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Introduction

Welcome to the MACRO User Guide. MACRO is the database that the EBMT Registry is using to
record clinical data, including aspects of the diagnosis and disease, first-line treatments, HSCT or cell-
therapy-associated procedures, transplant type, donor type, stem cell source, complications and
outcome. For instructions on how to get a MACRO User Account, please refer to our website, under
The Registry / Data Submission: https://www.ebmt.org/registry/data-submission

Logon page’s link: https://eul.macroedc.com/ebmt

Introduction to MACRO environment

Menu Bar (drop down menus)
The Menu Bar is consisted of 4 options:

File Wiew Tools Help

Qﬁ, Mew Subject

Print
NoQ74
Log Out

FILE

The New Subject and the Print buttons can also be found in the Toolbar. PLEASE NOTE: there will be
more options here, once inside a Subject (in relation to Save and Move between forms).

File View Toaols Help
=

Med

Home

=

Subject List I

.

Recent Subjects List

Subjects QuickView
Schedule QuickWiew

Symbols and Function Keys
» | Search Panel
VIEW

[l EE & &8 &l 7
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https://www.ebmt.org/registry/data-submission
https://eu1.macroedc.com/ebmt

All of the available options above can also be found in the Toolbar (see Toolbar chapter below).

TOOLS

File View Tools Help

S

P’& Change Password. .

hedB_PrePro

——

Eatch Validation

Options_._

Change Email Address.

_,-j, Database Lock Adminisfration...

T

Administrator Oplions .

PLEASE NOTE: none of the Tools options can be found in the Toolbar.

HELP

&

File View Tools Help

B B B @ e

@B P

The Help-Index can only be found in the above location. (PLEASE NOTE: MACRO help refers to radio
buttons as “option buttons”)

File

| View | Tools

80 New Subject

Log Out

Eile

23

View Tools Help

File

&

O A &6l &

Home

Subject List

Recent Subjects List
Subjects QuickView
Schedule Quick\iew
Symbols and Function Keys

Search Panel

View Tools Help

) Change Password.

kbl

Change Email Address..

t@ Database Lock Administration...
Batch Validation

Options...

Administrator Options....

Display in main window

Display in side panels
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Toolbar (where the Function Buttons are found)

File View Tools Help Database :EBMT_

Go R0 REEE«FE > PFQ
I T

You can hover over icons to see their descriptions. From left to right, the Function Buttons are:

- Create a new study subject

- Print the current screen

- Open your Home Page

- Open the Subject List page

- Open the Recent Subjects List page
- Open the Search Panel

- Open the Data Reporter

- Open the Subjects QuickView panel
- Schedule QuickView

- Symbols and Function Keys

- View Missing Data (n) {n=number of missing items}

- View planned SDVs (n) {n=number of planned SDVs}

- View queried SDVs (n) {n=number of queried SDVs}

- View raised DCRs (n) {n=number of raised SDVs}

- View responded DCRs (n) {n=number of responded SDVs}

- Recipients (Entire caseload that can be filtered by field(s))

PLEASE NOTE: once you load a subject in MACRO, there will be more options available to you in the
Toolbar, which are related to Data Entry:

File View Tools Help Dalabase :EBMT_Training Role :DalaEntry User -Aslerios

S HE<»HEX 2ER|IREBEE|«FE > FQ

which can also be found in the Menu Bar under FILE.

Home page and available Reports (simple listings, quality reports, etc.)
File Wiew 1

s |*"ﬁi’°_‘£

You can access the Home Page by clicking on the Home Button in the Menu Bar: -

or under VIEW in the Menu Bar. On the Home Page you can find a variety of useful reports in the

form of hyperlinks.
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Fie jew  Tools  Heip

& BB T RENB|eFS P> P>

New Group

Missing Data Report De

04 - Monitoring

£ Site Recruitment
£ Site Activation
# SOV Summary
3 SOV Detalls

> DCR Details

P DCR Summarny

Data Reports

Our new DemoStudy trial started in December

Missing Data
. Security Reports
Metadata Reports £ Databass Details =

Forms’ colour coding scheme

The Forms in MACRO are coloured coded, which means that you can tell what type of form you are
filling in by its colour (for example, a certain Form is always one particular colour, regardless of
which Visit it appears). The same stands for the Questions’ font colour inside the forms (for example,
mandatory questions appear in Dark Red, section headers are in Blue, etc.)

Hospital identification of patient

Hospital Unique Patient

[545845416 | W
MNumber (UPN) or code

Do NOT leave this item empty

Additional patient identification [
for this team

(eptional)

Please see all fonts appearing in MACRO below:

Description Font (Type Face) Style Appearance
1 |Form header 01/ Section headers Lvl 1 Arial Bold Header 01
2 |Form header 01/ Section headers Lvl 2 Arial Bold Header 01
3 |Form header 02/ Section sub-headers Arial Bold Header 02
4 |Form guestion entries (responses) Arial Regular Lymphoma
5 |Optional Question (Q)caption (default) Arial Regular Source
6 |Derived Qstyle Arial Black Bold Active
7 |RQG captions Arial Bold RQG caption
& |RQG Preset Core Questions font Arial Black Bold Epirubicine
9 |Hidden Q caption Arial Regular Hidden
10 |Mandatory Q caption Avrial Regular Iandatory
11 |Derived Qcaption Avrial Regular Derived
12 |Form/ question comments Arial Italic Comments
13 |General/ Status Instructions Arial Bold Active
14 |Dynamic navigation information Arial Bold Instruction
15 |Dynamic navigation instructions Arial Bold Instruction
16 |Dynamic navigation caption Arial Bold Instruction
17 |Category list value Arial Regular Walue
18 |Category list caption Arial Regular Caption
19 |Hyperlinks Arial Italic
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How to search for an existing Subject (patient)

Uniqueness Check
It is crucial to search for existing patients before starting your data entry. This is in order to avoid
duplicating registrations. There is an inbuilt Uniqueness Check in Macro, which is a mechanism that

reduces the risk of users creating duplicate subjects. However, we do recommend that you do a
Search before you create a new subject. The questions that are related to the Uniqueness Check will
have a font colour of their own (as per the Colour Coding Scheme above). The items that are being
examined are: Date of Birth, Initials, UPN, Gender, HSCT Date, Country and CIC.

Basic Terminology

The way to refer to patient records in MACRO is by using their “Subject Label”, which is a unique
number allocated to a patient record by the database the moment you first create a new subject
(“Subject” = Patient Record). The Subject Label carries no information on the site or the subject, and
can therefore be used as a pseudonymised key.

Schedule QuickView | e vew Tos mep Database EBMT_

120011000015 2o dHe»>EHEx|2ER O0EEBE]

9101/17 (200 8741654696)

nd Navigation s Registration

W Centre (200 - 8741854596)
2oz eform Date,

Laborato None selected

Subject Registration

3 Unique Identification Gode
- % Pre HSCT-1 (BM auto Med-A) given by MACRO {UIC)

1000015 |

- & Transplant-1 20

.}  Day 10012013
it  Followup-1 2013/12/1

lo1910117 |+

112)
200

8741654696

male

Female

The Subject ID is another unique number that is incrementally increased, again allocated by the
database, but for each Site. For example, the record 1234 could exist both for Site 222 and for Site
333. The Subject ID can be used to identify patient records, but only at a Site level.

PLEASE NOTE: the way that a patient record appears in data entry is by including the Study, the Site
and the Subject Label.

The UPN stands for Unique Patient Number (or Hospital Number), which is the number allocated to
patients by the centres (sites) where they were treated, and it is used as one of the basic identifiers
of a patient (mandatory field in MACRO).

The Study is the way MACRO refers to what the EBMT is calling a Registry, meaning the database’s
project that has all the information on patient disease and treatment. The EBMT has 2 studies in
MACRO: the patients’ “study” and the donors’ “study”. (NOT to be confused with a Clinical Study
(=trial) a patient may be participating in)

The Subject Group (Virtual Registry) is the way MACRO is logically grouping records, either of
patients or of donors (depending on the Study), with a certain characteristic in common (e.g.: the
same country for National Registries, the same disease for Working Parties, the same age for
Paediatrics or for Adults, etc.). These are assigned via User Roles (Data Entry, Administrator, etc.).
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The Site is the way MACRO refers to hospitals/centres performing treatments.

The CIC stands for Centre Identification Code and is a unique number allocated to sites/hospitals by
the EBMT as an identifier of the centre.

The ProMISe UIC is the old patient number allocated to a patient record by the EBMT’s previous
database Promise, and it stands for Unique Identification Code (UIC). The UIC is relevant only to
patient records that existed in the old database Promise and got migrated over to MACRO. For
records that have been migrated from the previous database Promise, the number will be read-only
at the bottom of the “Subject Registration” form:

Schedule QuickView 2| ge  View Toos Hep
=l & MedB_PreProd3/c0200/1000015

Database ‘EBT_Test Role :DataEntry User -Asterios Kasmiris

20 dEH«PBHEX BRI BRERBE|+EFEF PP

]  Registration 2019/01/17 (200 8741654508)

 Summary and Naigation o B oo Sielite 4
/ Centre (200 - 8741654626) —— p———
/ Subject personal details . —
:
+/ Studies and Trials
. o Diagnosis-1 2011711711 (WKL Med-A) Subject Registration
-/ 15t line-1 2012/0621 (Chemo)
S .
- & Transplani-1 2012/12112 (Autogratt)
- Day 100-12013/03720 (Alve)
4 Followup-1 2013112412 (Rel/Prog) Betuscn D —
b Folonp) Registering centre
i Diagnosis-2 Registering centre UPN 8741654696
- dstline2 Patient sex e
i Pre HSCT2
- o Transplani-2 2014/02/02 (Allograft) Female
- Day 1002 2014/05/14 (Alve) ABO Group v
i Follovup-2 Bh Eciog W
4§ Diagnosis-3
4 Astline3
i PreHSCT-3 The information below has been imported from ProMiSe and is not editable
i Transplant3
g Daviond ProMiSe UIC
i Followup-3 (iFappiicabe)
4 Diagnosis-4
G tetines Centre number (ID) |:| Patient number (IDAA) |:| GRID |:|
4 PreHSGT4
4§ Transplant4
i Day 1004

Regarding any of the concepts described above, please refer to MACRO help.

How to Search for a subject / How to Filter your caseload / Quick access to

subject records, including recent subjects list page
There are several ways/icons in MACRO by which you can view your caseload and search for
subjects with certain characteristic(s). You can try them all and see what serves your purpose best.

One way to view your caseload is to click on the button Subject List page:

File View Tools Help Database :EBMT_

Lo BB DR EBERE|-TF38 > F &

which will open a list that shows the following pieces of information (subject per row):

Sway st Sumat D ‘Sucject Label Last eamen



https://eu1.macroedc.com/ebmt/Help/MACRO4Help.htm

On the right side of the button above, you can find the same button, but with a green arrow pointing
downwards, which is called Recent Subject List page (another way to view subjects):

File Wiew Tools Help Database :-EBMT_

Lo e R ORBEE«FEFPFQ

This will load the 10 most recent subjects you have accessed. This number can be changed in your
settings under Tools-Settings, according to your preferences:

Options [
i+ Emronment Humber of records per page 50 :
This s the number of records that will be displayed on sach page
i Maximum records limit 1,000 :
44 eFom This s the masimum number of records that will be retrieved by a search
- Schedule Maimum record fimit for Reent Subjects List 10 =
& Dataftudit Trad Browser This s the masimum number of recently accessed subjects to be displayed

Reparts
- DCRISDViNete Browser omepsge UAL
i Printing
4 Clinical Coding Post user credentials to homepage

Checking this option will cause the logged in user's credentials to be HTTP
pusted to the Homepage URL

[ ResetDefaults || ok || cancel |

If you click on the icon below, which is called Subject QuickView panel:

File View Tools Help Database :EBMT_
solhsriRBRE|«58 F PFQ
T

a side panel appears on the left hand side (another way to view your subjects), that lists all your
subjects for quick access, as shown below:

®|| Bl wew Tous e

st Subject D Sutiect Label Last Modited

There is a variety of ways to search for subjects with certain characteristic(s). The one called
Recipients, is found on the right hand side of the toolbar and is a magnifying glass with the letter R
inside:
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File View

& o8

Toaols Help

RR|IDR ERERE«FE > FQ

Database :EBMT_

This is an Index of your entire caseload with the facility of performing a search by using subjects’

main identifiers, such as subject label, date of birth, gender, diagnosis, HSCT date, etc.

Dane of bk Jo— Sex [ [re— HECT dme

You can use it by typing on any of the items listed on the top row, and then pressing Enter. You can

type only part of the label you are looking for, like for example in the Diagnosis, you can type “ML”

and you will get in your results AMLs, CMLs, CMMLs, JMMLs, etc. as shown below:

[Diate of birth Age group Sex Dliagnosis
X k4 BT i
1965/04/05 Adult Male CMML
1978/02/02 Adult Male CML
1980/01/01 Adult Male AML &t Related Precurser Neoplasms
1950/01/01 Male AML &t Related Precursor Neoplasms
1965/08/15 Adult Female CMML
1965/04/05 Adult Male IMML
1865/05/02 Adult Male IMML
1965/04/05 Adult Male AML &t Related Precursor Neoplasms

What is more, you can use more than just one item to filter your results even more. For example, in

the search above, you can add the Sex filter as well (typed simply “fe” for females):

Date of birth Age group Sex Diagnosis

‘ll .l. fe .l. ML IL‘
1965/08/15 Adult Female CMML
1989/06/05 Adult Female AML &t Related Precursor Neoplasms
18811217 Adult Female oML
1956/07/08 Adult Female CML
1956/01/05 Female AML & Related Precursor Neoplasms
1989/06/05 Adult Female AML &t Related Precursor Neoplasms
1865/10/20 Adult Female ML
1965/10/20 Adult Female CML
18811217 Adult Female ML
1958/04/02 Adult Female AML &t Related Precurser Neoplasms
1865/10/20 Adult Female ML
1989/06/03 Adult Female AML &t Related Precurser Neoplasms
1964/11/03 Female AML &t Related Precurser Neoplasms
1988/09/05 Adult Female IMML

PLEASE NOTE: if your search’s results are many, they will appear in many pages. You can see the

number of pages produced at the bottom-right corner:
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A T Ut

2016/02/02 2017/01/11

2012/03/03
2017/09/14 2017/11/20
2019/01/22 2019/02/10
2015/08/08 2015/11/21
2001/01/01 2001/04/01
2014/03/17 2015/03/17 v

3

Page 1 of 3, items 1 to 50 of 142.

and you can navigate through the pages by clicking on the arrows on the bottom-left corner:

1000242 2019/02411 15:03:10
1000179 2019/02411 13:03:24
1000028 2019/02/11 12:03:44
1000041 2019/02/11 13:04:13

Change page:| M || 4 ([ b || M

Another useful feature this search offers is the available options you get when you click on the
funnel (Filter icon) found on the right side of each of the items:

LIPM Date of birth Age group
P :
MoFilter L

9827a2 Cantains Adult
5387 DoesMotContain Adult
UCL1234 StartsWith Adult
75021 EndsWith Adult
034631634 EqualTe Adult
A000001 MotEgualTo Adult
750121 1959/06/26 Adult

For example, if you know the subject you are looking for was born 2010, but you do not know the
month and day, you can type “2010” in the Date of Birth and select StartsWith. (Note that the dates’
format is always yyyy/mm/dd)

Another way to search for subjects with specific characteristics is by clicking on the icon called
Search Panel, as shown below:

File View Tools Help Database :EBMT_

Ea |°""E? g %\7' %|_E]}1|~ BB

which opens a side panel on the left hand side of the screen:
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Search %[ Bl Viw Tods el Database EBIT_Training Role -DataEnty User Asterios Kasmis
Dats =] L) =[] - = B -
e s leclpaaloeaaasrrra
| Scarch Detai Lovel 5l
Label Last modifcston Cenre UPN Date of bith Ag=grovp Sex
Deail Al 2
\ | I | i il i
General -
1000054 2019/02/12 1605:00 513 mds_s 1980/01/01 Aduit Msle
Study ViedE_PreProd3 2
y = 1000020 2019/02/11 1301551 214 mm 1950/01/01 Male
site AllStes G
3 2019/02/ 8 2 5 04/05 ul sle
bt G A St Groups = 1000163 010/02/11 14591 03 4 1965/04/0 Aduit Ml
Not registered 513 68464141 1989/06/05 Aduit Female
Subject
1000207 B 10110001 1053/09/02 Aduit Msle
®p Label
1000047 306 123¢56 1950/01/02 Aduit Male
Statuses < 1000221 18 77 1850/01/01 Msle
SetectClear A 1000274 744 gihgeigsds 196111727 Aduit Male
@ Ao Mot registered 512 S16fTd6T 1962/05/04 Male
ecvoe 1000136 516 A0s 2017/01721 Paedistric Male
Comments 2
qumw’ Not registered 513 nipt 1950/02/28 Adut Male
e G
Not registered 513 Tssdf2s132df 1063/05/04 Adult Male
| FrozentLocked -l 1000159 &76 758430KV 1956/01/05 Female
S | B | e y 516 sssesasy 1056044 i Mae
1000235 2019/0211 133352 &76 68464141 1989/06/05 Aduit Female
WEEEIE O 1000065 2019/02/11 1308:28 513 d 1860/04/07 Adult Male
«
0cR None
Rases 5 changa page 1] (4]0 ]
sov None
Pianned -
Study Level =
Visit -
<Fom 2
Queston v
[ user =
User v ‘
Date Range =
Search None -
From 15/02/2019 -
To 15/02/2019 -
| cinical Coding Al
| . |-

This MACRO inbuilt search function is to be used in particular when you are looking for subjects with
a certain Status. As you can see below, there is section where you select the type of Status you are
interested in (e.g.: Missing, Warning, OK Warning, etc.):

Statuses -

Select/Clear All
"0 A DO

v ®
Comments v

Note v

You can also search for subjects that have Comments or Notes. (For more on these please see
chapter “Types of Questions” in this guide)

Symbols and Function Keys

— Status
K Invalid
(@) Not Applicable
e OK
wif OK Warning
. Missing

& Mot Availzble
& \Waming
@ Inform
b
. Mote
CJ Comment

Possible indications for a Question’s Status:

Further down on the same panel, you can search for subjects that are Frozen or Locked, or that have
DCRs or SDVs in them:
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Frozen/Locked =
Frozen/Locked v
DCRs/SDV Status -
DCR None

Raised e
soV MNone

Planned b

Of course, you can use combinations of these. For example, you can search for specific Visits or
Forms that have at least one Missing item, or an unanswered DCR, or are Frozen or Locked:

Statuses -
[ Select/Clear Al
DOw &0 40w
e ®
Comments | A |
Note | hd |
Frozen/Locked =
Frozen/Locked A
DCRs/SDV Status -

Respondad
DCR Closed

Received S
sV None

Planned -
Study Level -
Visit | Diagnosis-1 v
eForm | Centre-MedAB Selection v
Question | TEAM_THIS v

After you select your criteria, you click on the green arrow pointing right, on the top of this panel:

Search

Data =] 2 =] 2 B . . :
. and the results will appears on the main screen to the right:

13 |Page



Xl Fle  Vew Toos  Hew Database EBMT_Tramng Role DataEniry User Asterios Kasmus
e laclreanaasl«asrrra
Search Detadl Level
Sudstasuot & || v 4 || om &
Desi M
Question value DateandTime | Database date and ime Transler | User | Full User Name Thesaurus Name/Version/Language Decode | Coding Status 3
Generst A v T i ki v ki A4 ki A4
Sudy Yok PreProd3  Study/Ste/Sublect: MedB_PreProda/cizn] /10002628
s Al Ste © Vet Diagnosis-1#
Al sutject Groups R
KI-67 (Probferation index) . 2019/02/11 11:13:07 2019/02/11 11:13:35 Mot exporter km  Kat Manoldou
®o Lebe ) Study/Site/Subjact: MedB_Prefrod3/c0201/1000263u
[T —
o eFom: stuges
Stage . 2019/02/11 13:44:4¢ 2019/02/11 13:44:45 Mot exported |5 Lucas Stolarczvk
o SYSDEMIC SYMpLoms . 2019/02/11 13:44:4F 2019/02/11 13:44:45 Mot expodted Is Lucas stolarczyk
5 Study/StSubjoct ModB_ebrod3/cI201000250
[ —
B eform: Stages
International prognostic indax (1) # 2019/02/11 11:17:48 2019/02/11 11:16:04 Mot axporter bmet Helen Baldomern
¥1-67 (Prodferation index) . 2019/02/11 11:17:4F 2019/02/11 11:16:04 Mot exporte: bt Heben Baldomers
© Stwdy/Site/Subject: MedB_PreProd3/c0513/1000077 &
[ —
B efom: Stages
DCR Hene a K1-67 (Prokfaration index) . 2019/02/04 16:14:57 2019/02/04 16:14:54 Mot axported cr  Carmen Rusz de Eivira
Rased =l |5
- e @ vt Cagross1n
el - 5 eform: tages
Stage . 2019/02/05 13:32:5] 2019/02/05 13:32:58 Mot expostes o Carmen Ruiz de Ewira
Sty Lol - K67 (roktaston index) | @ 2010702104 22:3451 201900204 2419 Mot expote cr | Carmen Rusz do Bvia
it Diegnosis-1 v 19SS Risk score. . 2019/02/05 13:47:3¢ 2019/02/05 13:47:31 Mot exportel cr  Carmen Rusz de Ehira
efom siage . stge . 2010702105 13:585: 201810205 133853 Mot poete e | Carmen Rui de Bviea
Cuesion i Gusstons 6 Systemic symptoms - 010/02/08 13:56:5: 2019002008 13:56:53 Wot expote o Carmen Rt de Evirs
B Study/Site/Subject: MedB_PreProd3/c0S24/ 10002704 -
User - B Vielt: Diagnoss-L
e . B eform: stages
Macrogossy . a010j02/00 15:26:2 2019102/ 15:2628 Mot oxpote| & | Carmen Rus de Evia
Duis Ranges. = Pariorbital blseding . 2019/02/09 15:26:24 2019/02/09 15:26:26 Mot axported cr Carmen Rusz de Eivira
Search None. - Shoulder pad sign . 2019/02/09 15:26:2¢ 2019/02/09 15:26:28 Mot exported or Carmen Ru de Ehvira
From e . 5 Study/Sita/Subject MdB_ PreProda/CuS9A/1000208 %
1 15022018 - L LEETTmse
B efom: sages
Chencal Codeng "

You can also Save a search of yours to use again in the future by clicking on the disk icon, or search
for an already existing search of yours by clicking on the magnifying glass:

Search

Data 7| D FId| ? B

Regarding any of the concepts described above, please refer to MACRO help.

Another way to search for subjects with specific characteristics is by using the icon below:

File View Tools Help Databaze :EBMT_

Lol B 0B BRERE«F&EFPFrQ

called Data Reporter, which opens a list of reports on the main screen:

Select Sty

Fepeat Frequency St View Downlcsd Ac
e Complete Cobra | Fresaecy CSV | Excal | STATA | 935 | A5 =
Complete Coummar Frequncy SV | Excel | STATA | 5255 | S5 Deiole.

o Complate 10 01 Commns | Freusecy CSV | Excel| STATS | S935 | 545 Deete
Once Camplete 08/02/2019 1739:56 Coemaa | Fregpeecy £5V | Exoel | STATA | 5935 | 525 Dasle

This function is for more specialised searches/reports for subjects with even more specific
characteristics, for example, with a certain diagnosis, a certain type of HSCT, a certain patient status,
etc. The results of such reports will be produced in the format that the Recipients search mentioned
above appears, if you click on the Columnar option found under View:
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e Download Action
8V | Excel | STATA | EPSS | SAS Dels

s ‘Subjecs Lakel Subject D _DIAGI_1_P_DISEASE_{ IS GLASS D _DIAG!_1_F_DISEASE_{_DESWGLFD V_GOLLY_{_F_WSCT_COLL 1 WTRANTYE \_TRANS1_1_F_PATSTAT_{_VPATSTAT v_PUPI00_1_1_F_SURNIVAL 1 DATE LASTSEEN v_FUP100_1_1_F_PATSTAT i VPATSTAT V_GOLL2 1 F_MSCT_COLL |

T X T T T T = s T T

2002/08/01 e Autologeus

How to deal with a case of a “Previous HSCT performed in another centre”

(use Access Request Form)

All data for a single patient should be entered under one Subject Label, including subsequent
treatments (HSCTs, Cell Therapies, Additional treatment, etc.). This is to avoid creating duplications
(2 patient records for the same patient). Patients transferred to other centres for further treatments
(HSCTs or Cell Therapies) must always keep their original Subject Label. If your patient had a prior
transplant or cell therapy elsewhere, please use the form titled “Data Access Request Form for a
Patient Given Previous Treatment in Other Centre” to request access to their existing record, found
in this webpage: https://www.ebmt.org/registry/data-submission

After the access to that specific patient record is granted to your Site, the new record will appear in
your caseload (it might be that you need to refresh to make it appear).

PLEASE NOTE: this scenario is explained in more detail at the Chapter “Complex Cases (examples)”.

Registration: How to create a new Subject (patient) = 1st HSCT

PLEASE NOTE: there is a separate chapter with cases of Subsequent HSCT. This chapter is for the
case of a I°" HSCT, where you are the centre that is creating a patient who does not exist in the
database. It is assumed that you first Searched whether the patient record exists already, before you
proceeded with the creation of a new Subject.
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Creating a New Subject using the icon or the toolbar menu
You can directly create a new subject by clicking on the first icon from your Toolbar:

File View Tools Help Database .EBMT_
ot iR BEE 8 FFQ
r

Alternatively, you can use the Menu Bar, under File-New Subject. Following either method, a

window appears where you select your Study (=not the normal behaviour for 90% of users) and your
Site (most users will have access to 1 study and 1 site):

Create New Subject

Plzase select a study and site for the new subject.

Show site code:
Studies: Sites:
bt
MedB_PreProd Swiss

Test centre

Site Code - 58401
[Site Description - bsbmt

¥/ Open new subject

| 0K || Cancel |

Once you click OK to confirm Study and Site selection, you are taken to the newly created patient’s
Subject Visit Schedule:

where the only active form you can use is the Centre Form from the Registration Block. Note that
when a form is Active, it is coloured, but Not Active forms are greyed out:
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File View Tools Help Database ‘EBMT_Training Role ‘DataEntry User ‘As
I = = = i = R ®
Gl R|ORNEEE«FEFPFQ

MedB_PreProd3/c0981/(13) Registration Diagnosis-1 | 1st line-1 [ Mon HSCT | Pre HSCT-1 | Transpl

Centre

Subject personal details

Subject Registration

Note that the hierarchical structure in MACRO is like this: Block = Visit = Form.

;;;;;

1st Block 2nd Block g Non-H 1sed ONLY IF & Cellula 3rd Block 4th Block

So, a Block is consisted of Visits and a Visit is consisted of Forms. The Visits are indicated by
differently coloured columns and the Forms appear in rows, with their names showing in the left
hand side column. Not all forms appear in all visits, as they may not be applicable, and some may
appear in multiple visits.

PLEASE NOTE: the 2" Block is different to any subsequent ones, in that it has an extra visit: the Cell

Therapy visit, called Non-HSCT. The 1*' Block is the Registration Block that appears only once at
the very beginning of a newly created subject. The reason for this in only for the case where a
patient is receiving their first treatment ever and it is a Cell Therapy; any other cell therapies that do
not fit the above criteria will be reported using the Annual Follow Up.

For a detailed description of the content and distribution of BIocks_

After you double-click on the Centre form of the Registration Visit in the Subject Visit Schedule
above, the Form Centre opens, along with the Schedule QuickView in the left side panel.
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Eie  View Tools Help Database ‘EBMT_Test Role :DataEniry User Asterios Kasmiris

MedB_PreProdic0201/( B o 1
& a @ LoldEHesBHEXx 2RO EEE|«EB > »F P
(5 Registraion
Visit Registraion eForm Centre
W Subject personal details
¥ Subject Information Visit Date —/ eform Date:
Diagnosis-1 Laboratory- None selected
1stiine-1
el Therapy . . .
Centre with access to this patient's data
PreHSGT1
Transplant1
” Registration centre
- Day 1004
Registaton Certre =
Folovip
gnosi: Team numer Use the same Team number as in
Do 0 e
Tstine2
County =
FreHEOT2 juniTED KINGI
Transplant2
Day 1002
Fol 2 Additional centre
jowup-
1 youare ot the Regisrstion centre,
Disgnosis-3 Cerire dentication Code (CIC) 1 @  filinthe Gic infomation for your certre
1stine3
" Team number O Use the same Team number as in
PreHSGT3 the EBMT membershio st
Transplant3
Day 1003
et ol herep [—
= Followup-3 (yyyy/mmidd)
Disgnosis-4
Jotlinet Hospital optionsi) [
PreHSCT.4 Untname  (optional) [
Transplant-4
Day 1004
- G =
Dizgrosis-5 Contact persan .
1stines
Pre HSCT-S Hospital identification of patient
Transpiants Hospitl Unique Pafent | Code or number given by tis hosgitsl
sy 1005 o this patient It must be uniaue and suffcient
ol Do NOT leave this item empty by iselfto identiy the patient within the
Folowup-§ o
- Disgrosis . ]
1stline-6 for this team fopi
Pre HSCT6

The Schedule QuickView is a summary of the patient’s medical history in a tree form. Please read
the next chapter below, which briefly explains its use.

After you fill in the Centre form above, and the following one, named Subject Personal Details, the
patient is given a Subject Label by the system:

This subject has been successfully registered as 1000155

Lo ]

and then you can continue with the registration of the current form, named Subject Information.

PLEASE NOTE: if you fail to fill in the Subject Personal Details Form in full, your subject will not be
registered in the database and you will get the following message:

This subject cannot be registered because the registration conditions have not been met.

Lok ]
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THE EBMT WORKING PARTIES WILL HAVE NO ACCESS TO THE FORM “SUBJECT PERSONAL DETAILS”,
WHICH WILL BE VISIBLE ONLY BY THE CENTRES/SITES THAT ARE INVOLVED WITH THIS PATIENT
(either treating or following up, as they will already have this information in their records).

When you are done registering the 3™ and last Form of the Registration Block, you are asked if you
want to continue to the Next Visit:

PATIENT
Registration Date 0181012 |~

Registering centre
If you need o make & correction fo the UPN, return

Registering centre UPN |BTS4€463 to the Centre eform to do the correction

Patient sex
Male

This is the end of the visit. Would you like to move to the next Visit?

Yes No

This Question is asked every time a Visit ends (at the end of the last question of its last Form) and a
new one begins. In this case, after you finish with the last Visit of the 1* Block, you are taken to the
1% Visit of the 2™ Block.

PLEASE NOTE: the 1% Block has only one Visit: the Registration visit, consisted of 3 forms (= Centre,
Subject Personal Details & Subject Information), unless you answer Yes to the Study question, which
will then create a Study form as well. You can find more details in the “Entering Data” Chapter.

If you click Yes, you are taken to the 1° Form of the Diagnosis-1 Visit, but you can click No and work
on a different patient. If you go back to that patient’s Subject Visit Schedule, you can now see the
completed forms marked with a Green Tick, and the following Active form is now coloured in the
Diagnosis Visit:

File  Wisw Tools  Help Database ‘EBMT _Test Role :DataEntry User -Asterios Kasmiris

& R R O EEAE«F S P

MedB_PreProd/c0201/1000155 Diagnosis-1 | st line-1| Cell Therapy Pre HSCT-1 | Transplant-1 | Day
[
; vz
Centre
201 - 87646463
Subject personal details o
Subject Information o
¥ Centre-MedAB Selection =
Open...
Freeze
Primary Dia 1 Unfreeze
Lock

Unlock
Mot Available

Missing

Create/Edit eForm SOV

Change All Planned question SDVs to Done
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You can also right-click on an Active Form to see the available options.

When inside a Form, if you click on the Close Current Form button

take you back to the patient’s Subject Visit Schedule.

READ MORE about this in the Chapter “Entering Data” below.

How to use the Schedule QuickView

x|

L

el

3l

~ MACRO will

Once you access any subject and double-click on any of its forms in the Visit Schedule to
view/edit/record data, the Form opens along with the Schedule QuickView in the panel on the left

Schedule QuickView X | Fle View Tools Help Database EBMT _Test Role DataEntry User -Asterios Kasmiris
=+ MedB_PreProdt0999/1000011 @ - = — ]
’ GeldE ¢+ BEEX|2BRIOEAB|«FH > > P
-l Registration 2018/06/12 (999 5219842)
~ Cenfre (999 - 5219842} | Visit: Registration eForm Centre. v

+ Subject personal details
 Subject Information

I Navigation

Visit Date

Labaratary

None selected

&form Date

+}-  Diagnosis-1 2015/03/17 (Manile, 5L DLECLIBL)
- / 1stline-1 2015/04/03 (Chemo)

4+ Celi Therapy

Centre with access to this patient's data

4  Pre HSCT-1

-  Transplant-1 2017/05/17 (Allograft)
-  Day 100-1 2017108127 (Alive)
i Followup-1

- Diagnosis-2

i stiine2

i Pre HSCT-2

Transplant-2

Day 1002

Followup-2

Disgnosis-3

Istline-3

Pre HSCT-3

Registration centre
Registration Centre

Team number

Country

Additional centre

Centre Identiication Cade (CIC)

Team number

g |

(] Use the same Team number a5 in
the EBMT membership iist

prrcamn

Transplant.3.

- Followup-3

- Disgnosis-4

- Astline-d
Pre HSCT-4

Transplant-4

i
i
i
i
i
i
7
i Day 1003
7
7
7
i
i
-

Day 100-4

Date of this report
(yyyy/mmidd)

Hospital foptional)
Unitname  foptions))
Unit category

ez 1]

[SOUTHAMPTON

E—

You can close the Schedule QuickView by clicking on the X on the top right corner of the panel:

Schedule QuickView
-]+ v MedB_PreProdt0393/1000011

;J + Regisfration 2018/06/12 (999 5219842)

~ Centre (999 - 5219842}

w' Subject personal details

w' Subject Information

[ Mavigation

- w Diagnosis-1 2015/03/17 (Manfle BL DLEGL/BL)
H- w 15t line-1 2015/04/03 ({Chemo)
g Cell Therapy
g w’ Pre HSCT-1
g w Transplant-1 2017/0517 (Allograft)
g w Day 100-1 2011 7/08/27 (Alive)
: Followup-1

s

File

& 8

W

Visit |

Lakoi

Re
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To re-open the panel click the Schedule QuickView icon:
File View Tools Help Database :EBMT_

=N |m§a\f%‘_§‘“}3rr_@‘

You can click on the + on the left of any Visit to unfold its available Forms, and by single clicking on
any Form, you can load it. Below you can see that if a Form is marked as Missing, then the Visit it is a
part of, is also marked with the same Status Icon. This indicates that there is at least one form in this
visit with this property:

Schedule QuickView % | File Wiew Tools  Help

=|- ® MedB_PreProdfc0516/1000074 Q& =) | lﬂi &Ii * * Eli E

iJ" w Registration 20180717

w Cenfre (516 - adad346782946243K\) Visit Da

Visit Day

' Subject personal details

ko

' Studies and Trials Laboratary: Mor

w' Subject Information

- L) Mavigation

—|- ™ Diagnosis-1 2002/08/15 (Amyloidosis) FO“OW up ViSit

- o Cenre-MedAB Selection

----- w' Primary Diagnosis (1 to 8) 2002/08/15 (Amyloidosiz)

Cenire Identification Hospital Unig
Code (CIC) Mumber (LPK

..... [ Stags s | [adad3457529

----- W Other diagnosis

..... ® Cytogenefics

----- ® Molecular Markers

----- w' Haematological Values

..... + Biochemistry Follow up period

' Immunoglobuling Date of the previous |:

, follow up visit
w Involvement g

o Organ Funclicn

Equally, a whole Subject is marked accordingly, if at least one visit is marked with any Status.

You can check the meaning of all Status Icons at any time by clicking on the icon Symbols and
Function Keys to get the Icon Legend (which shows the Symbols’ description):

fsvmbals and Function Keys

seUE+sBEXDT RIS :.J@

Chromosome Analysis

1] womn Ao v

2 e

HC

5] reuse)

] ttaz

5] uman

CRETIE)

7] ean

o | e

POOOOCODOOG®

POOOO® <

5 | Other abn 1133
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They will appear in the right side panel, along with a list of available Shortcuts. You can close this
panel by clicking on the X button on the top right of the panel.

PLEASE NOTE (Question status priority): When a subject/visit/Form contains questions with differing

statuses, the following hierarchy applies:

Warning

OK Warning
Missing

OK

5. Not Available
For example, if a Form contains questions with the statuses 'Warning' and 'Missing', it will always be

el R

represented by the 'Warning' icon as this has the highest priority.

PLEASE NOTE: some Forms in a Visit may not be Active, as they are not relevant to the Disease, the
HSCT Type, etc. so you can see them being greyed out:

-« Reconstitution 2017/05/31
- & Follow up events 2017/08/27
‘ ¥ Non cell based Treatment ~ NOT Active
[ Last disease status Active
v’ Patient status (Alive)

4 Follovup-1

Entering Data

Types of Questions (Comments and Notes)
There are several different types of question in MACRO. A question type determines how it is
displayed on a Form and how it is to be answered.

Type Identified by

A text box requiring a textual answer, occasionally with an expand arrow to the right.
Text Thesaurus questions are clinically significant text questions that can be coded against
a medical dictionary. They are displayed as a text box with an orange border

Category A set of option buttons (radio buttons), check boxes or a drop down list.
Number A small text box requiring a numerical answer.

. A small text box requiring a date as an answer, occasionally with a drop down arrow
Date/time

to the right.

Multimedia | A paperclip icon or a magnifying glass icon if the question has already been answered.

EXAMPLES:
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Additional patient identification text box example
for this team
(optionsl)

Text:

Disease diagnasis TIF"!—.! - V

Date of diagnosis 1 Acute leukaemia  date is &l
2 Chronic leukaemia

Drop-down Category question: 3 Lymphoma

SHORTCUT: once you tab to a drop-down list category question, the options unfold automatically.
You can use “ALT+Down Arrow” or “ALT+Up Arrow” to unfold it and fold it respectively.

Indicate the type of main
treatment to be enferad ' HSCT only

HSCT with additional cell therapy W

Cell therapy only
Radio Button Category question:

When you tab to a radio button category question, you can move down and up using the arrow keys
on your keyboard to go through the options (you can also use the left and right arrow keys) and
press SPACEBAR to select your choice. When you tab to any question, it is activated by turning
Yellow (= how the cursor moves throughout the Data Entry). To remove an entry from a Radio
Button category question, right-click on it and select the option Clear:

Indicate the type of main

treatment to be entered s

F View Question Infarmation...

#= View Audit Trail...

View Waming
Wiew Inform Message
Commenis 3 _
Date of CT te of 1st Transplant - i@
Notes » =
DCRs 3
SOV Mark ]
Change Status 3

’.l'_j-,- Clear

SHORTCUT: alternatively, you can press F9 when the cursor is on the question (Yellow).

Mumber of complete remissions (CR, CRu) 7

achieved before this HSCT L4
Mumber of parfial remissions (PR) 0 (v
achizved before this HSCT
Number:
E—
Date of diagnosis - v
«xOct 22 «2018 2»
Non malignancies S MTWTF S
" - 1.2 3 4 5 6
igr 7 8 9 10 11 12 13
14 15 16 17 18 18 20
21 22 23 24 25 26 27
28 29 30 31
Other diagnosis - please specify DY
Cancel
Date/Time:

SHORTCUT: instead of typing the date, you can click on the drop-down option next to the date field,
which unfolds a Calendar, where you can select the date from.

SHORTCUT 2: when inside a date question, the shortcut for today’s date is letter “t”.
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Picture of subject =
. X (if available)
Multimedia:
If the Multimedia Question is answered, the Paperclip is then changed to a Magnifying Glass, which

indicates that you are able to view its content:

PLEASE NOTE: there are some Questions with a combination of the above options of category
guestions, such as some Haematological Values, where you have the option to select either a radio
button for Not Evaluated or a Numerical value field to enter the value. Also, you can have a radio
button for Not Evaluated or a drop-down list category question with options to choose from or, such
as the HLA.

Hasmaoglobin (g/dL) Not evaluated 9.4 [v4
Erythrocyte sedimentation PP i
DNA
Locusdl Not evaluated AFD1:01:10 M
A01:01:15 x| o

In terms of Data Entry, in cases such as the 2 examples above, you first tab to the NE Radio button
and if you select it, it skips the following item (free text box or drop down list category question), but
if you skip it, then it jumps to the following item (free text box or drop down list category question)
for you to answer. Just a gentle reminder: if you want to Clear a selected Radio button category
guestion, you press F9 or you right-click and you select the option Clear from the drop-down menu.

PLEASE NOTE: depending on the language you have set in your internet browser, the Decimal and

Thousands Separator might be presented differently — it can be either Decimal Comma (,) or

Decimal Point (.) and the opposite for the Thousands Separator. For example, in countries like the
Czech Republic, Italy or Spain ten thousands would be written like this: 10.000,00 and in countries
like the UK and the US like this: 10,000.00

In order to avoid possible mistakes, you must remember that it is your Internet Browser’s language
that defines what format you will be viewing your data in MACRO, and you should therefore choose
the corresponding symbol (comma or point) when entering numerical values.

PLEASE NOTE: you can add Comments and/or Notes on any question. The Comments are clinically
significant comments on a question. The Notes are more like a personal reminder, but they are
visible both by data entry users and by data reviewers, so it is a way of communication between the
two. The notes can also be downloaded. If any question has either a comment or a note, they are

marked respectively as such:
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Splenectomy

Mumber of RBC transfusions mn
Patient had splensctomy % = V‘J
- Age at 1st fransfusion - 1 (@menths
Mot evaluated
Date of splenectomy |:| - @

You can add either of the two by right-clicking on any question to get the drop-down options:

J_ F‘ View Question Information..
=] & View Audit Trail.. odies)
: View Waming
E View Inform Message...
| Comments L Add..
Motes 4 View..
DCRs 4 Remave All
SOV Mark »
Change Status 3
"'\'; Clear

If at least 1 Comment exists already, the option view will be active (not greyed out as above). The
same happens with Notes as shown below:

A BB imadiated @
- F_;' View Question Information. ..
— 45 View Audit Trail...
View Warning
View Inform Message... @
Comments 3
| MNotes r Add...
DCRs 4 Vigw...
SOV Mark 3
Change Status 3
t.:, Clear

If you click on View a pop-up window appears to show the existing information. The Notes appear in
rows on which you can right-click and select Edit Note:

Note Browser 8

Drag a column header and drop it here te group by that column

Date Status  Subject isit eForm Question wvalue User Name: Tex|

bl 2019/02/1513:2519  Public MEdB_PlEF\’ndSI([IZ[‘w1 Treatment up to this date  Number of RBC transfusions <20 units  Asterios Kasmiris  As

Edit Note

which will open the Note like this:
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=) Note Browser

Drag a column header and drop it here to group by that column

Date Status  Subject Visit eForm Question Value User Name. Text
bl 2019/02/1513:25:19  Public MedB_PreProd3/c0201/1000004 Transplant-1 Treatment up to this date  Number of RBC transfusions <20 units  Asterios Kasmiris

Page 1 of 1, records 1 to 1 of 1 records. ) [ e

X
r— Edit N

Name Number of RBC transfusions

Text As per the notes from the referring centre.

The Comments appear in the following window, but it is just 1 of the 3 available tabs:

=] Question Information

Name Patient had splenectomy?
Value

No

Properties. Comments | Audit Trail

The following comments are currently attached to this question:

[t was initially planned, but the patient left the country.

Remove All Comments

The other 2 tabs — Properties and Audit Trail — can also appear by selecting their corresponding

options on the drop down list of any question:

4 BRC irradi @
- E-_;" View Question Information...

| #5 View Audit Trail...

View Waming...
& View Inform Message @

Commenis

I Notes
DCRs
SOV Mark

Wiew.

- v |lv -

Change Status

b Clear

-

named: View Question Information and View Audit Trail.

Regarding any of the concepts described above, please refer to MACRO help.
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Help provided (Contextual texts, Help Files, Multimedia, Hyperlinks)
For the easiness of the Data Entry process, MACRO offers the capacity of some explanatory notes
(Contextual Text) appearing on the Forms in blue colour, found next to the Questions they refer to:

Centre with access to this patient's data

Registration centre

Registration Centre 516

Team number J
Country SPAIN
Additional centre
Cenire Identification Code (CIC) )

Team number

Please make sure to read these, as they are designed to facilitate your work.

What is more, MACRO offers the possibility of attaching documents, known as Multimedia files,
which are indicated with a paperclip icon (or a magnifying glass if the question is answered):

Picture of subject =
(if available)

Moreover, you can find Hyperlinks, for moving to another form within MACRO, such as the one
below:

4. Save the centre eform as usual and open a new cycle of the

Follow link to go to centre information eform

Selected centre
Selected CIC 999

Finally, additional help can always be found on the EBMT Website under the Registry tab:

https://www.ebmt.org/registry/how-use-registry

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

https://www.ebmt.org/ebmt/documents/med-ab-forms-manual

https://www.ebmt.org/registry/data-submission

You can also contact the Registry Helpdesk at all times = registryhelpdesk@ebmt.org We aim to

get back to you within 24 hours upon receipt of your query.
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Data Entry
Cursor: the cursor indicates which question you are answering at any given moment during data
entry. Itis highlighted in Yellow, if it is a free text box:

Centre with access to this patient's data

Registration centre

Registration Cenire 201

Team number i
Date of this report 0181024 | =
Country UNITED KINGDOM (yyyyfmm/dd)
Additional centre Hospital (opdional)
Cenire Identification Code (CIC) I’:)‘\ U 7 ﬂ = r_c f,loné,l,l
@ i

Team number

if it is a Radio button category question, the whole area of options is highlighted instead:

Chromosaome

analysis done? Mo

s

and if it is a Drop-down list category question, the options expand automatically and all of them are
highlighted:

Unit category FaT——— -

Dncology]
Contact person

1 Haematology L4

2 Oncolegy
e Tt 5 3 Adulis

Hospital identification of patient 4 Paedialiics

Hospital Unique Patient 5 Allegraft o
Mumber (UPH} or code & Autograft

7 BMT unit

8 Paediatric haematology
9 Paediatric oncology
Additional patient identification 10 Dept Medicine

for this team 11 Hasmatoncology
Toptional]

PLEASE NOTE: the Blue highlighting happens when you go back to a question that has already been
answered.

You can do the entire Data Entry using solely the keyboard, which is recommended, as it ensures
you answer all the questions in the order specified by the study designer. The TAB key is the key that
moves the cursor from one question to the following one.

- If the question is a free-text box, you can click TAB after you are done typing your entry.

- If it is a drop-down list category question, you can use the Down and Up arrows to move to the
preferred of the available options and then TAB to accept it. The option you are about to choose is
highlighted in Blue:

Disease diagnosis Selid tumours| -

1 Acute leukasmia

2 Chronic leukaemia

3 Lymphoma

Non malignancies |4 Plasma cell disorders

Dale of diagnosis

{6 MDS & MPN
= pext| T BONE mamow failure
8 Inherited disorders

GIE You can fold and unfold the options of a drop-down list
category question by using the ALT+Up and ALT+Down shortcut respectively.
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PLEASE NOTE: in Drop-down lists category questions, such as the one above, you can alternatively
type the Code that appears next to the label and press TAB or ENTER.

- If it is a Radio button category question, again you use the Down and Up arrows (or the Left and
Right arrow keys) to move to the preferred of the available options and then click SPACEBAR to
accept it. A grey square is indicating which option you are about to select:

HSCT only
HSCT with additional cel
Cell therapy only

In all of the 3 options above, if you click TAB, the cursor will jump to the next question without any
answer selected (“tabbing out” of a question). But if a selection is made, the cursor automatically
jumps to the following question.

PLEASE NOTE: MACRO does not accept the following characters when entering data " ™~ |

For more information on this, please refer to MACRO Help, under “Navigating through an eForm”.

Mouse: Using the mouse is not recommended during normal registration as it may lead to essential
data items being skipped or validations being triggered in the wrong order. However, the mouse may
be useful when filling missing items ad hoc or making point corrections. You can choose one of the
options by left clicking on the preferred answer (either in a Radio button or an option in a Drop-down
list of a category question) and once the selection is made, the cursor moves automatically to the
following question. If you are typing in a free text box, you can click anywhere outside of the box and
your value/text will be accepted.

Saving data and moving between Forms
Data is not saved until you click a Save button or move to another Form. You will always be warned if
you attempt to save a Form containing unanswered mandatory questions or if you attempt to leave
a Form containing unsaved data. You can also choose to see a warning message if you attempt to
save a Form without having made any changes to it. Set this via Tools > Options > eForm.

At the end of each Form and after you have answered its last question, the cursor will jump to the
option Save and Move to the Next Form, which you can select by clicking SPACEBAR:

Do you wish to enter data R
for Med-A or Med-B? Med-A

* Med-B

He>E
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Alternatively, you can use the arrow keys to select another of the 3 options there (Move to next
Form in schedule without saving, Move to previous Form in schedule without saving & Save and
move to previous Form in schedule).

SHORTCUT: click the F4 key for the option “Save and move to next Form in schedule”.

Icon | Keyboard | Action Description
shortcut
Use this to save data at any time whilst keeping the
Form open. Any question derivations and validations
= | F7 Save current screen . . .
will be updated. This icon appears in the tool bar at the
top of the screen.
Use this to save and close the current Form and open
Save and move to . . .
= . . the previous Form in the schedule. The icon appears at
& | F3 previous Form in ) :
the bottom right of the Form and in the tool bar at the
schedule
top of the screen.
. Use this to close the current Form without saving it and
Move to previous . . )
. to open the previous Form in the schedule. The icon
< Form in schedule . .
. . appears at the bottom right of the Form and in the tool
without saving
bar at the top of the screen.
. Use this to save and close the current Form and to
Move to next Form in . . .
. open the next available Form in the schedule. The icon
g schedule without . .
. appears at the bottom right of the Form and in the tool
saving
bar at the top of the screen.
Use this to close the current Form without saving it and
Save and move to . . .
1 . open the next available Form in the schedule. The icon
& | F4 next Form in : .
appears at the bottom right of the Form and in the tool
schedule
bar at the top of the screen.
Use this to save and close the current subject. Note
& | F6 Save and close that this will close all Forms and the schedule for this
current Form subject. This icon appears in the tool bar at the top of
the screen.
Use this to close the current subject tab without saving.
Note that this will close all Forms and the schedule for
*® F8 Close current Form . .
this subject. If you have any unsaved data on the Form,
you will be asked if you wish to save it before closing.

PLEASE NOTE: if you click on the button “Move to next Form in schedule without saving”, but there
are changes made in the form that have to be saved, you get the reminder message below:

The eForm has some Unsaved changes. Do you wish to save before closing?

Yes Mo Cancel
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The above options will also appear in the Toolbar, once you have loaded any Form:

File View Tools Help Dalabase :EBMT_Training Role :DalaEntry User -Aslerios

Le|dE¢+P»EEX 2RI REBERE«F3 > PFQ

PLEASE NOTE: every time you SAVE a Form in MACRO the patient record reloads itself and certain
Forms that are applicable (depending on the Disease or some answers that you have provided) will
then appear after the patient is reloaded.

Shortcuts
You can get the list of available Shortcuts in MACRO by clicking on the icon Symbols and Function

Fil= View Tools Help Database :EBMT_

e AR 0R EBERE«FEPr»rQ ,
Keys: ; and the Icon Legend appears in

the right side panel:

— Function Keys
F1 Help
Save and Previous
=2 efForm
F4 Save and Next eFarm
F& Save and Close
F7 Save current eForm
F2 Close
F5 Clear Gueston Value
E10 Show Question Context
Menu
F11 Add Comment
Fi2 Remove Comments

In addition, you can use the usual shortcuts CTRL+C, CTRL+V, CTRL+A and CTRL+Z that are used in
Windows for Copy, Paste, Select All and Undo respectively, but NOT the CTRL+S for Save. The
shortcut for Save is the F7 key.
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PLEASE NOTE: CTRL+Z is only applicable inside a free-text box to Undo what you typed, but it will not
work if you try to deselect a Radio button or a Drop-down list selection you have just made in a
category question.

Navigation (answering Questions inside the Forms)

As mentioned before, there could be some Forms that are Active and some that are not. This
depends on some questions, typically asked at the beginning of a Registration, and they depend
both on the type of Diagnosis you choose and some of the answers you have already provided. For
example, at some point you are asked if you are recording a MedA or a MedB form:

Do you wish to enter data
for Med-A or Med-B7 Med-A V]

* Med-B
and depending on your answer, some Questions or Forms will

become active or not. Equally, when selecting the HSCT Type:

HSCT
type * Allogensic W

Autologous

if you select an Allogeneic, the Donor’s relevant Forms and HLA
Forms will get activated, which will not be the case if you select Autologous. Another example would
be Cytogenetics or Molecular Markers. So, if you select to register an AML, you will be asked the
corresponding screening questions:

Chromasaomes:
analysis done? Mo

s
to which if you answer Yes the Cytogenetics Form will be activated,;

if you answer No, it will not. Another example is a screening question about Involvement Assessed or
about Pre-HSCT Treatment, which are also disease dependent:

Type of investigations performed at diagnosis

Chromesome / genetic Molecular Invaolvement -
analysis done? No [ analysis done? No (v assessed No I:J:I
® ves * Yes Yes
First line treatment given for this diagnosis

MNeon cell-based treatment given -
prior to this main treztment @

PLEASE NOTE: in the above screenshot the Questions “Involvement Assessed” and “Non cell-based
treatment given prior to this transplant” are Not Active (marked with a greyed circle and with the
answers greyed out as well), as they are not a requirement of the pre-selected disease (depending
on the corresponding Working Party’s decision). They will be active in certain diseases where they
are considered a requirement.
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Another screening question that you will have to answer has to do with whether the patient has
participated in a Clinical Study or not:
Has the patient been enrclled *

in & prospective trial or study o
at your centre? Yes

Or with the type of treatment you are reporting:

Indicate the type of main

treatment to be entered HSCT only

HSCT with additional call therapy
Cell therapy only

Immuno Suppressicn (15) cnly

PLEASE NOTE: the “Immuno Suppression (IS) Only” option above is applicable only for Bone Marrow
Failures.

The Forms will not appear at first, but they will appear once you SAVE the Form. Every time you
SAVE a Form in MACRO the patient record reloads itself, which makes any new Forms appear,
depending on your answer to this type of Questions.

There is another section in this Chapter called Navigation (how to continue or finish a
registration), but it has to do with how you continue to or how you finish a Day 0, a Day 100 or a
Follow Up registration.

Repeating Question Groups (RQGs)
In certain occasions in MACRO there are some types of Questions that are repeating and appear in
the form of tables. Such examples are the cytogenetics, the molecular markers or the drugs:
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Preparative Regimen

Dirug (prescribed fo be given before Day 0) Dose of drug Units of measurement Radioactivity dose
| BCHU / Carmustins | - | 300.0 | mg/msq | - | [ milli Curie {mCi
Mega Becquerel {MBg
Dirug (prescribed to be given before Day 0) Dosze of drug Units of measurement Radioactivity dose
ARA-C/ Cytarabine | = |[18000_|[ mgmsg = v milli Curie {mCi
Mega Becquerel (MBqg
Dirug (prescribed fo be given before Day 0) Dose of drug Units of measurement Radioactivity dose
| Etoposids / VP16 | - | 200.0 | mg/msq | - | [ milli Curie {mCi
Mega Becquerel (MBqg
Dirug (prescribed fo be given before Day 0) Dese of drug Units of measurement Radioactivity dose
| Melphalan | - | 140.0 | mg/msqg | - | [V milli Curie (mCi
Mega Becquerel (MBqg
Dirug (prescribed fo be given before Day 0) Dose of drug Units of measurement Radioactivity dose
| | - | ':‘-:J:' milli Curie (mCi
Mega Becquerel (MBqg
3

Once you answer the corresponding Question that activates the above Repeating Question Group,
you are first taken to select the Drug name from the drugs’ list. There will only be one row showing
inside the table:

Drugs
(Inciude any active agent be it chemo, monoclonal antibody, polyclonal antibody, serotherapy efc )

D
ugs No

* es
ONLY AGENTS TO BE GIVEN BEFORE THE DATE OF THE 15T CELL INFUSION (DAY () SHOULD BE LISTED HERE
Multiply daily dose in mg/kg or mgém? by the number of days:
€.g. Busulfan given 4mgfkg daily for 4 days, total dose to report is 16mgkg

Praparative Regimen

Drug (prescribed to be given before Day 0) Other, specify Dose of drug Units of measurement
1. ] - @ @ @

PLEASE NOTE: at this point, and at the moment you select your first drug and accept the value,
MACRO will automatically SAVE, Reload the form, and generate the second row, where the following
drug can be added. This behaviour is the same throughout all RQGs.

Once you select the first drug, you are taken to the next question (dose), and once you answer that,
to the Unit of Measurement. After that you are automatically taken to select the next drug.

PLEASE NOTE: at this point MACRO will SAVE and Reload the form, so that the following row is
created.

If you do not have more drugs to report, you simply leave this question blank by tabbing out of it,
which should take you to the following question, outside the table. Otherwise you continue entering
drugs until you report them all.

Therefore, note that there will always be a row left blank at each and every one of tables of any RQG
found in MACRO.
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PLEASE NOTE: in some case you may find some pre-defined options selected for you (either because
it is the corresponding Working Party’s requirement or because they are commonly used). You
cannot add more data underneath the pre-defined ones:

Indicate below those abnormalities that have been evaluated and whether they were Absent or Present

Fow BTy ABEERT o PTESE oG 6T AGaTGAAT ST FISF ananss —
chomasomss (eromosome afeced,
laeti13)a12) | [Present - v [ [ | @
T | [ apsent - w [ [ | @
B | [abn17q | [absent = v [ [ | @
4] lael17p) 1 178 | [Present o v [ ] | | @
fwasnay | [absent = v [ [ | @
B 1416 | [Absent - v [ [ | @
[t ampiification | [Present ] w [ ] | | @
Imye rear t | [notevanatea [<] o [ ] | | @
B | | @1 | | @
| | @ L1 | | @
| | @1 | | @
| | @1 I | @
| | @ | |@
| | @ L1 | | @

Instead, there will be another table (RQG) that follows, where you can add any other choices that
are not included in the pre-defined ones:

Have cylogenetic abnormalities been OFY
analysed that are not listed above o (V4

Indicate below those cytogenetic abnommalities that have been evaluated and whether they were Absent or Present.
If you have already filed the table above, indicate those cylog abnormalities analysed that were not listed above

Abnomality Absent or Present  Abnomality description

1 @ I | @

Validation (Warning and Rejection messages)

Validation rules can be attached to individual questions by the study designer in the form of
conditions. If you enter a value that satisfies the condition, a validation message may be displayed.
You might see two types of validation; Rejection and Warning.

1. Rejection

An explanation of the rejection is present within the popup and should help you to re-enter the
correct data. Your only option is to click OK and enter a different value. Your original entry will
automatically be removed.

2. Warnings

An explanation of the warning is present within the popup and should help you to either re-enter
the correct data or overrule this warning.

You have 3 options:
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l. If you have entered an incorrect value, click CLOSE and enter a different value.

1. If you wish to ignore the warning, click CLOSE and leave your original entry in place. The
Warning status will be assigned to the question. (see Examples below)

Il If there is a valid reason for entering the value, enter your reason in the Overrule text box
(using up to 255 characters) or select a predefined reason from the drop down list and
click OK. This will leave your original entry in place and assign the OK Warning status to the
question.

PLEASE NOTE: if multiple validations have fired for a question, you will see them all listed but you
will only be able to respond to the one at the top of the list.

To overrule a warning, you need both the 'Change data' and 'Overrule warnings' permissions

Symbols and Function Keys

— Status
7 Invalid
(@) Mot Applicable
W DK

&l OK Warning
‘@ Missing

(@) Mot Availzble
Ay Waming

@ Inform

* Nate

CJ Comment

Possible indications for a Question’s Status:

In addition to the above, you may see the symbol below, which indicates the number of changes
that each Question had:

Female

ABO Group
Rh factor

B -

&eé

Present -

(e.g.: 2 for ABO Group and 3 for Rh factor)

Viewing the validation rules for a question

You can view any validation rules that have been attached to a question:

a) On an eForm, right click the question field or status icon (or press F10) and select View
Question Information. The Question Information window is displayed.
b) Within the Properties tab, click in the Validations row then click the Collection button.
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c¢) The validation rules associated with the question are listed.

|' Properties \'-_ Comments
I |
: _ ~
L —_—
=]
A >

For each rule, you will see the type of validation, the condition itself and the message that will be
displayed if the condition is not met.

If the question has the status of Warning, OK Warning or Inform, you will be able to right click it and
select View Warning or View Inform Message from the popup menu to view the validation message
attached to the condition that has been met. Before the eForm is saved, it is possible to view all the
fired validations but after the eForm has been saved, only the first validation will be shown.

Validation takes place automatically every time an eForm is opened by a user with the Change Data
permission and every time that it is saved.

EXAMPLES:

1.Rejection messages

Registering centre UPN 235 Reject Data 8
Name Date of birth
First name initials h V] Value 2019/84/10
(maximum of two)
Sumame initials A W The entered data has been rejected for the following reason:
(maximum of two)
Date of birth cannot be in the future
Date of birth 2018/04/10
Se:
- ® Male
Female
0K
2xclude from Registry Use on
the con
if applig
registry

Type of muttiple graft program |

Graft number in protocal T )

) 2 Auto-Minialle:
il number of grafis in the protacol 3 Auto-Allo

4 Double auto
77 Other

In the question of Multiple Graft Protocol where the options are 4:
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Reject Data

A | MName Type of multiple graft protocal
Value 5

The entered data has been rejected for the following reason:

Please enter a wvalid category code or value.

if you type 5 you get a Rejection message:

Another example would be if the HSCT Date is before the Diagnosis Date, your value will be rejected:

Schedule QuickView X|| Fie view Tooks Help Database :EBMT_Test Role :DataEntry User :Asterios Kasmiris
=]+ # MedB_PreProd/c020 1Mot registered ‘e Q‘E’ B« = XH‘E B Q‘TL @ ‘n FBrrp
4] # Regisiration 2016/10/24 (201 78946132)
(4}~  Diagnosis-12012/12/12 (Hemoglobinopathy) Visit Transplant-1 eForm: HSCT basics v
i 1stline-1
G camem Vit Date Date HSCT (b
[ +/ Pre HSCT-1 Laberatory: None selected
(= # Transplant-1 2013/08/08 (Allograft)
IS HSCT basics 2013/08/08 (Allograft) e
[ Haematopoietic Stem Cell Transplant (HSCT)
[ Performance status.
[ Disease Status Non malignancies
o . (Centre |dentification Hospital Unique Patient Unique Identification
Treatment history Gode (CIC) Number (UPH) Gode (UIC)
O Ginca st [— -
¥ Molecular Markers ® Med s
) Haematological Values Refect Data =
R Diagnosis for which transplant is bei
D Gomarbidily and serology —— Name  Date of treatment
Value 2012/11/11
[HSCT Prep infusion A1 [Hemoplobinopatny
O patient stat . -
e | The entered data has been rejected for the following reason
G Day 001 o Gits S5 e GiE CeEEn: Coe Chemes
[~ Followup-1
(4 Diagnosis 2 |
B tstine2 |
[# PreHSCT2
[#  Transplant-2
[# Day 100-2 HSCT date and sequence
[ Followup-2
Date of HSCT [otzAiAT |
(4~ Diagnosis-3
- 1stline-3 Chronological number of HSCT for this oatient W T &
Question Information
Name Patient weight
Value 260.0
Warnings ‘\\
The following warnings have been generated
Message Overrule
A& | This value is very high (175]. Please, check | - |

A value can exceed the maximum, like the patient’s Weight above, or it can be less than the
minimum requirement, like the Haemoglobin below:
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| Question Information

Name Haemoglobin
Value 1
Warnings

The following warnings have been generated:

Message Overrule

! A
& | This value is too low | - ‘

Close

In a scenario where you have not filled in the Subject Personal Details Form in full, the registration
will not be completed and you will get the following Warning message:

This subject cannot be registered because the ragistration conditions have not been mat.

0K

If a Form contains some Mandatory questions, which you left unanswered, you get this message:

n LIIECUIAT IOVONS
5

Some mandatory quastions are blank. Are you sure you want to leave this eForm?

N Yes Mo |

H
| 1) =

PLEASE NOTE: the above message appears before the Form is saved, therefore you click No and the
Missing items will then be marked with the Missing Status symbol, so that you know which ones
they are and you can then go and fill them in, before you leave the Form.

If you choose to ignore the warning and answer Yes to the question, the following Form or Visit will
fail to activate. Therefore, MACRO will not be able to continue and you will be presented with the
following message:

HSCT tone
This is the last available eForm in the study.
oK
AUT

Source of stem cells (check all that apply)
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Navigation (how to continue or finish a registration)

The requirements for a registration may change depending on the type of treatment you are
reporting. For an HSCT you are required to report a Day 0, a Day 100 and an Annual Follow Up
report, but for a Cell Therapy, besides the 3 above, you are additionally required to reporta 6
Month report as well. Each time you are finishing a registration for any of the above, you will be
asked by MACRO how you want to proceed. This happens at the last Form of the last Visit of each
registration:

In the absence of another diagnosis or transplant,
the next follow up visit would be

‘Annual assessment
What do you want to do next?

*' Finish data entry for this pafient
Enter an annual follow up
Enter a subsequent transplant 4
Enter a new diagnosis indication for a subsequent fransplant

Enter an annual follow up with a shorter interval due fo death, lost to follow up, changed cenfres

Instructions will appear here after you have made a selection above

Use F6 or click on icon "Save and close current eForm’

You can see in the above Form that you are presented with certain options:

- Finish data entry for this patient

- Enter an annual follow up

- Enter a subsequent transplant

- Enter a new diagnosis indication for a subsequent transplant

- Enter an annual follow up with a shorter interval due to death, lost to follow up, changed
centres

PLEASE NOTE: the options that will be offered will depend on the type of the Visit you are at. For
example, at the end of a Day O registration you are presented with the following options:
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In the absence of another diagnosis or transplant,
the next fellow up visit would be

100 day Assessment
What do you want to do next?

Finish data entry for thiz patient
*  Enter the day 100 assessment 4

Enter a day 100 follow up with a shorter interval due fo death of the patient or lost fo follow up

Instructions will appear here after you have made a selection above

Use F4 or click on icon "Save and move to next eForm on schedule’ to go
to the next follow up Visit

Accordingly, at the end of a Day 100 registration these 2 options will not appear, as they are not
applicable:

- Enter the 100 day assessment
- Enter a 100 day follow up with a shorter interval due to death of the patient or lost to follow
up

PLEASE NOTE: in the box above these options, you are advised as to what is likely to follow. And
underneath these options you are advised as to what Save option you need to select. These
instructions underneath change depending on the choice you made from one of these options.
Please make sure you read and follow them.

In the absence of another diagnosis or transplant,
the next follow up visit would be

/Annual assessment @

What do you want to do next?

Finish data entry for this patient
Enter an annual foliow up

®' Enter a subsequent fransplant 4
Enter a new diagnosis indication for a subsequent fransplant

Enter an annual follow up with a shorter interval due to death, lost to follow up. changed centres

Instructions will appear here after you have made a selection above

Before entering the new transplant, make sure that the date of this
follow up, 2013/12/12, is not more than 3 months before the date of the
subsequent transplant. If it is not so, enter a new follow up by choosing
‘Enter an annual follow-up’ above
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Explanations:

- Finish data entry for this patient

This should be the most common choice to make at the end of any registration. The reason for this is
that if you are reporting on time, you will not be able to choose any of the rest of the options, as
they would all refer to the future (either 100 days later or a year later, depending on whether you
wanted to report Day 0 or Day 100 respectively). However, if you are reporting retrospectively, you
might want to continue with any registration that follows, which is why all these options are there.

What do you want to do next?

*' Finish dafa entry for this pafient
Enter an annual follow up
Enter a subzequent fransplant B4
Enter a new diagnesis indication for a subsequent transplant

Enter an annual follow up with a shorter interval due fo death, lost to follow up, changed cenfres

Ingtructions will appear here after you have made a selection above

Use F6 or click on icon "Save and close current eForm’

- Enter an annual follow up

This option should appear only after the latest registration is a Day 100 or a previously reported
Annual Follow Up. Logically, it should not appear when you have finished a Day 0, but instead you
should have 2 Day 100 available options. The time restriction in reporting an annual follow up is
from 2 months before to 2 months after the 1 year post transplant. You will not be allowed to record
a Follow Up outside this 4-month timeframe.

This is also the way to report a patient who is Lost to Follow Up, if you have a new date to report
this. Alternatively, you can amend an already existing follow up’s Patient Status from Alive to Lost to
Follow Up, found in the Form called Patient Status:
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Schedule QuickViewr x| Eile
=~ il MedB_PreProd3/c0876/1000303

View  Tools  Help Database :EBMT_Training
A0 dE<*»EHE X DB RE|0EEB 5

None selected

4] « Registration 2019/02/19 (876 819470938598345)
- Diagnosis-1 2011/11/11 {NHL Med-2)

i« 1stline-1201112/12 (Chemo)
s+ Hon HSCT

- # Pre HSCT-1 (Gene therapy)
+}|wil Transplant-1 2012/12/12 (Autograft) Patient status
o Day 100-1 2013/03/20 (Alive)

- % Followup-12013/12/12 (ReliProg)

; Centre Identffication Hospital Unique Patient Unique Identification
|/ Centre-MedAB Selection (876 - Med-A) Code (E10) Numbar (UPH) Code UIG)
# Follow up events 2013/12/12 819470938598345 | (1000303 |

- B Performance status

Treatment up to this date

- w Non cell based Treatment 2013/11/11

Comorbidity and serology

e Progression Patient status at the end of this visit
i « Last disease status Dead
cawe ¥
i Diagnosis-2 Lost o follow up
4 1stline-2
i Pre HSCT2
In the absence of anather diagnosis or transplant,
i Transplant-2 the next follow up visit would be
t-  Day 100-2 lAnmlal assessment
i} Follovup-2

PLEASE NOTE: this not the option to select if you are reporting a Death, which is outside the 4
months timeframe mentioned above. For this case read below the Shorter Interval option.

What do you want to do next?

Finigh data entry for this patient

* Enter an annual follow up
Enter a subsequent fransplant =
Enter a new diagnesis indication for a subseguent fransplant

Enter an annual follow up with a shorter interval due to death, lost fo follow up, changed centres

Instructions will appear here after you have made a selection above

Use F4 or click on icon "Save and move to next eForm on schedule’ to go
to the next follow up Visit

- Enter a subsequent transplant

This option is offered for the case where a subsequent transplant is taking place before the passing
of a 3 months’ period. If the new transplant is over 3 months since the most recent Visit, then you
are requested to add a Follow Up first, and then select this option to record the new treatment. As it
is explained in the message below, when you select this option:
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What do you want to do next?

Finish data entry for this patient
Enter an annual follow up

*' Enter a subsequent fransplant a4
Enter a new diagnosis indication for a subseguent fransplant

Enter an annual follow up with a shorter interval due fo death, lest fo follow up, changed cenfres

Instructions will appear here after you have made a selection above

Before entering the new transplant, make sure that the date of this
follow up, 2013/12/12, is not more than 3 months before the date of the
subsequent transplant. If it is not so, enter a new follow up by choosing
‘Enter an annual follow-up’ above

- Enter a new diagnosis indication for a subsequent transplant

Same as the option “Enter a subsequent transplant”, you will be requested to enter a follow up first,

if there has been over 3 months, since the most recent Visit. Again, it is explained in the message
below:

What do you want to do next?

Finigh data entry for this patient

Enter an annual follow up

Enter a subzequent fransplant =
*' Enter a new diagnosis indication for 2 subsequent transplant

Enter an annual follow up with a shorter interval due o death, lest fo follow up, changed centres

Instructions will appear here after you have made a selection above

Before entering the new diagnosis, make sure that the date of this
follow up, 2013/12/12, is not more than 3 months before the date of the
new diagnosis you are about to enter. If it is not so, enter a new follow
up by choosing "Enter an annual follow-up' above

- Enter an annual follow up with a shorter interval due to death, lost to follow up, changed
centres

This option is offered so that you are allowed to “skip” the time-restrictions mentioned in the 4
options above. If you choose to select it, you will be asked for the reason why the Shorter Interval,
before you are able to continue. The key element in this option and the reason of its existence is
only the time that has passed since the most recent Visit. Of course, a valid reason to select this
option would be the Death of the patient. If you choose to select it, a new Follow Up Visit will be
created, and the moment you give the new date (which would be less than 3 months), you will first
get a Warning message with options for why you are Overruling this rule:
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1| 3 Question Information

Name Date last seen alive
Value 2017/8/3
Warnings |

The following warnings have been generated;

Message Overrule

o This date is too early for the yearly follow up after the transplant.
Only use it if it is the date of death of the patient.

Value is definitely correct
| New data definition requirement
| am just testing

Navigatien field enly

[ ey |

e =

And then you will have to provide a “Reason why the date of the follow up is too early for this
period”:

|
Follow up period

“} + Follewup-1[2] 2017/07i01 (Alive)
«# Genire-MedAB Selection

- Follow up events 2017/07/01 Date of the previous 017/07/01 | = Interval from date last seen days

- W Performance status follow up visit

- o Last disease stafus

v o Patient status (Alive)

Date of the ’Yearly Follow up 01710803 | = | f

= % Followup-1[3]
If patient died within this period, enter the dafe of death

- o Centre-MedAB Selection (399 - Med-B) as the dale of the follow up
s th the folfow u,

™ Follow up events

[ Performance status Age at this follow up v Interval from last HSCT years

[ Last disease sialus

Reason why the date of the follow |

[ patient status up is toa eary for this period
- Diagnosis2 1 Last time palient seen in this hospital
2 Patient died
1stline-2 3 Grafl failure requires an immediate transplant
L. Dramerto

- Enter the 100 day assessment

This option is offered only at the end of a Day 0 registration, as it is not applicable elsewhere. The
time restrictions applied here are from 80 days post-HSCT to 150 days post-HSCT.

PLEASE NOTE: this is not the option to select if you are reporting a Death, which is outside the 70
days timeframe mentioned above. For this case read below the Shorter Interval option.

In the absence of another diagnosis or transplant,
the next fellow up visit would be

100 day Assessment

What do you want to do next?
Finish data entry for this patient

®! Enter the day 100 assessment W

Enter a day 100 follow up with a shorter interval due to death of the patient or lost to follow up

- Enter a 100 day follow up with a shorter interval due to death of the patient or lost to follow
up

Same as for the annual follow up, this option is offered so that you are allowed to “skip” the time-
restriction mentioned in the option above. If you choose to select it, equally you will be asked for the
reason why the Shorter Interval, before you are able to continue. The reason of its existence is again
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only the time that has passed, since the most recent Visit. A valid reason to select this option would
be the Death of the patient. If you choose to select it, a new Follow Up Visit will be created, and the
moment you give the new date (which would be less than 80 days), you will first get a Warning
message with options for why you are Overruling this rule, and then the “Reason why the date of the
follow up is too early for this period”.

Diagnosis Visit

Diagnosis Visit
The first Question from the first Form (Centre) you have to answer in the Diagnosis Visit is the type
of form you are about to use: either MedA or MedB:

Do you wish to enter data
for Med-A or Med-B7 Med-A V]

* Med-E

After you answer the above, you are taken to the Question below, which is the first one in the
Primary Diagnosis Form:

Primary Disease Diagnosis

Is the treatment you are about to enter for more than one diagnosis?

Mo
Age at diagnosis

Yes

Zelect the disease(s) for which this treatment was performed

Disease diagnosis | - |

Date of diagnosis - @ Partial dste is allowsd

Usually the answer to this would be No, but there are rare cases of what is called Simultaneous
Diagnosis and there is a special section about this in the Chapter called “Complex Cases (examples)”.

The following Question is naturally the Main Disease Classification, where you select one of the
available options below:
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Zelect the disease(s) for which this treatment was performed

Disease diagnosis | -

1 Acute leukaemia
2 Chronic leukagmia
3 Lymphoma
Non malignancias |4 Plasma cell disorders
... |5 Solid tumaurs
16 MDS & MPN
«t| 7 Bone marrow failure
8 Inherited disorders
9 Histiocytic disorders
10 Auto-immune disgases
Ofher diagnosis - please specify |11 Hemoglobinopathies 3 @
12 Neurologic disorder =

Date of diagnosis

The rest of

13 Heart (cardiovascular) disease
14 Infection

15 Muscoskeletal disorder

16 Ocular disease

To be answered only for the firs|17 Pulmonary disease atment
8% Uncoded (other)

PLEASE NOTE: the first 11 of the above options are applicable only to HSCTs, whereas if you are
reporting a Cell Therapy, you can choose any of the 17.

The code 88 for “Uncoded (other)” is extremely rare that will be needed, as we make sure that we
update our lists with all possible diagnoses, in accordance with the WHO Classifications. What is
more, we have a help file on our website called “List of Disease Classifications”:

https://www.ebmt.org/ebmt/documents/dismclfd-list-disease-classifications

found under The Registry/ Data Collection: https://www.ebmt.org/registry/data-collection

where you can see how diagnoses and their sub-classifications can be coded in MACRO. If you are

uncertain about how to record a diagnosis, and before you select the option Uncoded, please
contact our Registry Helpdesk at: registryhelpdesk@ebmt.org

PLEASE NOTE: for the Diagnosis’ dates a “Partial date is allowed”, as occasionally the exact date of
when a disease was diagnosed is not easy to pinpoint:

Select the disease(s) for which this treatment was performed

Disease diagnosis Acute leukaemia | - | v

Date of diagnosis [2015/06 Y Partial dste is allowed

For example, you can enter just the Year and the Month, or just the Year.

Depending on your choice of a Main Disease Classification, and after you also provide the Date of
Diagnosis, MACRO will take you to the corresponding Sub-Classification Question. For example, if
you select Acute Leukaemia, you will be asked to choose from the following options:

Acute Leukaemia | -

n S 1AML & Related Precursor Meoplasms
AML classification 2 Precursor Lymphoid Neoplasms (old ALL) |::j|
3 Acute undifferentiated leukaemia

Was there a previous 4 Mixed phenotype NOS -

of MOS or MDS/AMPH| 3 Mixed phenotype: Bimyeloid

6 Mixed phenctype: Timyeloid

T MNatural killer (MK cell lymphoblastic leukaemiz
) ) _ |77 Other, specify

Predisposing conditiol 99 lunknown

leukasmia 7 ® 3ing
condifion
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and then its corresponding sub-classification (or not), depending on your choice.

If you select Lymphoma, it will ask you for the Lymphoma Sub-Classification:

Lymphema

| -

210 Splenic marginal zene lymphoma

220 Exfrancdal marginal zone lymphoma of mucesa asseciated lymphoid tissue (MALT)
230 Modal marginal zone lymphoma

240 Lymphoplasmacyfic lymphoma (LPL)

245 [ linaemia (LPL with Ight)

250 Follicular lymphoma

255 Primary cutaneous fellicle centre lymphoma

260 Mantle cell lymphoma

270 Diffuse large B-cell lymphoma (DLBCL), NOS

272 T-cellhystiocyte rich large B cell lymphoma

274 Primary DLECL of the CNS

276 Primary cutaneous DLBCL. leg type

278 EBV positive DLBCL of the elderly

280 DLECL iated with chronic

280 Lymphomatoid granulomatosis

300 Primary mediastinal (thymic) large B-cell lymphoma

310 Intravascular large B-cell lymphema
320 Al K nnsitive larns B-call vmnhoma

PLEASE NOTE: in some Main Disease Classifications there will be another Primary Diagnosis Form
created (for codes 7 to 11), where you will record the corresponding Sub-Classification.

Some of the diseases will be recorded it the form called “Primary Diagnosis (1 to 6) and some will be
recorded in the one called “Primary Diagnosis (codes > 6), as shown in the screenshot below. This is
reflecting your choice of the Main Indication Diagnosis (“Disease Diagnosis” question) that you
choose first.

Schedule QuickView x

Ele 5 -

* MedB_PreProd/c0876/1000161 = 5 3
g = L HEe>»BERE X 2T B AEAB|e&F &P PFP
+i- ¥ Registration 2018/10/30 (876 68765416546)

View Tools Hep

# Diagnosis-1 2010/10/10 (BMF
W Centre-MedAB Selection (876 - Med-B,

+/ Primary Diagnosis (1 to 6) 2010/10/10 (BMF) it Da 2ot0r010

X Primary Diognoss (codes  6) (BMF) <:: Laboct ——
Clinical features

Haematological Values

Indication for the transplant or cell therapy

Istline-1 2 ¢ S
Non-malignancies sub-classification

Cell Therapy
Pre HSCT-1

Centre |dentification Hospital Unique Patient Unique Identification
Tranaptmt. 1 Code (CIC) Number (UPN) Code (UIC)

Day 100-1 876 58765416546 1000161

Follovup-1

Diagnosis-2

1stline-2

Pre HSCT2
Transplant.2 Diagnosis
Day 100-2
Followup-2

Diagnosis-3 Bone Marrow Failure
1stline-3

Acquired

Congenital
Pre HSCT-3

Transplant3 Acauired BM failure ®
Day 100-3

4 Seventy of Aplastic anaemia
Follovup-3
Diagnosis-4 PNH presentation Haemaiytic spiastc Trromsot

1stline-4

Pre HSCT-4

ALSO NOTE that if you create the Form “Primary Diagnosis (codes >6)” in error and you do not want
to use it, you cannot delete it and it will then appear as Missing. The way to amend this is found in
the Chapter of this manual called: “Modifying Existing Data”.

Chromosome Analysis - Molecular Markers - Involvement - Non cell-based
treatment (note that the Non-Cell Based Treatment is recorded in the following
Visit (1stline))

These Forms that are found in the Diagnosis Visit are activated by answering their corresponding
Questions found at the end of the Form “Primary Diagnosis (1 to 6)”:
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Type of investigations performed at diagnosis

Chromosome Molecular
analysis done? Ho v analysis done? He

® Yes Yes

First line treatment given for this diagnosis

Mon cell-based treatment N _
given prior to this fransplant No (@

Involvement

assessed

These Questions are activated or not depending on the diagnosis you have just selected, and will
activate or not their corresponding forms in the Diagnosis Visit. This happens after the Form is saved

and the patient record reloads itself.

Chromosome Analysis (Cytogenetics)

The first Question you have to answer if you have activated this Form is whether your result was
Normal or Abnormal. You can also see in the screenshot below that some options in the RQG are
pre-selected for you, but note that which options will be active depends the on disease you have

selected, as each one has its own likelihoods.

Schedule QuickView x| Ere
 Mod8_ProProd/c08TE/1

VYew [oos  Heip

GoldHerBExnna 0 @EEB s

500 (376 - Waa-B)
Diagrosis Diagosis date
0104010 (ALY = -

[SHAL & Feiated Precurser Nespiaes I

ot s st

v
514

1 Homat o
2 smormal

[ p—— %

Hurer of mefaghases wih abrocmaties @

Campiex karyotype
13 or rore abnormalies @

Transcrioe the compiste karpotype?

Karyotype @

1NGHC38 Dalcns 036 EOCAMANES B NS Laen &vahialed a0 whEmer s wers ALsent o Presset

Ao Abeomaity Aiseat o Preseot

1 san
BT

3 wwieu1Ee)
4 ohm11m23
5w

0

7 oy

B e

5 lother abn 11923
10| labi 3426 / EVI1 reamangement
1 wi)43:3)

12 feraupztiaze)
13 [othor abn 308

1] fem)

[ R E RN NN NN NNENNENE.

15 bamg

[ E N NN NN NN NNENNENEH.

FISH analysis

If however in your results you have found any that do not appear on this list, there will be another

RQG underneath, where you can enter them:
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7/ monosomy 17
abn 17p

@1 I
@ I
@1 I
@ I
\
\

B B B FE
eeee@®e@

@[]

Have cylogenelic abnormalifies been
analysed that are not listed above

Indicate below those cylogenetic abnormalities that have been evaluated and whether they were Absent or Present
If you have already filled the table above, indicate those cylogenetic abnormalifies analysed that were not listed above

Abnomality Absentor Present  Abnormality description
@ ‘
@ 2

|

\ |
@3 [ |
@ ¢ \ |

which you can access by answering Yes to the Question “Have cytogenetic abnormalities been

analysed that are not listed above”.

Molecular Markers

Same as the Cytogenetics’ Form, but instead you first have to answer Present or Absent:

<t # Diagnosis-1 2010110110 (AML)

Visit Diagnosis-1
£V CenlreMedA8 Selection (876 - Med-B)

L Primary Diagnosis (1 10 6) 2010/10/10 (AML) Visit Date o10/0/10
iV Cytogenetics (Abnormal) Laboratory None selected

[ ¥ wolccular Markers

eFom.

eform Date:

£ O Haematoiogical Values

Molecular Markers

C Involvement

Transplant.3
MLL-rearrangement

Day 1003
Followup-3 MLLT3(AFO}-MLL
Diognosis-4 MLL-PTD
tstine-t MLLTA(AFS}-1LL
Pre HSCT-4

ELL-MLL
Transplant.4
MLLT1(ENL)-MLL

wwﬂmm..wNA
EIBE B E g

Day 100-4
Followup-4 10 MLLTA0(AF10)-MLL
Dizgnesis-5 n MLL, other
Istine.s

12. 12 | | per-nup21acan

tstine-1
Gell Therapy Genire Igentification Hospital Unique Patient Unique ldentification
o HECTA Code (CIC) Nurmber (UPH) Code (UIC)

R H7984ggfg 1000185 o
Transplant-1 e
Day 100-1 Vets
Followup-1
Diagnosis-2
1stline-2 Diagnosis ML & Related Precursor Neoplasms
PreHscT-2 Molecular markers, overallresut | =
Transplant.2
Dy 1002 Incicate befor hose markers that have been evalusted an| (e Absent or Present

Present

Followup-2 Molecuar Marker L S eneor resent Nolecular marker deseription “Allele burden (%)
) E—
Tstine3 caFE-MYH11 e m[r]
pre s Pwnan L — -

Again, like above, if your results are not included in the listed ones, you are given the option to add

them underneath.

Involvement

In the Involvement Form, instead of a screening question you are first selecting the organ assessed

and then whether it was involved or not:
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Schedule QuickView
=l « MedB_PreProd3/c0200/1000001
|  Registraion 2013/12/03 (200 8546345456)
=}« Diagnesis-1 20 MA11/11 (AML Med-A)

L. o/ Gentre-MedAB Selection (200 - Med-A)
« Primary Diagnosis (1 1o 6) 2011711711 (AML)
+ Cytogenetics (Abnormal)
L o Malecular Markers
. [——

1stline-1

Hen HSCT
 Pre HSCT-1
 Transplant-1 2012/12/12 (Allograft)
 Day 100-1 2013/03/22 (Alive)
 Followup-1 201312112 (Alive)

Diagnesis-2

1stline2

Pre HSCT-2

Transplant-2

Day 100-2

Follovup-2

Diagnosis-3

1stline-3

Pre HSCT-3

Transplant-3

Day 100-3

Follovup-3

Diagnosis-4

1stline-4

Pre HSCT-4

Transplant-4

Day 100-4

Follovup-&

Diagnesis-5

1stline-5

Pre HSCT-5

Transplant-5

x

File

Vi

ew  Tools  Help

LedEH <« BEx2®B & D

Dalabase :EBMT_Test Role :DataEntry User :Asterios Kasmiris

ARBE|=FEFrLQ

6 Eyes

E 14 Retropenitoneum

1 Systemic involvement
2 Hodes belo diaphragm
3 Bone Mamow

4CNS

5 Mediastinum

1m

4

7 Soft tissue

8 Esophagus

9 Gasfrointestinal tract
10 Heart

11 Adrenal

12 Ovaries/Testes
13 Throat

Unique Identfication
Gode (UIC)

| 1000001

15 Breast

16 Nodes above diaphragm
17 Bone / Skeleton

18 Upper respiratory tract

Med-A

Med-B

15 Lungs
20 Pleura

21 Nodes

22 Ear/ Nose

23 Oral cavily

24 Blood

25 Urogenital tract

26 Liver

27 Skin

28 Spieen

29 Mucous membranes
30 Exira articular

31 Chioroma

32 Kidney

33 Peripheral NS

34 Autonomic NS

212 Psoriasis

216 SICCA

239 Raynaud (arleries)
240 CREST

@® Lymphoms only

ol tumours only

@ Plasm csil disorders only

775 Other involvement (Prim)
776 Other invalvement (Met)

Was it involved?

Dominant f primary or
agditional fmetastatic

Other involvement (Prim| | = | o

Organ or site examined

[ ™

Was it involved?

Dominant / primary o
additional fmetastatic

Invalvement
is

Biopsy  incication
(

or
transplant

Invalvement
is
Biopsy indication

or
transplant

The other difference is that instead of having a separate RQG for those that are not listed, you are

offered a few options of “Other Involvement” to select from( codes 775 and 776), and you can then

type them in the field provided underneath, called “Specify other organs involved”:

Organ or site examined Was it involved?

ther involvement (Prim) ‘v‘ v |Ves

Qrgan or site examined ‘Was it involved?

[ ©

Dominant / primary or
additional imetastatic

Dominant / primary or
additional imetastatic

Involvement
is

Biopsy  indication
for
transplant
Invalvement
is

Biopsy  indication
for

o
transplant

Specify other organs involved I

Non cell-based treatment

Hes @

If you answer Yes to this screening question, this Form will be active in the “1* line” Visit. This is

where any Pre-HSCT Treatment(s) is/are recorded and it is again disease dependent (for certain

diseases it is not required). First you provide the date it started and then its sequential number:
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3 Diagnosis-1 2010/10/10 (NHL) sit Tstline-1 Fom: on cell based Treatment

&+ tstlinet

oT12:25. (011102125

- W Haematological Values

[ o e

Cell Therapy

None selected

© PreHisert Treatment of the primary disease

Transalant-1 Excludes cell therapy or HSCT
Day 1001

Follovp-1 Conire dentication Hospital Unique Patient Unique ldenticaton

Di - Code (CIC) Number (UPN) Code (UIC)
iagnosis-2

876 57894646541 11000160 Med.

Istine2 =4

Pre HSCT-2 Rect

‘Transplant-2
Day 100-2

Followup-2
Diagnosis-3
Tstine-3
Pre HSCT-3 Dok slariad Rotnio225 | = y
(yyyyimmidd) v (psrisi date alowed)
Transplant-3

Day 1003 Sequential number of his reaiment
(counted from Diagnosis. or last HSCT if applicable)
Follovup-3
Diagnosis-4
Jstine-d Reason for this beatment
Pre HSCT-4 @
Transplant-4 Cther reason, specily

Day 100-4

B g R R e B R R R

Please read the following Chapter for more details.

PLEASE NOTE: this question is Disease dependent (certain Working Parties do not consider it a

requirement).

1st line (Pre-HSCT) Visit - Non-cell based Treatment Form

As continued from above, after you answer the Date Started and the Sequential Number, you are
taken to the Drugs RQG. On a clinical note, this is where you indicate whether the patient has been
treated before the treatment procedure (transplant or cell therapy). This will be the case for
practically all patients (unless, for example, the diagnosis is AML, where this is not a requirement).
However if it is precursor lymphoid neoplasm you should complete it. For more information on this,
please refer to our Manual:

https://www.ebmt.org/ebmt/documents/med-ab-forms-manual

on sections like “Pre-HSCT Treatment” or “First Line Therapy”.

PLEASE NOTE: for certain diseases, this Question is not a requirement and will therefore be skipped.
Moreover, for certain cases there could be NO 1* line treatment given, in which case you simply
answer No to the screening question mentioned in the previous chapter.
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Schedule QuickView * | Fie View Tods Help Database :EBMT_Test Role :DataEntry User :Asterios Kasmiis
- # MeaB._PreProdicD376/1000160 E B ®mla .
= e dEe> B x|2@ B SN =T S
41 Regisiration 2018/10/30 (575 87894548541
4} Diagnosis-12010/10/10 (NHL) Treatment Modality
S tstinet BTy Includes immuncsuppression for aplastic
| = anaemias or other non malignancies
-+ P Haematological Values
o) 0
i Gell Therapy ‘Adjuvant (HSGT done in aduvant.sefing) )
i} # Pre HSCT-1 Neoadjuvant chemotherapy @
- Transplant-1 -
G ey 00 Tyrosine kinase receptor antagonist
@
i PreHSCT:2 rugs synonyms
- Transplant2
GhemaiDrug Start date End date Ongaing
4 Day 1002 g
i Followup-2
Drug resistance Number of cycles Dose of dnug  Units of measurement Type of defivery
- Diagnosis3 — -
@ @
o 1stine - -
ChemoiDrug Start gate End date Ongaing
] a
- Transplant3
Drug resistance Number ofcyeles Dose of dnug  Unis of measurement Type of delivery
Dy 1003 ® ®
1 Followup-3 - -
ChemoiDrug Start date End date Ongoing
Diagnosis-4 3
1 tstlines
Drug resistance Number ofcycles Dose of drug  Unis of measurement Type of delivery
Pre HSCT-4 - .
@ @
J Transplant4
ChemoDrug Start date End date Ongeing
4 Day 1004 a
4 Followup-s
Drug resistance Numoer ofcycles Dose of drug  Unis of measurement Type of delivery
- Diagnosiss — -
@ @
b 1stines -
i PreHSGTS
i Transplant5
i+ Day 1005
1 Followup-s Animal origin @®
- Diagnosis6 ) -
et Other chemtherapy ®

If you answer Yes to the question “Drugs or Chemotherapy”, you will then be asked for the drugs
administered, but if you answer No, the section Treatment Modality of this Form will be skipped and
you will be taken to the Other Modality section underneath.

PLEASE NOTE: on top of the Drugs RQG there is a hyperlink that should take you to our document
“Med-AB List of Drug Names and Synonyms”:

_ Drugs synonyms

Chemao/Drug Start date
1. | - |
Drug resistance Number of cycles Dose ofdrug  Units
@ @
Chemao/Drug Start date

where you can find alternative names for drugs depending on the country they are used, along with
their codes for MACRO. The list also includes Protocols (and their codes) and the drugs they are
consisted of.

You can also find the same document on the EBMT website, under the Registry- Data Collection:

https://www.ebmt.org/ebmt/documents/med-ab-list-drug-names-and-synonyms

PLEASE NOTE: although the Protocols can be used in the Non Cell-based Treatment, they should not
be used when reporting the Conditioning (preparative regimen), as in the conditioning the doses and
their units of measurements are also required, which cannot be indicated just by selecting the
protocol name. For more details on the Conditioning, please read the corresponding section in the
Transplant Visit Chapter further down.

The Drugs RQG offers you a range of options for reporting:
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Chemao/Drug Start date End date Ongaing

1. |.| - -

Dirug resistance Mumber of cycles Dose of drug  Units of measurement Type of delivery

el @ [ 1

But note that not all drugs will be available, as it will depend on the type of form you are reporting
(MedA or MedB), the type of treatment (for example, in conditioning the dose and unit of
measurement are activated), the Disease, etc.

This form’s following section, Other Modalities, offers a selection of other types of treatments like
Total Body Irradiation (TBI), Total Lymph node Irradiation (TLI), Surgery, Phototherapy, etc.

QOther modalities

Immunosuppression @

Radictherapy (net TBI) @ Radiotherapy @
— site. =

Enzyme replacement therapy {;,‘,

Total lymph node imadiation (TLI) |Q|

Surgery @ Surgery type @

Phototherapy @

Lymphocytopheresis @

Plasmapheresis |'_J|

Other freatment (:.J)

Other - please specify | @

At the end of a treatment you also need to provide its Best Response, but it’s again disease

dependent:

©

Other freatment

Other - please specify | l’\:}\l
Best response @
Date 1st CR after first line treatment was achieved I:l @

Dale assessed e

Criteria used for the evaluation e
WHO criteria @

RECIST critera

Pre-HSCT Visit (Mobilisation / Collection Form)
The main Question that is mandatory in this Visit is the HSCT Type (allogeneic / autologous):
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HSCT
type Allogensic v

* Autologous

Cell collection in the patient for autologous transplants

Source of stem cells (check all that apply)

Bone marrow (BM) Mo Humber of BM collections @

4 @)
* e
Peripheral blcod (PE) ® No Cells mobilised ) N
W A @
iz Yes
Number of mabilisation courses l:l )
Cord blood (CB) 0
No v
es

HedH

Note that the section underneath has to do with autologous transplants, so by selecting Allogeneic
this whole section will be skipped. What is more, depending on the Source of Stem Cells chosen,
corresponding forms will become active. For example, the form Collection:

“. W Cenfre-MedAB Selection

w' Main treatment (Autograft)

W Disease Status Malignancies

¥ Cytogenetics

W Haematological Values

-

1_, Transplant-1

where you may record any cells’ or genes’ Manipulation, Mobilisation details, etc.

Transplant Visit

The first 2 questions of the first Form (HSCT basics) are mandatory (marked in Red font):

HSCT date and sequence Year v

Date of HSCT 013008108 |= Age at HSCT v
Chronological number of HSCT for this patient ':l

This section to be filled in only if thig is the second or subsequent HSCT for this patient
Date of last HSCT before this one e

Type of last HSCT before this one (@)

Was last HSCT at difierent institution?

CIC of difierent institution if known 1@
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Then follows the section on Multiple Treatment Programs, and then, if you are reporting an
Allogeneic treatment, follows the question about Multiple Donors:

Mutiiple donors Mumber of donors =

® No v @

where if you answer Yes, you are asked for the number of donors.

PLEASE NOTE: for a single treatment you can have multiple donors providing 1 or more products
each, or you can have 1 donor providing 1 or more products, and there can be any possible
combinations. For example, you can have 2 donors: the 1% providing BM and PB and the 2™ one
providing cord blood. This is the reason why there is a separate question, found in the form Donor
Registration, where you are asked for the number of products:

Number of products

Donor denated different stem cell & Number of stem cell .
products for this transplant No v producis donated - @

Yes 3

The Transplant Visit can have a range of forms that may or may not get Activated depending on the
case you are reporting.

The form Disease Status Malignancies is used to record the status of the disease at HSCT. You will
be taken to the corresponding section of this form depending on the disease you have selected.

The HSCT Prep Infusion Form is where the Conditioning (Preparative Regimen) is recorded.

PLEASE NOTE: it is Mandatory to report the drug names individually, along with their Dose and Unit
of Measurement (as opposed to Pre-HSCT Treatment, where you only provide either individual drug
names or Protocols).

The Patient Status form appears at the end of every visit (except the Registration one), as you need
to answer whether the patient is alive, dead or lost to follow up. For more information on this form,
please refer to the chapter of this manual called: “Navigation (how to continue or finish a
registration)”.

PLEASE NOTE: the Patient Status form of the Transplant Visit (i.e.: Day 0), besides the options Dead
or Alive, there is also a 3™ option for patients who die after conditioning has started, but before the
treatment was performed, should also be reported. (MACRO users should register those patients
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entering the date of death as the date of HSCT. It is understood that this is not the date of HSCT
since the transplant was never done. When you finish entering the planned transplant you will be
asked for the Patient Status: please select the option “Died before cell infusion started but after
preparative regimen was initiated”).

If all of the forms of a Visit have no Missing items (or otherwise marked; e.g.: Warning, OK Warning,
etc.) a green tick appears on the left of the visit (please see the screenshot on the left side below). If
there is at least one form that has at least one missing item then the whole visit is marked as Missing
too (screenshot on the right below).

Schedule QuickView Schedule QuickView
3 kifMedB_PreProdS.‘cU-ZOOHDEIUUIJI - #® MedB_PreProd3/d0999/1000003
+]- + Registration 2018/12/03 (200 5546546456)

. ] . ) J_r_. w* Registration 20181210
b} w Diagnosis-1 2011/11711 (AML) T

..... 1st line-1 ;J“ ¥ Diagnosis-1 2011/11711 {(AML)
- GCell Therapy w' Genfre-MedAB Selection (990 - Med-B)
4« Pre HSGT-1 i ) ) o .
”' - % Primary Diagnosis (1 to 6) 2011/11/11 (AML)
=} w Transplant-1 2012/12/12 (Allograft) ;
] i (|

- HSCT basics 201211212 (Allograft) i Cylogenefics (Normal)

----- ' Performance status ® Haematological Values

----- w Digease Status Malignancies Lowd Invelvement

----- ¥ Cyiogenetics i

- 1stling-1

----- W Molecular Markers :

----- ¥ Involvement = Cell Therapy

----- w Comorbidity and serology TJ Pre HSCT-1

----- w' Donor registration (Relatad) ] Cenfre-MedAB Selection

----- w Allograft product (B5465654) n

) ™ Main treatment

----- w Patient HLA

-----  HSCT Prep Infusion (Allo) ¥ Cytogenstics

----- + Patient status (Alive) i W Haemataological Values

For more information on options of labelling of a question/form/visit and the hierarchy in which
they appear, please refer to the chapter “How to use the Schedule QuickView” of this manual.

Day 100 Visit

For the implemented time restrictions on when to report the Day 100, please refer to the chapter
“Navigation (how to continue or finish a registration)” of this User Guide.

In the Subject Visit Schedule you scroll down until you see the last Form called Patient Status in the
most recent Transplant Visit:
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You then double-click on this Form to open it (the above screenshot has the form marked with a

Green Tick (OK),

Istine

 Disease Status Malgnanzies

¥ Cyiogene

Mol

Markers
¥ evcivement

# Comaridty and seriogy
 Dionar wgiration (Reatnd
# Alogral peocuct (55455354
 Patient HLA

 HSCT Prep Infusion (3]

s Day 1004

3 Diageoss
Tstined

4 PeHSCT4

4 Tomslanid

4 Dayooa

4 Folowpd

s Disgnosis.5

Eile  Mew Tools Help: B
Lol erBEX2RR I REE«FEFrFrp
sz
-
Patient status
Corve meniaaton Hosoes Uns Paent Ui enttcaton Meda or Medh
Cods (01 et (P11 Coth (G
200 sstaieise fooaet

Patient s1atus at the end of This visit
Dead
o e v
Deed s preparative i

I the sheence of another disgnosis or transplant,
the mext follow up visit would be

The 100 day assessment visit

What do you want o da nexi?

Instrustions wil appear here affer you have male a seiection above

Use F8 or click on icon -S8ave and close current eForm-

but it can be other symbols appearing instead), which should look like this:

The option already chosen will be the one you had selected the last time you had entered data on
this form (normally the option shown above). You can now see that since you are at the Transplant

Visit, you are presented with the option to record the Day 100 report (for example, the Annual

Follow Up is not available, since you need to record a Day 100 before you report an Annual Follow

Up). You then select the option “Enter the Day 100 Assessment” and you can see that the text

below, that advises you what you need to do next, has changed:
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In the ak of tk diag; is or transplant,
the next follow up visit would be

The 100 day assessment visit

What do you want to do next?

Finish data entry for this pafient
*' Enter the day 100 assessment

Enter a day 100 follow up with a shorter interval due fo death of the patient or loss to follow up

Instructions will appear here after you have made a selection above

Use F4 or click on icon -Save and move to next eForm on schedule- to
go to the next follow up Visit

SR L gl

Once you Save and move to the next form, the Day 100 Visit will have been activated. You will be
asked whether you want to move to the next visit or not like normally.

The first form that gets activated is the Response to Main Treatment, as it is an important part of
the follow up procedure, followed by the form Reconstitution, which is a Day 100 requirement. Then
you report any Complications (GvHD and/or Relapse) and/or Additional Treatment (chemotherapy,
radiotherapy, cell therapy) in the form Follow up events. Note that certain forms either will or will
not be activated, depending on your answers in the forms above. The form Patient Status will
appear at the end of each type of a visit created in MACRO.

Annual Follow Up Visit

For the implemented time restrictions on when to report the Annual Follow Up, please refer to the
chapter “Navigation (how to continue or finish a registration)” of this User Guide.

In the Subject Visit Schedule you scroll down until you see the last Form called Patient Status in the
Day 100 Visit:
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You then double-click on this Form to open it (the above screenshot has the form marked with a
Green Tick (OK), but it can be other symbols appearing instead), which should look like this:

Schedule QuickView %] e wew Toms e

2 dE¢PHEEX DB RBR|TEEE|«FEFPF P

=J- ® MedB_PreProo:

203322

Patient status

Cenire Ioenitcation Hespital
Code (CIC Humer

Unigue ldensfication_ Med2 o« WedB
Code (UIC

200 Bsdssass 1000601

Patient status at the end of this visit

Deat

® awve

ot snother disgresis splant,
e next follow up Visit wouli be

The annual follow up visit

Wt 90 YoU Want 1o 60 next?

for the nest sequenbal ransplant
VBT 3 Shorter erval e 10 983 of e DIVEN of 083 10 folow up

EHesH

You can now see that, since you are at the Day 100 Visit, you are presented with the option to
record an Annual Follow Up report (for example, the Day 100 one is not available, since it can only
be recorded right after the Transplant Visit).

In the form Follow Up Events you are, like in the Day 100 form, asked to provide any Complications
(GvHD and/or Relapse) and/or Additional Treatment (chemotherapy, radiotherapy, cell therapy).
However, you are also asked some questions that did not appear in the Day 100 form (e.g.:
Secondary Malignancy or Conception questions are also asked). The form Performance Status
appears here too, as it did in the Transplant visit. The form Patient Status will appear at the end of
each of the following visits created in MACRO: Day 0, Day 100 and Annual Follow Up, but please
note that the end of a Day 0 would be the Transplant Visit.
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Modifying existing data

The diagnosis forms in the Diagnosis Visit are 2: the 1* one includes codes from 1 to 6, which is also
the default (it appears always automatically), but if you select diagnosis code 6 or higher, then a 2™
form is created, where you would record its sub-classification with its specifics. If you create by
mistake a Primary Diagnosis Form for codes >6 (e.g. BMF), but you actually wanted to report a
Multiple Myeloma (which is code 4.Plasma Cell Disorders), you can MARK the already created
“Primary Diagnosis >6” as Not Available:

- Missing
@ Not Availzable

Ay Wamina

You can mark it as such from the SCHEDULE (not the Schedule QuickView) by right-clicking on it:

F Open...

Fresze

Unfreeze

Lock

Unlock

Mot Available

Missing

Create/Edit eForm SDV

Change All Planned question SDVs to Done

PLEASE NOTE: when you do that, the option SAVE will be activated, and then after you save the
Form, it will be marked as OK (Green Tick) and relabelled to the correct Diagnosis (e.g. MM).

In terms of changes you make to a specific question, there is a symbol to indicate the number of
changes found next to each question that has been modified:

Changes to Data
= One

= Two

= Thres+

The above symbols will appear along with the Status symbol of the question (e.g.: OK, Warning,
Missing, etc.):

Patient assessment at

transplant

Weight (kg) =¥

Height {cm) 1599 ]

TRl & to death, lost to follew up. changed cenfres

In addition, you can right-click on the actual question and you select the option View Audit Trail:
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Performance status

Patient asseasment a

Weight ikg) v BMI
Height (em)
[[7 View Question Information. |
£ View # Auait Trail. |
Performance system | 4 gy waming —
@ Kamofsky | @ View Inform Message :D v
) Lansky Comments »
| ECOG Motes »
! Not evaluate] DCRs N
SDV Mark ¥ leally strenuous activity
Change Status ¥ pable of all seff-care @
% Clear pited self-care; confined to bed

Completely disabled; cannot carry on any self.care

which will then open a window, where you can see who made what change, when, etc.:

Performance status

Patient at ;;n.!plant
Question Information
Weight (kg o
Bziem) 222 | 5 || Name Patient height (cm)
Value 222 |
Performance system
[ Properties ' Wermings '\ Comments | AuditTrail \
v Database  Validation Reasonfor  Reason for
Value Status Userame  TmeStamp w0 MO Comments (ot e
'~ Not evaluated
This s
; . greater than .
) 019/02/28 | 2019/02/28 am just
a5 OKWaming | AK 13:05:36 130541 :‘:;:‘ﬂ‘:fm“e“ testing
[220]
019/02/28  2019/02/28
=0 s - 13:04:55 130505
Patient ABO blood group Thisis
after a previous allo greater than
019/02/23 | 2019/02/23
222 Warning = oness e the expected
masimum
[220]

To remove all existing responses on a Form, click on the Form status icon at the top right (this icon is
only visible after saving the Form) and select “Clear all data on a Form”.

File  View Tools  Help Database ‘EBMT _Training Role ‘DataEntry User -Asterios Kasmiris
e E ¢+ BEEX(2E B 0= EEE "8
5
Visit Transplant-2 eForm: Prrarosremtm |
Create/Edit eForm SDV Mark ..
Visit Date eform Date: % Clear all data on eForm
Laboratory: None sslected
. J
Donor Registration
dentification of donor or CBU Donor Registry
WMDA / BMDW code:
7 N
‘Same donor
Bame donor as for
a previous fransplant No @
Yes
Number of the first transplant where
the same donor vas used e
Type of search that was dane
for this donor Eoy
Unrelated donorregisty (@
Unrelated cord blood bank
Identification of this previous donor ‘ ‘ @
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If this option appears greyed out, either the Form is locked or frozen, or you do not have the

required permission. You cannot clear questions that are locked, frozen, or derived from values on

another Form.

Complex Cases (examples)

Centre/Site with Access to a Subject that was created in another centre
In the case where a Site/Centre is granted with access to a Subject record that had a treatment in a

different Site, after you are given access, you have to provide the information of your own Site in the

first Form called Centre.

In the Subject Visit Schedule you scroll down until you see the last Form called Patient Status in the

most recent Follow-Up Visit:

- . v -

- v
2009/08/08 20160715

and you double-click on it to open the actual Form:

.
. " .

In the absence of ancther diagnesis or transplant,
the next follow up visit would be

lnnnual assessment

What do you want to do next?

*' Finish data entry for this patient
Enter an annual follow up
Enter a subsequent transplant

Enter a new diagnosis indication for a subsequent transplant

Enter an annual follow up with a shorter interval due to death, lost fo follow up, changed cenfres

Instructions will appear here after you have made a selection above

Use F& or click on icon "Save and close current eForm”
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You can see in the above Form that you are presented with certain options:

- Finish data entry for this patient

- Enter an annual follow up

- Enter a subsequent transplant

- Enter a new diagnosis indication for the next transplant

- Enter an annual follow up with a shorter interval due to death, lost to follow up, changed
centres

PLEASE NOTE: the options above may vary depending on the type of the Visit you are. For example,
at the end of a Day 0 registration you are presented with the following options:

In the absence of ancther diagnosis or transplant,
the next follow up visit would be

100 day Assessment
What do you want to do next?

Finizh data entry for thiz patient
*' Enter the day 100 assessment &’

Enter a day 100 follow up with a shorter interval due fo death of the patient or lost to follow up

Instructions will appear here after you have made a selection above

Use F4 or click on icon "Save and move to next eForm on schedule’ to go
to the next follow up Visit

Accordingly, in a Day 100 Visit the 2™ from the above options will not appear as it is not applicable.

EXAMPLES:

If you were given access to this Subject because you are the new Follow-Up Site for this patient, then
you select the option “Enter an annual follow up”.

If you were given access to this Subject because you are the new Site for a subsequent treatment
(transplant or cell therapy), then you select the option “Enter a subsequent transplant” for an HSCT
or “Enter Annual Follow Up” for a Cell Therapy. This means that the subsequent treatment is
performed for the same indication diagnosis.

If you were given access to this Subject because you are the new Site for a subsequent treatment,
but there has been a new diagnosis in the meantime, then you select the option “Enter a new
diagnosis indication for the next transplant”.
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For how to use the option “Enter an annual follow up with a shorter interval due to death, lost to
follow up, changed centres”, please refer to the section “Navigation (how to continue or finish a
registration)”.

Finally, the option “Finish data entry for this patient” is used for when you are ending the
registration of a Visit and you want to Save and Close the record, as you have no more reporting to
do (for example, the previous treatment (transplant or cell therapy) took place 4 days ago, and you
will re-visit the patient record in 100 days to report the Day 100). This option is not applicable for the
scenario we are describing in this section, as it will already be chosen when you access the Patient
Status form. You will need to select it after you finish your current reporting.

How to record a Simultaneous Diagnosis

What defines whether a Diagnosis is considered a Main Indication or an Other, Non-Indication
Diagnosis is whether a treatment was given to treat it or not. In some cases, an HSCT is performed to
treat more than just one diagnosis, where both of the recorded Diagnosis would be considered as
Main Indication, even if they were diagnosed with a few years of difference. This is known as
Simultaneous Diagnosis. In MACRO, after you finish the patient’s information in the Registration
Block and you move to the Diagnosis Visit, the first Form you fill in is the Centre and then you move
to the “Primary Diagnosis” Form. On the very top of this form, you are first asked this:

Primary Dizease Diagnosis

Is the treatment you are about to enter for more than one diagnosis?

MNe
Yes

Age at diagnosis

Zelect the disease(s) for which this treatment was performed

Disease diagnosis | - |

Date of diagnosis - (@ Partial date is sllowed

If you answer No, you will be allowed to record only 1 diagnosis. If you answer Yes, then you will first
have to provide all the information related to the 1* Diagnosis (that is, all the Forms that will be
Active, depending on the Main Indication you chose), and at the end of the last Form of the 1*
Diagnosis Visit, after you Save and Move to the next Form, the 2m Diagnosis will appear:
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‘Schedule QuickView
=i+ % MedB_PreProdic020 1ot registered

Ele  View Toos Help Database EBMT_Test Role :DataEniry User Astorios Kasmiris

LedE++BEEX BB T REE|«FE »F P

v

- % Registration 201810124 (201 6546546416)

i+ Diagnosis-1 2010/10/10 (Mantie BLDLBCLBL) Visit Diagnosis-1 2] eForm Primary Dignosis (1 10 §) .
/ Centre-MegAB Selection (201 - Med-8) :
 Primary Diagnosis (1 1o 6) 2010/10/10 (Mantie, BL DLECLBL) Visit Date BorT Date of diagnosis Rotititt | o
 Stage. Laboratory: None selected

¥ Haematological Values

 Biochemistry

Indication for the transplant or cell therapy - Primary Diagnosis

- ¥ Diagnosis-1(2) (FCD) o . y
Subclassification of the malignancies

¥ Centre-MedAB Selection

3 Primary Diagnosis (110 6) (PCD)
Cenre ID_Hospital Uniqus Patint Unique dentfcation

¥ Stage Gode (GIG) Number (UPH Code (UIC)
O Hasmatological Valuss stcaseis | — Med4

O Biochemistry. Med-8

Tstiine-1

Cell Therapy
Pre HSCT-1

Transplant-1 Primary Disease Diagnosis
Day 100-1

Enter the information for the second diagnosis

Followup-1

Diagnosis.2

Mo

Tstline-2 Age at diagnosis v
Yes

Pre HSCT-2

Select the disease(s} for viich this treatment was performed

Dssase dagnoss Pasma col dsardors v

Date of ciagnosis o v Partsl dste s aloned

Transplant-2
Day 1002
Followup-2
Diagnosis-3

1stline-3

Non malignancies

Pre HSCT-3

Transplant-3

Day 1003

e agnas - s socy —

Disgnosis-4

1stline-4

PLEASE NOTE: the 1° Diagnosis is labelled “Diagnosis 1”, but the 2" Diagnosis will be labelled
“Diagnosis 1[2]”. This is because they are both part of the First Diagnosis Block. Equally, you can
have a Simultaneous Diagnosis at the 3™ block, which would be labelled “Diagnosis 3” & “Diagnosis
3[2]".

Special case for users with Access to more than one Site or Study

Create New Subject B8

Please select a study and site for the new subject.
Show site code:
Studies: Sites:

bsbmt -

MedE_PreProd Swiss
Test centre

I5ite Code - 8401
[Site Description - bsbmt

¥ Open new subject

| oK | | Cancel |

PLEASE NOTE: depending on your Role, you might have access to more than just one Subject Group
(e.g.: Study Coordinator in a Working Party or Data Manager in a National Registry) or Site.
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