diagnosis of VOD &= RUQ pain? 1 No
VOD Diagnostic criteria = O.ther? - 1| No
Multiple Organ Failure pulfiple Ocgan Eailurg
) &= MULTIORGAN FAILURE? 2 Yes
= Treatment for VOD & Renal? 1 No
+pEFITELIO® & Respiratory? 1/ No
-+ comments & Cerebral? 1/ No
&= Other? 2/ Yes
Se specify other OTHER DEMO1 DTHEF
Treatment for VOD
@ Treatment for VOD | |Treatment BT N
1|Defitelio
2|Supportive care only
3

\

Alternative sVOD treay

e ————

—
/

= Treatment for VOD: Please specify the type of treatment for VOD the patient received, by
selecting the appropriate option:

= Defitelio’

=  Supportive care only

=  Alternative sVOD treatment only:
If selected, please also specify the name of medical product (active principle)

Paper CRF screen shot template is reported below for your reference only:

=> Specify

TREATMENT FOR VOD

Defitelio® [l
Supportive care

only [

Alternative sVOD treatment [
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Please complete the section DEFITELIO, Subsection “Reason for Defitelio® Administration”
(for all the patients receiving Defitelio® at your centre, independently from the reason for

treatment}

Index dito Overview
%@@ st OEE o|cFY ~=CORD aluelabel
o
CreateiDelete MOYE]_penaing modincations DEFITELIO® Administration
| 16| @®

jRecord Locator Reason for Defitelio administration?
|Reason for Defitelio administration?

@Patient [8000] 48
1| Treatment of severe VOD

jChapters & Sections 2| Other than treatment for severe W&D
ﬂKe‘;’ Administration //

ﬂREGISTRATION FORM
ﬂDISEASE HISTORY
+vop

4 -|pEFTELIO®
> DEFITELIO® Administration

ﬂComments

Reason for Defitelio administration: Please select the appropriate reason:

Treatment of severe VOD: if Defitelio” was administered to treat the severe VOD.

Other than treatment for severe VOD (specify): if Defitelio” was administered for any
other reason than treatment of severe VOD. If selected, please also specify the reason

TCICIRAT . . valuelapel .|
e I .
DEFITELIO® Administration

Reason for Defitelio administration? 2 _Other than treatment for severe VOD

L= Start date
&= Daily dose (mg/kg/day)?

Paper CRF screen shot template is reported below for your reference only:

REASON for DEFITELIO®
ADMINISTRATION
[ Treatment of severe VOD
[1 Other than treatment for severe VOD

(SPECTV) et
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Please complete the section DEFITELIO, Subsection “Defitelio® Administration”

Index dito Overview
BAVE CICPATIENT D - valuelabe!
Lo lala| B OEE o S
Greate Detete Move | pending modifcations_L~ pEFITEL|0® Administration
aRECBrd Locator Reason for Defitelio administration? 1 Treatment of severe VOD
@Patient [8000] 48 0 lg/ @
= Daily dose (mg/kg/day)? LSI te

jChapters & Sections / = (empty)

ﬂKey Al o 1808/08/08]\ (not applicable)
1809/09/09]? (unknown)

+|REGISTRATION FORM 30147120011 {oday)
+|DISEASE HISTORY (current value)
+vop

. -|pEFITELIO®

> DEFITELIO® Administration

Start Date: Please record the date when Defitelio” treatment started (date of first IV infusion).

Daily Dose (mg/Kg/day): Please record the treatment daily dose of Defitelio  in mg/Kg/day.
Please note that the approved dose for treatment of severe VOD is 25 mg/Kg/day.

Paper CRF screen shot template is reported below for your reference only:

DEFITELIO?® IV ADMINISTRATION FOR

VOD
Start Date I
Daily dose
(mg/kg/day)

Please remember to record Defibrotide treatment end date in the Follow-up forms
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Please complete the section Comments
Index Overview

(Create Delete Move

gRecord Locator
@Patient [8000] 48

pendp@r

S o] g

Comments to the Registration Form

Patient number in MEDAB
Comments to the Registration Form

CIC number of the 1st HSCT when known

Next follow-up is due at 100 DAYS POST HSC

Patient Study Id_.. 48
Specify your Cen... DEMO

CIC DEMO
Hospital Unique ... | UNP1

jchapters & Sections
ﬂKey Administration

\

)
Patient, se use the same number as used for this patient
in DAB database for EBMT

/’

—

|+|REGISTRATION FORM
|+|DISEASE HISTORY
[+jvop

|+pEFmELICE

d jComments

ﬂActi ons

*  CIC number of the 1* HSCT when known: If the patient is already recorded on the EBMT
Med-AB project please enter here the code of this center. If the patient had a previous
transplant in another center, the CIC number will be the one of the 1st Center.

= Patient number in MEDAB: If the patient is already recorded on the EBMT Med-AB project,

please enter here the Patient Code used in the Med-AB project.

= Comments to Registration Form: Free text field

=  Next follow-up is due at 100 DAYS POST HSCT: Automatic variable calculating and giving the
date for the next form to be filled in: “MED-AB form” plus “VOD project days 100 Follow-

”

up

Please save the Registration Form

Index .Eﬂﬂ OVErview =~

BFEREI G

Create Delete Move pending modifications

N\

jRecurd Locator
B @Patient [8000] 48

jChapters & Sections
ﬂKey Administration
ﬂREGISTRATION FORM
ﬂDISEASE HISTORY
+voD
+|pEFITELIO®
= jComments
> Comments to the Registration Form

Comments to the Registration Form
CIC number of the 1st HSCT when known
Patient number in MEDAB

Comments to the Registration Form

Next follow-up is due at 100 DAYS POST HSCT Rl gy Erle ol

|@v@mm's_m_q_

The total number of data entered since last saved, is written on the pending modification counter.
To save them, please click on the Save Button (floppy disk icon).

An overview of missing mandatory variables and rejected controls will appear.
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Index  Editor Al
Overview of all values that would trigger an ERROR or WARNING if entered under the current system of quality checks

ncorrect type/date |violates minimax. | code without label rejected by test  |generated waming

Click here to pending maodifications| aftas reviewing the report below &

— &% | +lLavouT p1spLAY
TABLE PATIENT_RECORDS
: ey Administraion |

SECTION Index Admini -
D cic 8000
IDAA Patient Study Identification Number (Subject ID) 48

SECTION  Registration form, centredata
MEDNAMEVOD Contact person ltem may not be left empty,

HSCL

VPREVDOGVOD If =1, date of last HSCT before this one

VPASTGRFVOD Type of last HSCT before this one

T —
VOD Di s

OTCRITERIA Other? 1

When this patient has VOD, at least one of the criteria above should be answered with YES|

Please complete missing or incorrect information by clicking on the corresponding red box cursor. This will jump
directly to the variable to be corrected.

Please note that when you want to change the data already recorded, this is possible, but the system will ask you
the reason why you’ve decided to make any change. Please be careful and record, for any changed data, the
reason as:

= Data Entry Error

= New data available

= Any other reason can be also specified here, as this is a free text field

And finalize the “Save action” by clicking on the pending modification button.
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V/ MED-B RECOMMENDATIONS

V-1/Logon:
At DO and D100 after HSCT, the completion of Med-A is due, and data entry available on current EBMT portal:
https://www?2.clinicalresearch.nl/PROMISE/T/HEIT/T O EBMT C NEW MEDAB /LOGON/INDEX.HEI

. TE— . S e t— - e — — § - T s ()
m A hups: clinicalresearchal £ v O ~ @ Ol “|VODPROJECT (MAINE.. | | MEDAB (MAIN ENT.
¢ http--cop-sudmed2r-IM.. 4 Integrated Research Appii. B Sites suggérés ~ [ Suivi, Suivre des Colis, des.
n MEDARB For any queries relating to this project, contact registryhelpdesk@ebmt.org = )

The default scope of the session is: Med-AB: All diseases

of this Session %S?p!g'!!j,m,,_?ﬂ This session allows registration of Med-B for all diseases for which there are Med-B forms and of Med-A for any disease,
prog £ onor outconr]e
Data Entry only (simplified) |[IEECRENIEIECECCOMM If you only want to enter donor data, you can select: Donor outcome
Data Reports only This session allows the registration of donor follow up only

Predesigned Reag

hange the scope by selecting the session in the pull down menu
Explorer versions 7/8 support will be limited as from 1 January 2016. We therefore recommend to upgrade your browser as soon as possible.
information, click on the link [How to make your PC ProMi. ible] below. The i browser ion checker can be used to determine the current IE

How to make your PC ProMISe-compatible and other important Tips&Tricks

5. Friday June € 172016 12:57:32

Renew password? Click here

Other Access Modes
Download Facility Dashboard Facility

Terms and conditions The intellectual property rights in this database are ownied by the EBMT and either the EBMT or the relevant associated transplant centre owns the data contained in it The contents of the database may not be copied. distributed, republished
displayed or transmitted in any form or by any means without prior wiitten consent. except as stated below. Users may print or download graphical overviews and descriptive statistics of the complete EBMT database for private non-commercial use only. These
restrictions do not apply in refation 1o transplant centres downloading and making full use of their own data. Users may not reproduce any other part of the database (including without limitation the structure, functioning, logic, concepts, overall style and programme
code). If you would Iike to apply for permission to distribute or reproduce any part of the contents or structure of the database other than as permitted in these terms and conditions please email us at info@ebmi org

V-2/ Navigation:
To fill in the Med-A, please select the form about to be entered = HSCT MED-A DO / MED A D100

Index Overview

- CIC alue vy Il + Actions

Patient

Patient data [Form about to
Form information - | ote: Use codes 4, 5 or ed-EBll
orm about to be entered T | @ 60 ®

Main indication for therapy
- = - rr——
re you adding Med-B items to a Med-A registration? y |Mede: Day 0

Registering a transplant performed before one already registered -
[To which registered transplant number are you adding data? 2 |Med-A: Day 100
ate of cell infusion/HSCT to which you want to add donor data =

D:
For subsequent treatment: same diagnosis? Med-B: Day 0
For subsequent treatment: same centre?

Med-B: Day 100
For subsequent treatment: same unit or team?

11 8118]

4
5
6 |Med-B: Follow up

Patient information 7 |Donor donation procedure and 30 days|
8
9
1

Centre for last transplant Donor follow up

Name of unit or team for the last transplant -
[Type of unit or team for the last transplant Cell Therapy Med-A registration
Contact person for the last transplant O[Cell Therapy Follow up

Area code where patient lived at time of HSCT (optional)

Date of the 1st report

Date of the last report

Patient in nat / international study / trial

Unique Patient Number/code given by hospital

Patient dossier number (Optional)

Initial(s) first name

Initial(s) family name

Date of birth of the patient

Sex of the patient

Patient ABO blood group . " |
Patient Rhesus factor |
New record creation
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V-3/ Study number:
Please, in order to mark the patient:

1/ Answer Yes to the question “Patient in nat/international study/trial? ”

Form about to be entered

1) Med-A: Day 0

|Are you adding Med-B items to a Med-A registration?

Registering a transplant performed before ane already registered

[To which registered transplant number are you adding data?

For subsequent treatment: same diagnosis?

For subsequent treatment: same centre?

For subsequent treatment: same unit or team?

Patient information
Centre for last transplant

Name of unit or team for the last transplant

Type of unit or team for the last transplant

Contact person for the last transplant

Area code where patient lived at time of HSCT (opticnal)
Date of the 1st report
Soio afin

Patient in nat
|UniqueP u
AInitial(s) first name
Initial(s) family name
Date of birth of the patient
Sex of the patient
New record creation
IA: Index date for new record I

— 00 @

N
ate of birth
re you adding M...

Patient in nat / international study / trial

1 |No
2 |Yes
99unknown

A Index code for new record |

2/ Select the first free number to identify the study:

Patient in nat / international study / trial

Unigue Patient Number/code given by hospital

Initial(s) first name

Initial(s) family name

Date of birth of the patient

Sex of the patient

New record creation

IA: Index date for new record

|A: Index code for new record

3/ Official study name is = VOD PROJECT

0 0 ®

CIC 232 232
Patient 4003 4003
Study Number 11
LGy
Study details
O - ay name OD PROJEC
New record creation ___®
Index code for new study] [

Official study name |

=Nl ]|=
i~ @, & wra =

0[10
99|unknown
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4/ To continue the Med-A, please leave the field « index code for new study” empty:

Index Overview

RICStudy ________Value ____label |

CIC

232

232

Patient

4003

4003

__ [Study Number

" |study details

1

1

[Official study name \VOD PROJECT| VOD PROJECT]

New record creation

Index code for new study|

+ Actions

orm about to be__.
ed-B over Med-A

[E2iNote: If applicable use another number to enter a different study, otherwise leave field mp.

00 ®
|Index code for new study
The code/number you enter here
\will be used to create a new
record with that value as the index.
The screen may go blank for a
few seconds
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