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p The Metropolitan HSCT of Turin (CTMT) \

Ewropasn Society for Blood snd
RMerow TTansoisntstion

- * o A
|t was formed on 02/10/2010 CTMT

METRORPOLITANO

« The Metropolitan Transplant centre of Torino (CIC 305) is a Functional
Transplant Program, created by the partnership of three local
programs, one pediatric and two adults, on the basis of clinical and
pre-clinical collaborations that occurred in previous years on specific
issues

« - CIC 305-1 (OIRM): Pediatric Program and coordinator role for CTMT
(first alloHSCT 1989)

« - CIC 305-2 (FPO): Adult program (first alloHSCT 2001)
« CIC 305-3 (S.LUIGI): Adult program (first alloHSCT 2001)

 and from 4/2016 the Mauriziano-Umberto | Hospital ex CIC 455 is

part of CTMT CIC 305 (autologous program only)



e e e Our centre has been JACIE accreditated since 2012 —
-] 02/10/2010 CTMT constitution CTMT

METRORPOULITANO

The step of this project...... L

- Quality Team meetings, clinical meetings, workgroups
- Training

Dec 2010-March 2012 - Drafting documents

- Share paths / procedures

- Internal audit

January2012

application form sent to JACIE
27/03/2012

1° Management review of the Program CTMT

01-02/10/2012  JACIE inspection and CNT/CNS (Centro Nazionale Trapianti/
Centro Nazionale Sangue, according to Italian law)

#EBMT17 6



Ewropasn Society for Blood snd
Marrow TTanspsntstion

The step of this project...... \

Our centre has been JACIE accreditated since 2012 T -
CITIVIT

26/11/2012 Report JACIE
14/11/2013 Report CNT/CNS
April-June Corrective plan to JACIE and CNT/CNS
11/07/2013 JACIE accreditation
Luglio 2013 Sending the second corrective plan to CNT/CNS
18/04/2014 CNT/CNS accreditation
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@\ The Metropolitan HSCT of Turin (CTMT)

Blwln:hirfarﬂwdmd
v Transnlenistion

« CIC 305-1 (OIRM): Pediatric Program

« CIC 305-2 (FPO)
« CIC 305-3 (San Luigi Hospital)

« CIC 305-4: (Mauriziano Hospital)

S M
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All centres are
within 20 minutes
by car
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The Metropolitan HSCT of Turin (CTMT)..... )
.....Who take decisions in our centre? CTM_I

« The Quality Team manages all activities of CTMT

« Monthly meetings for monitoring activities and critical processes
* Quarterly audit report

* Indicators analysis, NC/EA/AC /AP

« Validation / issue documents

» Targets for improvement planning

* |t is formed by selected team with the aim of ensuring high standards of
quality as required by the JACIE standards.

« The quality team is formed by various specific professionals for each
sector involved in transplantation (section b, section ¢ and section d)

#EBMT17 10




PROGRAM INDICATORS OF ACTIVITY .

Indicators analysis, NC/EA/AC /AP

PROSPETTO INDICATORI MOD.T.82.01 REV 03

CLASSE | n. |INDICATORE CTMT 3051 305-2 305-3 3054 |STANDARD | Rilevazione
UNITA CLINICA
1 |Numero di trapianti autologi 5:5+5 Trimestrale
) 2 |Wumero diTrapianti allogenici 5+5+5 Trimestrale
ATTIVITA 3 |Distribuzione per patologia MA
4 |Tipo Donatore NA
5 |Sorgente di cellule staminali NA
S E( : I I O N B B |Attivith registro >50%
CONTROLLO ; 339‘*”23 me;‘fﬂ iEEg ;:
egenza media
PROCESSO
8 |Numero di MED-0 conformi <10% Trimestrale
10 |Aggiornamento follow-up su MED-A e schede AIEOP =>890% Trimestrale
11 _[TRK 100 gierni AUTO <5%
12 |TRM 100 gierni ALLO +20%
13 |TRM 12 mesi AUTO 5%
14 |TRM 12 mesi ALLO <40%
15 |Attecchimente PMN AUTO =>80% Trimestrale
OUTCOME ™5 Attecchimenta PMN ALLO ~90% Trimestrale
17 |GWHD acuta a 100 gg NA
18 [GWHD crenica a 1 anno MA
19 [Sopravvivenza a 1 anno da trapianto ALLO MA
20 [Sopravvivenzd a 1 anng da trapianto AUTQ NA
21 |Mumero di eventi avversi gravi NA Trimestrale
22 |Mumero di infezioni da batteri alert ALLO NA
EZ7A 23 |Mumero di infezioni fungine probabili ALLO MA
£BLE 24 |Mumero di infezioni da batteri alert AUTO MA
25 |Mumero di infezioni fungine probabill AUTO NA
26 |N® infezionida CVC Trimestrals
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PROGRAM INDICATORS OF ACTIVITY

Indicators analysis. NC / EA/AC | AP

UNITA RACCOLTA
27 |Espianto di midollo os=eo da paziente N& Trimestrale
28 |Raccolte aferetiche da paziente W& Trimestrale
ATTIVITA | 29 |Espianto di midollo osseo da donatore NA Trimestrale
30 |Raccolte aferetiche da donatore hA Trimestrale
31 |[Mumero di alire raccolte/procedure (DLI, ECP) N& Trimestrale

CONTROLLO | 32 |Efficienza media raccotta CD34 da raccolta aferetica Trimestrale
S E CT I O N C PROCESS0 | 33 |Efficienza media raccolta THC da midollo nssen Trimestrale
34 |N° pazienti con mobilizzazione adeguata
OUTCOME | 35 [Conta PLT per valutazione attecchimento Trimestrale
35 |Conta PMM per valutazione attecchimento Trimestrale
SICUREZZA | 37 |Mumero di eventi avversi gravi

UNITA PROCESSAZIONE

38* |Mumero di manipolazioni minime: NA Trimestrale
ATTIVITA 39 |Mumero d? congelamenti _ N& Trimestrale
40 |Mumero di scongelamenti unita CB NA
41 |Mumero di separazioni su Clinimacs NA Trimestrale
=30% THC
42 |Recupero THC e CD34 dopo manipolazione minima =90 % CD34
43 |Vitaltd dopo manipolazione minima =85% Trimestrale
THC =50%
CONTROLLO | %% [Recupero THC & CD34 dopo scongelaments unitd CB CD34 =T0%

PROCESSO |42 vﬂalﬁ% CD34+ dopo scongelamento unita CF —
45 |Vitalta su provetta satelite congelata unita PBSC/BM S0%
= =T0%

Recupero/deplezione cellule target dopo separazione Clinimacs

48 |vitalitd dopo separazione Clinimacs >35%
49 |Esiti controllo qualita esterni <10%
50* |Tempo di refertazione NA
51 |Prodotti non conformi <5% Trimestrale

OUTCOME 52 |Conta PLT per valutazione attecchimento
53 |Conta PMN per valutazione attecchimento
SICUREZZA 54 |Prodotti nen conformi per colturale positivo <2% Trimestrale

55 [Mumero di eventi avversi irﬂvi MNA Trimestrale




The Metropolitan HSCT of Turin (CTMT).....
.....Who take decisions in our centre?: & TM.T

RECHPNE

 However, all HSCT indications,

choice of donor or type of graft, etc
are discussed every 2 weeks
between clinicians. The final
decision is taken by clinicians In
charge of each patient
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@n}rﬁ The Metropolitan HSCT of Turin (CTMT)

Ewrapasn Sociely for Blood end }'
Marrow Trensnientsior

o

The Pediatric Program OIRM is the reference centre for the search of volunteer
donor (UD) of all Programs, it collaborates with the Italian Bone Marrow Donor
registry (IBMDR) and manages the acceptance and the release of products for
HSCT

- donor search management UD (~ 40 searches/year);

- share availability of donors with local programs;

- choice of the donor on the basis of the declared policy in dedicated SOP;

- centralization of information technology;

- the path validation of the products and training professionals dedicated to
transportation;

- validation of quality control methods;
- sharing procedures and documents;

- sharing of engraftment data.

#EBMT17




Marrow Transpiarntation
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The data manager group within the
CIC 305
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Ewropasn Society for Blood snd
Marrow Transpientstion

el = \
@\ The data manager group within the CTMT
Program CITMT
It con3|sts of 1-2 people / hospital who are responsible for: the completion of the MED-A
day 0, day 100 and follow-up, sharing, storage and data updating on a private protected
server
According to the current policy of GITMO (ltalian Group for Bone Marrow Transplantation),
the registrations take place on:
-the day of transplantation +5 days for MED-A day O;
-the MED-A day 100;
On January 10, May 10 and September 10 the GITMO Data Managers transfer to
regulatory authorities (National Transplant Centre) for each centre the number of
AUTO/ALLO HSCT (Related, Unrelated, MM Related) and for each stem cell source the
number of BM/PBSC/CB for AUTO and ALLO HSCT;
By February 28" each data on timing of Med 0 registration (within 5 days), the conversion
from MED 0 to MED 100 of each HSCT, the completeness of each required data and the
follow-up of all HSCTs according to EBMT indications

#EBMT17 16




The data manager group within the CTMT
Program CITMT

« On January 10" , May 10" and September 10t a trimestral report of
each centre (305-1, 305-2, 305-3) is discussed within the QT meetings:

« -Number of autologous and allogeneic HSCTs
« - MED O registrations

« -Engraftment

« -GvHD

e -Survival

 Adverse Event

#EBMT17 17




ITALIAN RELATION BETWEEN SCIENTIFIC AND
REGULATORY AUTHORITIES LT 2

The Italian registry (GITMO) was the first to indicate how compulsory

timely the Day O registration, as a guarantee of transparency and

monitoring of transplant national requlation compliance, while the

Goverment Authority, represented by the National Transplant Centre

(CNT), has the need to know the data of real-time activities in order

to fulfil its institutional role. In recording on day O, therefore converge

scientific and regulatory interests

#EBMT17 18




Promise Registration and updating
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~~ HOW WE TRY TO KEEP UPDATED AND NOT MISSING DEADLINES

vl

: REGISTRA GG+100  DATA  Cod6s
NLEJFE]':IJI COGNOME  NOME DaNASC DONOR  DATA Tx THEJLDPELENT (DATA REGIST F"(F?;IQT fn':;r'fsa WMED 0 EEDDIJ
S 0 PREVISTA) RAZIONE 2
2 829 15/07/2003 RELPE 25/06/2015  OK 031042015 okagg CTH allaproph GyHD 6] ok
3 830 10/10/2014 REL-PR 01/07/2015 OK 094102015 ok Ok, ok
4 831 23/12/2006 MUD-BM 03/07/2015 OK 117042015 ok 31/08/2015 OF. ok
5 83z 01/07/2014 MUD-BM 09/07/2015 ok 17£1042015 ok proph GvHD agg al 10/11/2015 ok, ok
b 833 14/07/2003 RELEM  10/07/2015 ok 168/104/2015 ok proph GvHD agg al 29/10/2015 ok, ok
7| 834 10/09/2010 AUTOPB 29/07/2015 ok  D6/11/2015 ok ok ok
g8 835 22/06/1998 WMUD-BM 14/08/2015 OK  22/11/2015 ok Ok ok
g 836 22/09/2001 WMUD-PB 26/08/2015 oK 0471272015 ok proph e terapia GvHD agg al 04/12/2015 QK ok
10 767 28/09/1999 sib-pb  31/08/2015 ok 0971242015 ok proph GvHD agg al 15/12/2015 ak ok
11| 837 L 07/12/2013  REL-BM  04/09/2015 ok 131242015 ok proph GvHD agg al 21/12/2015 ok ok
12 838 14/02/2001 MUD-BM 08/09/2015 ok 18/1242015 ok proph GvHD agg al 13/01/16 ak, ok
13 839 o4/04/2005 SIB 29/09/2015 OK 07/01/2016 ok proph gvhd agg al 21/01/2016 (8]:4 ok
14 796 1541042005  RELEBM  02/10/2015 ok 10/01/2016 ok proph GvHD agg al 13/01/16 agg CTX alle ok ok
15| 840 MUD-BM 17/10/2015 ok  25/01/2016 ok ok ok
16| 841 16/01/2008 RELPE 10/11/2015 ©OK  18/02/2016 ok oK ok
17| 842 22/11/2005 MUD-BM 22/11/2015 ok 017032016 ok proph GvHD agg al 17/03/2016 ok ok
18| 843 07/11/2014 MUD-PB 11/12/2015 ok  20#03/2016 ok proph GvHD agg al 29/04/2016 ok ok

We use a database that records the main variables related to HSCT. It report the day 100 in order
to have a constant reminder of deadlines. Obviously it is important to properly record MED-A day 0

#EBMT17 20




K@h " htps /v clinicalresearch.nl/ PROMISES

.Eggmrt Help Filter

D - @ & ¢ x| 5 Nuovo messaggio
MEDAE — [8440][PRODUCTION][GITMO]|

Data Entry

|

7l List Status Table Content

I DATA REPORTS [l

.~ STORED REPORT SPECIFICATIONS “ Please remember that F1  provides help with the specification of a raport at any timet
Search among titles: | |

e Mew Report ' start report construction
" paTA

COLUMNAR Explain ' the different types of Reporis
— STANDARD
~ Project
Allograft, GvHD
ntral Data Management

+ Check

. Data quality
Diagnesis
Disease status

EBMT to centre queries

Follow up

D t t t .
Cause of death is GvHD but no GvHD recorded
Cause of death is relapse but no relapse recorded
Day 100 report due

Double date of death or alive after death
Labelled as dead but death not registered
Labelied as Relapse or progression but data not entered

_ Patient alive with a cause of death
# Identifiers
Relapse

Transplant

m

Work in progress
f+.—3=agnosws

X Follow up

+ Test SQL

* Transplant assessment

it Transplant

zCentral Data Management
+ Registry

+ Your own Reports
ADVANCED

% DESIGNER
SURVIVAL
DESCRIPTIVE

Consenti =

La pagina Web sta tentando di eseguire il componente aggiuntivo 'Windows Media Player' da 'Microsoft Corporation’.  Quali risch
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HOW TO REGISTER A NEW TRANSPLANT AND
MODIFICATIONS ACCORDING TO NEW-MED-A

& ¢ | "I menasip TOPRO.| " MEDABINEWEBMTI[S]b... *

gata [N Report Export Help Fifter MEDAB — [305[PRODUCTION]Torne] |

T 0 '._.' “’:H
44 (=1C)

e B
@13@’@ %
Index fSitg Overview Bl

dePatient _____________________valielabel | i ; i ;
______ 2 e e Lg L4 LTt )

Patient 730 330 _ e e S e
e Form about fo be... Med-A: Day D Save - Show Cancel
Patient data WedeB over Med:A il Copy modifications

Form information UPN ? - Record Locator
Form about to be entered | 1\ Med-A: Day 0 Date cf bitth ] Patient [305] 330
Patient information . Are you adding M... null
B Hlame of unit or team for the HSCT or Cell therapy 9.6 6 {

Type of unit or team for the last H3CT or Cell therapy - Chapters & Sections
Contact person for the last HSCT or Cell therapy ‘Name of unit or team for the HSCT or Cell + 1D and admin
\Area code where patient lived at time of HSCT or Cell therapy therapy - Patient data
Date of the 1st report (Unit or team involved in the last 3
Patient in nat / international study / tnal [iransplant being registered g
Unique Patient Numberfcode given by hospital __ Patient information
Initial(s) first name 1 ,
Initial(s) family name / + Effnicity
Date of birth of the patient / )
Gender of the patient / je i
New record creation / + Management

d [ + EBMT to centre

// ‘ + Data eniry support

CENTRE AND PATIENT IDENTIFICATION
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% HOW TO REGISTER A NEW TRANSPLANT AND
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HOW TO REGISTER A NEW TRANSPLANT AND
MODIFICATIONS ACCORDING TO NEW-MED-A

C_NEW.MEDAB/ULI O~ @ C

* | MEDAE (MAIN ENTRY TO PRO..| " MEDABINEWIIEBMTISb...
MEDAB — [305[FPRODUCTIONIToino] |

ez Report Export Help Filter

2sume with the first item in the current section by pressing Tab (or click on any other item)

[ndex B=ifiGlg Overview DynFil:20:Actte leuksemiz

cic e 305305 i hetion @ @ I:Lﬁ @ [' %‘E

Patient 330|330 7 Create Delele  Move/ pending Lo
. - — - e = Form about to be... |Med-A: Day 0 Save Show Cancel
_Dlanoss ffate v 1950/01/01 00:00 1950/01/01 fexact] WeeiB ver MadiA el Copy. modiications
WOther diagnosis & secondary disease UPN 1470 = Ratord Locatir G
Other diagnosis Date of birth 190010101

~ Patient [305] 330
Diagn 195001101

Indicate other diagnosis | |

Are you adding M... null
Secondary origin

Disease of secondary origin or transformed 2.6 8 | Assel 195000101

Dirugs or radiation related: Agents involved

Predisposing condition prior to leukaemia diagnosis? Disease of secondary origin or transformed .

Prior predisposition condition T INo 1 - Chapters & Sections

Is this leukaemia a Donor cell leukaemia? 2 es + Diagnosis identification & administr

99|unknown + Diagnosis record qualifier (manual)

+ Diagnosis classification
+ Leukaemias
+ Lymphomas

+ Plasma cell disorders

+ Solid tumours

+ Grade and staging

+ Myelodysplastic & myeloproliferative

SECONDARY OR PREDISPOSING CONDITIONS OR DONOR CELL
LEUKEMIA

+ New record creation
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w3 HOW TO REGISTER A NEW TRANSPLANT AND
s MODIFICATIONS ACCORDING TO NEW-MED-A

Index Eiliulg Overview DyrFi20: Aoute leuksemiz

sessnen() e el | L acton LROCEE

&=
_gle 305 305 |
Patient 330330 : : Creste Delele Movel . pending
- - - Form about fo be... Med-A:Day 0 -~ Show Ca
Rsssssment date 1350101701 00.00 195001101 [exact, R o Met . B Gy 3% rogicatons ™ G2
iz UPN 1970 - Record Locatl:lr
MDS /MPS | CLL | Hgbpthy class Date of birth 1900/01/01 ~ Patient [305] 330
Involvement & bone investigations Ara you adding M... null e
Immunophenotyping/histochemistry & dNote: Cytogenetics at diagnosis Diagn 1950/01/01
_Cytogenetics and molecular markers Assel 1950/01/01

1 00 8
_(Complex karyotype: Are there 3 or more abnormalities

Monosomal karyotype Chromosome analysis - Chapters & Sections

_[Molecular or other type of markers 1 [Normal - i i
Haematological values i + |nvestigations identificat & admin
Haematology, other Lo - - Assessment record qualifier (manual)
o ; 3 |Not dona/Failed
Biochemistry on

99|unknown

+ Diagnostics

+ Diagnostics (cont)

+ Physical examination

+ History of disease and freatment

+ Patient viral & fungal history

+ Performance

+ Haematopoietic recovery & chimaerism

+ Complications & additional treatment
it disease status

CYTOGENETICS AT DIAGNOSIS

ient HLA: DNA results

+ Fatient HLA: serology results

+ Prognostic scores

+ New record creation
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__ [ramME HOW TO REGISTER A NEW TRANSPLANT AND

Resume with the first item in the current section by pres M O D I F I CATI 0 N S AC C O RD I N G TO N EW:M E D 'A

Index F=:lld Overview DynFil:20:Acute Jeuksemia
CIC Assessment(1) value label ) BB —
A ] i - F
ciC 305305 o & Lé LJ_[ E# 1 %é
Patent 730230 : Creste Deets Mowl o pendng - -
Form about fo be... Med-A'Day 0 : Cang
Assessment date 1950/01/01 00:00( 1950/01/01 {exact] Mgg ; osgmjede- A il s Copy Save modfications = =

Il New record creation UPN 1970
New record creation, Date Date of birth 1900/01/01

" T . o o — Patient [305] 330
| | @aNote: Indicate abnormality studied Are you adding M_.| null cilzae S

New record creation: Code Diagn 1950/01/01

ED: New record index: cytogenetics I /! Q8 8 Assel 1850/01/01

- Record Locator

EO: New record index: cytogenetics ‘

[—) ta = o £ |[Hypodiploid (<46 chromosomes) - Chapters & Sections

| - 5

LR T 7 |Hyperdiploid (>46 chromosomes) + Investigations identificat & admin
e Tcnosomy + Assessment record qualifier (manua!)
4 Iy + Diagnostics
101[4(8:22) .
102[t(4;11) + Diagnostics (cont.)
108 aln, i %QB + Physical examination
112del(11)022-23) + History of disease and treatment
M5t12;21) + Patient viral & fungal history
116[t(1;19) + Performance
117]trisomy & + Haematopoietic recovery & chimasrism

153[t5,14)(031,032)
701|Full Karyotype
777|Other abnormality 1
778|0ther abnormality 2
779|Cther abnormality 3

+ Complications & additional treatment

+ Last disease status

+ Last status

+ Patient HLA: DNA results

+ Patient HLA: serology results
+ Prognostic scores

— New record creation

=i

=1

=1

ate
eation: Code

CYTOGENETICS AT DIAGNOSIS
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£n HOW TO REGISTER A NEW TRANSPLANT AND

Ewrapasn Saciely far Blood snd A
RMerow TTansoisntstion >,
DEENELTE Report Export Help  Filter

Resume with the first item in the current saction by pressing Tab (or click on any other item)

Index JZi[J4]d Overview DynFil:20:Acute leukaemia

5 [ 5 O (YR o — = —
2 + Acti SE=] 2 G

| 305 305 one L_IJ [é‘ Dlj | ';*'. m m ﬂé
Patent | 330330 ; : Creats Delele Movel o - pendng .~
! Form about to be... Med-A: Day 0 i
Pssessment daie 55001701 00,00, 1950101107 [erach B o Mot Gopy S8 gcaons T S
(Cytogenetics ‘ f iploid (<46 chromosomes) LUEN 1970 ~ Record Locator B
Cytogenetics

. Date of birfit 1900/01/01 et
- Chromosomal aberrations Patient [305] 330

.. e Are you adding M... aull \
Abnormality present or absent D 0.6 8 Dizgn 1950/01/01
Describe the abnormalitias ~ Assel 195001101
|Specify the number of chromosomes /Abnormality present or absent Cytog 6
New record creation 1 Absent

Lo 2|Present
3Nt evaluated - Chapters & Sections
+ Cytogenetics identification & admini
- Cytogenetics

Chromosomal aberrations

CYTOGENETICS DATA AT DIAGNOSIS
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sz v o > . HOW TO REGISTER A NEW TRANSPLANT AND -

Resume with the first item in the current section by pres

MODIFICATIONS ACCORDING TO NEW-MED-A

Index §=iR9 Overview DyriFili20iAcute leukaemia
€ICAssessment(1) alue label ; o Lo —
T + Actions N 1 g
__[cIc | 305305 [5 [t]j [rD g]; mgm Ai8
Patient { 3300330 i - : Creale Dekte Movel pendng o . -
: Form about to be... |Med-A‘Day 0 o Show Cancel
_ |Assessment date 1950/01/01 00:00] 1950/01/01 [exact MaF e e B 3 | 2"® moviicalons =™
- 120 UPN 1870 - Record Locator
[MDS / MPS | CLL | Hgbpthy class Date of birth 1900/01/01  patient [305] 330
Inval t & bone investigati Areyou adding M.... aull - ‘
_ Immunophenotyping/histochemistry Diagn 1950101101
_ Cytogenetics and molecular markers - Assel 1950101/01
[Chromosome analysis | 2 Abnormal Cytog 6
[Complex karyotype: Are there 3 or more abnormalities| 2 Yes ¥ Note: Molecular markers at diagnosis
~ [Monosomal karyotype | o
Jl\Molecular or other type of markers |:] 08 ® ]
Haematological values - Chapters & Sections
Haematology, other Molecular or other type of markers ‘ + Investigations idenicat & admin
Biochemistry 1 |Absent + Assessment record qualifier (manual)
2 |Present (at least one) + Diagnostics
5 |Not evaluated + Diagnostics (cont.)
49|unknown + Physical examination

+ History of disease and freatment
+ Patient viral & fungal history
+ Performance

MOLECULAR DATA AT DIAGNOSIS

+ Laststatus

+ Patient HLA: DNA resuits

+ Patient HLA® serology results
+ Prognostic scores

— New record creation
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DEEd Sl Report Export Help Filter MEUARD — [ SUa)IFRUL UL TRUIN]L TURTIO) | I 10:28 14 sotns

oemmmamnmarn s HOW TO REGISTER A NEW TRANSPLANT AND

e MODIFICATIONS ACCORDING TO NEW-MED-A
@QUW__M{?_ e LJ) Lé 7 %‘_’_;r‘ ED ﬁ;

|Patient | 330 330 ; Credle Delele  Mave/ pending

f | Form about o be... |Med-A: Day 0 - Show Can
_ Assessment date _ [1550/01/01 00-00] 1850101107 {exact ek over M Bl - Copy. |3V mogications 1™ O
EINew record creation UPN 1970 - Record Locator £

INew record creation, Date Date of birth 1900/1/01 - Patient [305] 330

[ED: Index date for new record | | Are you adding M.... null i

[New record creation: Code Diagn 1950/01/01

|ED: New record index: cytogenetics § Hypodiploid (<46 chromosomes) - Assel 195010101

] nf 8 @ dNote: Indicate the molecular marker tested Cytog 6
E4: New record index: markers |:] 008

~ Data entry help asses

E4: New record

index markers |

— Chapters & Sections

+ Investigations identifical & admin

3 |BCRIABL
22 \MLLT3(AFS)MLL + Assessment record qualifier (manual)
25 [MLLT1(ENL}-MLL + Diagnostics
26 |MLLT4(AFE}MLL + Diagnostics (cont.)
27 |MLL, other + Physical examination
35 |AFFIARLLNILL + History of disease and freatment
- ARl

36 |TEL(ETVEAML(RUNXI) + Patient viral & fungal history
37 |IL3-IGH
38 TCFIFRN + Performance

3 2
39 |IKZF1 (IKAROS) + Haematopoietic recovery & chimagrism
40 |NOTCH1 & FBXWT + Complications & additional freatment
T77|Other + Last disease status

+ Last status

+ Patient HLA: DNA results

+ Patient HLA: serology results
+ Prognostic scores

- New record creation

Date

creation: Code

MOLECULAR DATA AT DIAGNOSIS
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e carm=enees HOW TO REGISTER A NEW TRANSPLANT AND

Index REific]g Overview

]

305305

Patent 730730

|Assessment date

Last disease status

|Last disease status before this date (1)
—
INumber of this status

Cytogenetic remission

Molecular remission

\Last disease status before this date (2)

Last disease status before this date (3)

Disease detected by clinicallhaematological method

Date of last clinicallhaematological assessment

Disease detected by cytogenetic/FISH method

[Cytogenetic detection of disease considered relapse/progression

Date of last cytogenetic assessment

Disease detected by molecular method
Molecular detection of disease considered relapse/progression
Date of last molecular assessment

1970/01/01 00:00] 1970/01/01 00:00:00)

Disease status

10|Primary induction failure / Primary refractory

30/ Complete remission (CR)

35
=

Relapse

71 (Other

99 unknown

DISEASE STATUS AT HSCT

Acute leukaemia with
hypoplasia

If there are less than 5% blasts
in the bone marrow but
insufficient ceflularity to confirm
normal myelopoiesis, use Other

Inherited Disorders

Use the following equivalence:
Cured - Complete remission
Improved - Partial remission
Lnchanged - Stable

Worse - Progression

MODIFICATIONS ACCORDING TO NEW- MED-A

A0 B8 5 ¢

Fomaboltiobe | MG DayD  Cede Delele Movel oo pendng

Met-5 over MedA Lis el
UPN 1970 - Record Locator
Dateoibith 3000401 e

Are you adding M... nul

Diagn 1950/01/1
— Agsal 1950i01/01
Cytog &
Molec 3
Melec 22
Assel 1970/01/01
Treat 1970/01/01

- Chapters & Sections
+ Investigations identificat & admin
+ Assessment record qualifier (manual)
+ Diagnostics
+ Diagnostics (cont.)
+ Physical examination
+ History of disease and freatment
+ Patient viral & fungal history
+ Performance
+ Haematopoietic recovery & chimaerism
+ Complications & additional treatment
+ Last disease status
+ Last status
+ Patient HLA: DNA results
+ Patient HLA: serology results

+ Prognostic scores
— New record creation




I HOW TO REGISTER A NEW TRANSPLANT AND
e B MODIFICATIONS ACCORDING TO NEW-MED-A

LICA e i
= S + Actions L’JJ Lé |_ﬁ aﬁ”mﬂﬂ

Patient 330330 Form about to be... [Med-ATDayD | “eak Deele Movel (o PENOMD o

Assesmem date 1970/01/01 00:00) 1970/01/01 00:00:0 Wed-B over Med-A il Capy © mogications
Last dsease status _ UEN 1970 = \——
LLast disease status before this date (1) et Date of birth 190001/01 :
T | 008 A ou s .l AP
_ Number of this status Diagn 1950/01/01
Cytogenetic remission Disease stafus - Assel 1950/01/01
:i'loiic;lar (emie;s:;]r! oo s e ] 10|Primary induction fallure  Primary refactory| [Acute feukaemia with Cytoa 6
ast disease status before this daf PR i
Last disease status before this date (3) ?D Conie et Ryn?;glz!,’;ﬂmss than 5% blasts Molec 3
Disease detected by clinical/haematological method S ctopee in the bone mamow but Molec 22
\Date of last clinicalihaematological assessment 77|0tner insufficient cellulanty to confim Assel 1970/01/01
Disease detected by cytogenetic/FISH method 95 |unknown normal myelopoiesis, use Other Traat 1970/01/01
[Cytogenetic detection of disease considerad ralapse/progression
Date of last cytogenetic assessment Inherited Disorders
Disease detected by molecular method Use the following equivalence: :
Molecular detection of disease considered relapse/progression Cured - Complete remission = Ehanters B Sections
Date of last molecular assessment Improved - Partial remission + Investigations identificat & admin
\L:J\::r::ng;:j- [S;:Sb“ljen + Assessment record gualifier (manual)
g + Diagnostics

+ Diagnostics (cont.)

+ Physical examination

+ History of disease and freatment
+ Patient viral & fungal history

+ Performance

+ Haematopoietic recovery & chimaerism
CYTOGENETICS AND MOLECULAR STATUS AT HSCT  Corisor . i e

+ Last disease status

+ Last status

+ Patient HLA: DNA results

+ Patient HLA: serology results

+ Prognostic scores

— New record creation




FEFDAR AT )
DEEY=IWE Report Export Help Filter MEDAB —305[FRODUCTION][Toring] | | W35 sa

Resume with the first item in the current section by pressing Tab (or click on any other item) 5 tﬁ- \I?@,\ g /‘ g | ‘. L’E" A ,ﬁ' “ﬂ
AW/ A W SRR
Index S=ifloig Overview DynFil:20:Acute leukaemia
€ Assessment(1) alue Jabel : P i = &
! + Actions A ‘ L =l 3
e | 305305 £ J5B uj %ul_:'l 0[3/8 a {
|Patient | 330330 ; Create Delete Movel " pendng .
= 2 - Form about to be. . 'Med-A: Day 0 Save o Show Car
Asessmnt date [1970/01/01 00:00] 1970/01/01 00:00:00 Med:E over Med-A il Capy modifications i
Diagnostics (cont) UPN 1970 - Record Locator 30
Bone marrow investigations Date of birth 1900/04iM  Patient [305] 330
T-cell function Aveyou adding ...l e
_ Immunoglobulins Diagn 1950101101
_Clinical data - fssel 1950/01/01

_Associated disorders

i ti A | Cytog 6
lComorbid conditions present D OB @

Solid tumour, previously present Molec 3
_|Inflammatory bowel disease, previously present Comorbid conditions present | Molec 22
_|Rheumatologic comorbidity 1 No Assel 1970/01/01

Infections present before the treatment

Diabetes (requiring treatment ather than diet alone)
Clinical status

PNH

2 |Ves Traat 1970/01/01
95 |unknown

- Chapters & Sections
+ Investigations identificat & admin
+ Assessment record qualifier (manual)

COMORSBIDITY AT HSCT e

+ Physical examination
+ History of disease and treatment
+ Patient viral & fungal history
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EBMT

| DAL ey | LN _wehﬁun ﬂﬂ Oeip b

Resume with the first itam in the current section by pressing Tab (or click on any other item)

Index B=i[[(]d Overview

DynFil: 20:Acutz leuksemiz

I Assessment(1) value label
e | 305 308
— [Patient 1 10330
_ |Assessment daie 11970/01/01 00:00| 1970/01/01 00:00:00

P hysical examination
_ Kidney
QO cn comority moderate fosevers) I
__|Spleen and liver
Hepatic comorbidity
Heart and lung
JArrythmia / conduction blocks
[Cardiae comorbidity
Cerebrovascular disease: Stroke/CNS haemorrhage
Heart valve disease
|Pulmonary comorbidity |

Gastrointestinal and metabolism

\
06 @

Renal comorbidity (moderate to severe] ‘
1 [No

2 |Yes

Not evaluated
9] unknown

E=I]

(Obesity \ 1[No

Peptic ulcer requiring treatment \ \

Neuropathy

Psychiatric disturbance \ \

Joints

Other

(Other clinical abnormalities \ \

=S
¢+He3)
\_4%55 v\

+ Actions

Form about fo be .. | Med-A: Day 0
Ied-B over Med-A | null

UPN 1470

Date of birth 1900/01/01
Are you adding M. null

COMORBIDITY AT HSCT: RENAL, KIDNEY, HEART, GI, BRAIN,

JOINTS

|ty e

pending iy
Cony V€ mggiicaons SO CaNe

- Record Locator

— Patient [305] 330
Diagn 1950/01/01
— Assel 1950/01/01
Cytog 6
Molec 3
Molec 22
Assel 1970/01/01
Treat 1970/01/01

- Chapters & Sections
+ Investigations identificat & admin
+ Assessment record qualifier (manual)
+ Diagnostics
+ Diagnostics (cont.)
- Physical examination

Kidney




Danor 11

Donor ID and order of infusion

Identification of donor or CBU unit used by centre [ \

Number in the infusion order | \

HLA relation and donor registry

HLA match [ & Unrelated
T |

Degree of mismatch in related donors i

0t o oo DonarRage o Crd s Eanc——|
MDA / BMDW code for the Donor Registry

Name of the Donor registry

Doner centre name

Identification of donor or CBU given by donor registry

Identification of patient given by donor registry

Number of mismatches

Number of antigenic mismatches: A

Number of antigenic mismatches: B

Number of antigenic mismatches: C

Number of antigenic mismatches: DRB1

Number of antigenic mismatches: DQB1

Number of antigenic mismatches: DPB1

Number of allelic mismatches: A

Number of allelic mismatches: B

Number of allelic mismatches: C

Number of allelic mismatches: DRB1

Number of allelic mismatches: DQB1

Number of allelic mismatches: DPB1

Donor details

Donar bithdate

WAge of donor: years

Age of donor: months

Donar sex

Age of the donor

Serologic status

CMV antibodies in donor

Number of stem cell products

Did this donor provide more than ene stem cell product?

Number of different stem cell products infused from this donor

ION CODE OF DONOR

Note: Enter the [ON (Issuing Organisation Numbe

UPN
Date of birth
Are you adding M... null

> of the < b >Doner Registry< /b »

- Record Locator
- Patient [308] 330

Diagn 1950/01/01

saas 1950/01/01

WARNING: Please, fax the HLA laboratory results to the EBMT Data Office < br =or National Registry Data Office. < br »Add the UIC of the patient to the results before f':ming:;og 6

08 @

ION code for the Donor Registry or Cord Blood Bank|

005Slovakia BMDR (3K)

033|USA Gift of Life (USA4)

102|Iran Royan CBB (T2CB)

372|Romania BMT donars (RC)

461|Greece-CBMDP (GR2)

671|Mexico BMDR (MX)

£95|Hungarian SCOR (H)

T14|Taiwan Meribank (TICE)

726|Wales BMOR (GB3)

1
1
1
1
1
1
1
1
1
1

804|FGM France (F)

2015(Denmark Stem Cell Donors (DK)

2073|Lithuania BMDR (LT)

2107|Saudi Arabia-SSCOR (SA)

2197|CMDP China (CN)

2329|Spain DKMS (E2)

2614|Austria BMDR (A)

2731|UK-BBMR (GB4)

2824|India GeneBandnu (IN3)

3034|BMRN (NG)

3066|Canada Victoria Angel CORD (MHCE)

3099|Luxembourg LMDP (LU)

3105|Hong Kong CBB

3146|Iran Taleghani (IR2)

3458|Taiwan Tzu Chi (TW)

3503(Turkok - Turkish SC Coordination Centre

3553|NMDP (USAT)

3785|Singapore BMDP (SG)

AAAAIT. e Al TR TR

REGISTRY A

LR[Sy

4131]india MDR (IN4)

A

ND CORD BLOOD BANK

v

muiec 3

Molec 22
Assel 1970/01/01
- Treat 1970/01/01

Donor 1

- Chapters & Sections
+ Donor identification & administratio
~- Donor

Donor 1D and order o
HLA relation and donor registry

Number of mismatches

Number of stem ¢ ducts
+ Legacy Donor harvest or collection
+ Cell products

+ Cord blood processing at Bank

+ Cord blood cryopreservation at Bank
+ Cord blood counts/viability at Bank
+ HLA laboratory

+ Donor HLA: DNA results

+ Donor HLA: serology results

+ Ex vivo manipulation of donor cells
+ Donor cell infusion method

+ Cells infused

+ Donor milestones

+ New record creation




CDRAT—

_ Danar |
Cell products

:EProduct 1

Boercoisowce |
1Stem cell source other, specify

Ex-vivo manipulation of the donar cells

Graft manipulation product 1: Negative selection

MNegative selection of donar cells

T-cell depletion by monoclonal antibodies

T-cell receptor alpha-beta depletion

B-cell depletion by monoclonal antibodies

INK-cell depletion by monaclonal antibodies

- Record Locatur
- Patient [305] 330

UPN 1870
Date of birth 1900/01/01
Are you adding M... null

|
[“INxIN ] ' Dizgn 195001101

[Negative selection: other

|Other negative selection: specify [

(Graft manipulation product 1: Positive selection

Positive selection of donor cells |

- Agsal 1950/01/01
Stem cell source | Cyteg 6
1 EM Molec 3
g P? | Molac 22
Bisy Assel 197001101
99 |Unknown
~- Treat 197001101
Donor 1
- Chapters & Sections

Positive selection by MoAB, CD 34+ enrichment |

+ Doner identification & administratio

(Graft manipulation product 1: Other manipulations

+ Donor

~ Gene manipulaticn of the denor cells |

+ Legacy Donor harvest or collection

(Cells infused for product 1

Units for nucleated cells

— Cell products

Units for CD34 positive cells

Units for CO3 positive cells

Product 2

Stem cell source

Stem cell source other, specify

Ex-vivo manipulation of the donor cells

Graft manipulation product 2: Negative selection

Negative selection of donor cells

T-cell (CD3+) depletion by monoclonal antibodies

T-cell receptor alpha-beta depletion by monoclonal antibodies|

B-cell (CD19+) depletion by monoclonal antibodies

NK-cell depletion by monoclonal antibodies

Negative selection: other

+ Cord blood processing at Bank

Other negative selection: specify

_Graft manipulation product 2: Positive selection

GEFIS MaNIPUIaton o1 e aonor cels

_f;;;; STEM CELL SOURCE AND GRAFT MANIPULATION

+ Cord blood cryopreservation at Bank

+ Cord blood countshviability at Bank
+ HLA laboratory

+ Donor HLA: DNA resuits

+ Doner HLA: serology results

Cells infused for product 2

#EBMT17

+ Ex vivo manipulation of donor cells
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Resume with the first item in the current section by pressing Tab (or click on any othar item)

Index Bifialy Ovarview DynFil:20:Acute leukaemia

[cic 305305
|Patient 330)330
_Assessment date 1970/01/01 00:00 1870/01/01 00:00:00
QPatient HLA: DNAresults ——— [®Note: Enter the HLA typing resultsfor the < b >patient< /o
DNA typing done e
W ONorgdoe 008
Type A
HLA A: DNA in allele 1 of the patient HLA: DNA typing done
HLA A: MAC code for allele 1 in the patient 1 No

HLA A: DNA in allele 2 of the patient 7 TYes |
HLA A: MAC code for allele 2 in the pafient T—
Type B =
HLA B: DNA in allele 1 of the patient
HLA B: MAC code for allele 1 in the patient
[HLA B: DNA in allele 2 of the patient
HLA B: MAC code for allele 2 in the patient
Type C
HLA C: DNA in allele 1 of the patient
HLA C: MAC code for allele 1in the patient
HLA C: DNA in allele 2 of the patient
HLA C: MAC code for allele 2 in the patient
Type DRB1
HLA DRB1: DNA in allele 1 of the patient
HLA DRB1: MAC code for allele 11in the patien
HLA DRB1: DNA in allele 2 of the patient
HLA DRB1: MAC code for allele 2 in the patien
Type DQB1
HLA DQB1: DNA in allele 1 of the patient | |
__HLADQB: MAC code

HLA DQB1: DNA in al
~pweend HLA DNA DONOR TYPING
Type DPB1
HLA DPB1: DNA in allele 1 of the patient
HLA DPB1: MAC code for allele 1 in the patient
HLA DPB1: DNA in allele 2 of the patient
HLA DPB1: MAC cede for allele 2 in the patient

#EBMT17

R
[éu@:?"‘-@ wid &

A o

. ‘Med-A Day0 Creale Delete  Movel 3 pendin

Med-B over Med-A pull

1070 - Record Locator DEIE
190001101

Capy modificat
~ Patiznt [305] 330
Diagn 1950/01/01
- hssel 1950/01/01
Cytog 6
Molac 3
Molec 22
Assel 1970/01/01
- Treat 1970/01/01
Doener 1

- Chapters & Sections
+ Investigations identificat & admin
+ Assessment record qualifier {manus
+ Diagnostics
+ Diagnostics (cont )
- Physical examination

+ History of disease and traatment
+ Patient viral & fungal history

K[
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Resume with the first item in the current section by prassing Tab (or click on any other item)

Index §=slid Overview

TCAssessment(1) alue

CIg | 305

label
305

DyriFil:20:Acute leukaemia

Patient | 330

330

\Assessment date [1970/01/01 00:00)
Patient HLA: serology results

HLA: serology typing done

Serology HLA typing done

Type A

|HLA A: serology in the patient 1

HLA A: serology in the patient 2

Type B

HLA B: serology in the patient 1
HLA B: serology in the patient 2

Type C

1370/01/01 00:00:00)

|
00 ®

‘Serology HLA typing done |
1 |No
2 |Yes
98 |unknown |

HLA C: serology in the patient 1~ Cw2 [Cw2
HLA C: serology in the patient2  Cw3 [Cwa
Type DRBA

HLA DRB1: serology in the patient 1DR11(5) [DR11(5)
HLA DRB1: serology in the patient 2DR12(5) [DR12(5)
Type DQB1

HLA DQB1: serology in the patient 1DQ4 [DQ4
HLA DQB1: serology in the patient 2DQ5(1) [Das(
Type DPB1

HLA DPB1: serology in the patient 1DPw3 [DPw3
HLA DPB1: serology in the patient 2DPw2 [DPw2

SEROLOGICAL HLA DONOR TYPING

#EBMT17

+ Actions

Form about io be... Med-A: Day
Ied-B over Med-A /nul

UPN 1970

Date of birth 1900/01/01
Ara you adding M__. null

Create Delete Move/ pencing
Capy Save o ications

- Record Locator
- Patient [305] 330
Diagn 1950/01/01
= Azse1 1950/01/01
Cytog 6
Molec 3
Molec 22
Assel 1970/01/01
- Treat 1970/01/01
Donor 1

- Chapters & Sections

+ Investigations identificat & admin

+ Assessment record qualifier (manual)

+ Diagnostics

+ Diagnostics (cont.)

+ Physical examination

+ History of diszase and ireatment

+ Patient viral & fungal history

+ Performance

+ Haematopoietic recovery & chimaerism

+ Complications & additional treatment

+ Last disease status

+ Last status

+ Patient HLA: DNA results

- Patient HLA: serology results
HLA: serology typing done

37



NESUITIE WILIT L THSL LS I UHE LURTeEnt seLLUN DY DIESSITIQ 1ab (OF CHLK O ally ULTIEL ILETT )

il & U AR L | FXT
|[CTC il [}“‘._.f H) M @
Fatient 330 N
Tndesx TP o ( Assessment date 1970/01/01 00:00:00
Index §stlivlg Qverview How aporoximate is the Index Date INaN
A - 1 . Reason for this assessment Haematopoietic stem cel fransplant .
GAssessment(1) VM _ IMolecuiar or other type of markers Not evaluated - Actions B @ E‘
jC|C ?93 305 (Comorbid conditions present Yes - Visibility
Patient 330]330 Solid tumour, previously present Yes Apply Ttem Filler [ Creale Delete rmm' S
Assessment date 1970/01/01 00:00| 1970/031/01 00:00:00 Inflammatory bowel disease, previously present 85 ; et
o ” e YT No DynFilters
P atient HLA: serology results |Rneumatologic Cf_’mﬂ_fb'd‘;f' . ves ¥ _! - Record Locaturﬂ
HLA: serology typing done Infections present before the freatment [Yes Show Naries M : ;
Serology HLA typing done | Ves Diabetes (requinng treatment ofher than diet alone) [Yes _ Ll ~ Patient [305] 330
Type A Fenal comorbidity (moderate fo severe) No Hide Values _] Diagn 1950101/01
, - ] Hepatic comorbicity IMild £ M
HLA A serology in the patient 1 [A2 A2 : i - Recloc at Ivl=2 L] - hssel 1950i01101
- oz . irrythmia / conduction blocks Yes
HLA A: serology inthe patient2 A2 A2 Cardiac comoridy Vs Keep Chpasec closed] | Cytog 6
Type B : : Cerebrovascular disease: Siroke/CNS haemorrhagePresent o e Molec 3
HLA B: serology in the patient 1 |B14 B14 Floart ialve dizeaso Ves RecLoc 100% visible [ ]
HLA B: serology in the patient2 15 Bi5 Fulmonary comarbidity - Moderate History always visible[ | Molec 22
Type C Cbesity Na ; 12 Assel 1970/0111
HLA C- serology in the patient 1 [Cw2 Cw2 Pepic ulcer reguiing reaiment No Trace always visible [ | _ Treat 1970001
HLA C: serology in the patient 2 [Cw3 Cw3 Psychiatrc disturbance No + Cancal, Change, Delete... e i
Type DRBI (CMV antibodies in patient Posilive i GHaL
e 7 T + ClipBoar
EEA RS spsalugy e patiel| IET ) SRU E:FE;QEH; E;itsekm;ﬁjs ;aemuci);z?occasiona\assislanceiU and around, active play minimal i
HLA DRB1: serclogy in the patient 2DR12(5) DR12(5) Fatient wiigm / mg P : pay Form about to be... | Med-A: Day 0 .
Type DQB1 Faflent heiht e WMed-B over Med-A | null - Chapters & Section
HLA DQB1: serology in the patient 1DQ4 0Q4 Disease status Complele remission (CR) UPN 1970 + Investigations identifica
HLA DQB1: serclogy in the patient 20Q5(1) DA5(1) INumber of this status 3rd or higher Eeﬂg of Dlgg M 19|[|]l]f01r{]1 + Assessment record qu:
Type DPB1 Cytogenetic remission Yes € You 4ading bv... K B aonostcs
HLA DPB1: serology in the patient 1DPw3 DPw3 IViolec iar remission Not evaluated g
HLA DPB1: seralogy in the patient 2 DPw2 DPw?2 HLA: DNA typing done _ [Yes + Diagnostics (cont.)
HLA A: DNAin allele 1 of the pat!ent A*01:01.03 + Physical examination
HLA A: DNA in allele 2 of the patient A*01:01
LA B DNA in allele 1 of the patient VR + History of disease and

+ Patient viral & fungal hi

IF YOU HAVE FORGOTTEN TO COMPLETE THE REQUIRED FIELDS = :remn

+ Haematopoietic recove

SUCH AS HLA DONOR, YOU CAN ENTER THE DATA IN THE FIELD ON  -cmcimsszs:

+ Last disease status

THE RIGHT BY CLICKING THE RIGHT KEY ON THE MOUSE st

HLA A: serology in the patient 1 i lEA s
HLA A serology in the patient 2 AZ - Patient HLA: serology
HLA B: seralogy in the patient 1 B14
HLA B: serology in the patient 2 B15 I
HLA C: serology in the patient 1 Cw2 Lt

HLA: serology typing




Resume with the first item in the current section by pressing Tab (or click on any other item) |_" DJ:‘ \ |f@] ;_J /ﬂl Ej_d

Index §=u{is]@dl Overview

— Actions Lj
| . 305/ 305 - visibility &
[Patient | 330[330 Apply Ttem Filter — [] e
[Treatment date [1970/01/01 D0:00] 1970/01/01 {exact] =
Woin teatment Nooyeites [ oo
|Collection Show Names il ~ pa
[Number of this mobilisation of e =
[Number of courses from CR ta collection Hide \altes L |
[Number of caurses from collection to graft Recloc at Ivl=2 ] -
\General = o losedl 1
|Preparative (conditioning) treatment D 08 @ Rsp i Jac dirses =
[Regimen intended to be myeloablative (full intensity) RecLoc 100% visible [ |
|Reason for non myeloablative (reduced intensity) regimen Preparative (conditioning) treatment | History always visible[ |
__|Other or additional reason for non myelcablative 1 [No 4 ] e i
T 5 =~ rara alwave wicihle ||
|Remission induction or key therapy 7 [ves =

e == PREPARATIVE REGIMEN, ALSO IN

_[Other reason, specify

| THIS CASE, IF YOU FORGET THE =

Did the 1st line treatment include HSCT? [

i REQUIRED FIELDS SUCH AS DRUGS

Date conditioning chemo started g
OR DOSING YOU CAN IN =
Neoadjuvant chemotherapy y

TEI - Ma

S T T T TREATMENT OR ASSESSMENT

CIC Radiophysics group

T T — FIELDS ON THE RIGHT AND THEN BY

Radiophysicist phone/fax

i sioet CLICKING WITH RIGHT KEY
Maximum superior (+) transverse deviation from TBI dose (%)

+ Ho

IMaximum inferior (-) transverse deviation from TBI dose (%)

O [Maximum superior (+) longitudinal deviation from TBI dose (%) +8u
[Maximum inferior (-] longitudinal deviation from TBI dose (%) + Ce
Spleen dose (%) + Tre
Rib cage dose (%) + i
Estimated relative volume (%)

Other important organ +Ne
Mimmem mrmam sk~ (OO0
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Index JEifi]d Overview

lreament ________value fabel |

cic 305305
Patient 3301330
_[Treatment date 1970/01/01 00:00{ 1970/01/01 {exact]

IiNew record creation
New record creation

CD Index code for n-ew dunoir

ndex cod

T Py
i First

Index code for new druqu’agen

Data emry help Trt

Navigation field

#EBMT17

[¥4iNote: Select the drug from the list. Drug can be any agent: < BR >chemo, growth factor (cytokine), MoAB, policlonal AB, < br >hormone, etc.

C2: Index code for new drug/agent

0

-SINGLE DRUG

Adriamycine

Amsacrine

ARA-C { Cytarabine

BCNU / Carmustine

Bleomycine

Busulfan { Busulphan

Carboplatin

CCNU

Cyclophosphamide / Endoxan

Chiprambucit

Ciclosporin / Cyclosperin / Neoral

Daunorubicin

Dexamethasone

Epirubicine

Etoposide / VP16

Fludarabine

Hydroxyurea

Idarupicing

1
2
3
4
6
7
B
9
1
1
1
1
1
1
1
1
1
1

Pr=y == ey e ) v ey [P [ )

lfosfamide

20

Fluorouracil

21

Melphalan

22

Mercaptapurd

23

Methotrexate

24

Methy! pradnisonafsolone

g

L

Mitoxantrone

26

Prednisone/solone

i
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IMPORTANT

[f you do not see the drug you
are looking for, type "?" to see
the whole list.

'You can also start typing any
part of the name of the drug;
the list will shrink to only those
items that share the text you
have typed.

There is a help file with an
alphabetical list of drugs and
protocols.

To access it click on the
MEDABO84.PDF link below.
You can save this file to your
hard disk.

Additional help in MEDABO0S4 PDF

CHEMOTHERAPY

FOR

PREPARATIVE REGIMEN

- Actions
- Visibility
Apply Ttem Filter  []
No DynFilters B
Show Names []
Hide Values ]
Reclocathl=2  []
Keep ChpéSec closed| |
RecLoc 100% visible [ |
History always visible| |
Trace always visible D
+ Cancel,Change,Delete...
+ ClipBoard

Form about fo be... | Med-A: Day 0
Med-B over Med-A | null

UPN 1970

Date of birth 1900/01/01

Are you adding M_.. ‘aull

BIR AL

Create Delete  Movel
Copy Save muc

- Record Locator ﬂ
- Patient [305] 330
Diagn 1950/01/01
— Assel 1950/01/01
Cytog 6
Molec 3
Molec 22
Agsel 197001101
- Treat 1970/04/01
Denor 1

- Chapters & Sections
+ Treatment identification & adm
+ Treatment record gualifier (ma
+ General
+ Transplant and cell source spe
+ Ex-vvo graft manipulation
+ Main freatment
+ Hospital admin (STABMT)
+ Supportive treatment in the pal
+ Cellular therapy (non HSCT)
+ Treatment related fo complicat
+ Siafus after treatment
- New record creation




HCDrugs (Chemo_MoAB_etc)

Index JEi[f0d Overview

value label

Note: If applicable, select an additional immunosuppressive therapy from the list, otherwise leave field emp

GVHD PROPHYLAXIS ALL DRUGS

If you do not see the drug you
iare looking for, type "?" to see
the whole list.

You can also start typing any
part of the name of the drug;
the list will shrink to only those
items that share the text you
have typed.

\There is a help file with an
\alphabetical list of drugs and
protocols.

To access it, click on the

CIC 305308
Ewopasn & [Patient 330330
HET Treatment date 1570/01/01 00:00 1970/01/01 00:00:00)
Chemo MM
Indication
Reason for this drug 10| GvHD Prophylaxis
Reason for drug if given during same period for another indication
In-vivo treatment or ex-vivo culture 1 In vivo
Negative or positive selection
Identificaticn of donor or CBU unit used by centre
Number in the infusion order
Drug administration
Drug or regimen given
Other drug or chemo: specify if not coded
Route of administration
Animal origin 1| Rabbit
Other animal origin, specify
Name of the brand
Radiolabelled
Dose of radioactive antibody
Units of measurement of the radioactivity D608
Dose of drug
Units of measurement CD: Index code for new drug
Number of cycles
Type of delivery of the drug 9 |Cyclophosphamide / Endoxan
Period of treatment 11 |Ciclosperin / Cyclosporin / Neoral
Treatment started on 23 |Methotrexate
Treatment ended on 24 |Methyl prednisona/salone
Ongoing be.‘,'ond date above 26 |Prednisane/solone
Drug reaction 3 |ATG or ALG (ATS 0r ALS)
Drug resistance _ | 34 |ATG (anti-ihymocyte globuliniserum)
New record creation ‘ : -
’:] 35 ALG. {am\—lmphoc yte globulin/serum)
40 |Corticosteroids
50 |Mycophenclate mofatil
52 |Tacrolimus
64 |Sirolimus / Rapamune
94 |Metronidazole
co3
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Patient 330,330
Apply Ttem Filter Creale. Delele Wovel
Assessment dale {370/01/07 00.00] 1570/07/07 50:00.00 il :_' Copy Ve
No DynFilters
x P _l - Record Locatur@m
iPatlenl :swtus . . - s S - - . L Show Names | | ___— DNationt [20AT 230
(Conception afier transplant? | [ & dNote: If patient died < b >before< /b > cell infusion was initialed, < br >enter code < b >3< /b > < br >If patient died on the same day of the first cell infusion< br > but < b >after< /b > it was initiated, enter code < b>1< /b
Did pregnancy result in live birth? [ T T L= LAyl I

Survival status on this date 00 8 Recloc at Ivl=2 [ — Assal 195010101
Keep Chp&Sec closed| | Cytog B
Survival status on this date | et |
Dead 1 RecLoc 100% visible [ ] Molec 3
2JAitve History always visible[ | Molec 22
| - Assel 1970/01i01
3 Died before HSCT but after conditioning was intiated Trace always visible | |
’ = — Treat 1970/01/01
+ Cancel,Changs, Delete.., Bonaed
+ ClipBoard Brug 8
Formaboutfo be... Med-A; DayD Drug 14
Med-B over Med-A null Drug 11
UPN 1970 Orie 73
Date of birth 1900/04/01 L

PATIENT STATUS AT HSC INFUSION o

- Chapters & Sections
+ Investigations identificat & a1
+ Assessment record qualifiar
+ Diagnostics
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\
CONCLUSIONS R
L w Wil o
2 1 [VJ_—E

* More info on cytogenetics and risk factors for certain diseases (eg lymphoproliferative disease)
* More info on pre HSCT disease therapy for certain diseases
* Co-morbidity index > SORROR SCORE
» Site specific GvHD

skin

liver

lower Gl tract

upper Gl tract

GvHD stage in gut 30 MINS ARE NEEDED
Impacts: FOR ANEW HSCT
« Increase in data collected on disease — REGISTRATION
* Increased workload for data managers ESPECIALLY FOR
* Need for data manager/physician collaboration REFERRED PATIENTS-
» Improved scientific output of EBMT SORROR CALCULATION

IF NOT DONE YET
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HOW TO REGISTER A NEW TRANSPLANT AND
MODIFICATIONS ACCORDING TO NEW-MED-A

+  The SORROR SCORE o : o
« A comorbidity tool suited for recipients of

Table 1. HCT-CI HCT

Comorbidities HCT-Cl score

Arthythmia

Cardiovascular comortidity
Inflammatory bowel dsease
Diabets or sternid-induced hyperghcamia
Cambrovascular disease

Peychiatic disorder

hild hepatic comarbidity

Obesity

Infection

RBheumataoglc comonidity

Peptic ulcar

Renal comorbidity

Moderate pulmonary comorbidity
Prior maligrancy

Hean valve dissase
Moderate'severe hapatic comortidity
Severe pumonany comorbidity

» Assesses pre-transplant organ impairment
— Presence
— Severity

* This information helps to understand the
patient prognosis

TR L T T L X, TR R S X (S S R |

Total score =
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HOW TO REGISTER A NEW TRANSPLANT AND
MODIFICATIONS ACCORDING TO NEW-MED-A

SORROR SCORE "
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® -]
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opn L
BO 4 L
-
70 -
& # T
= 60 ~60 = 60 | &0
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HOW TO REGISTER A NEW TRANSPLANT AND
MODIFICATIONS ACCORDING TO NEW-MED-A

A Non-Relapse Mortality by HCT-CI

SORROR SCORE
PEDIATRICS

HCT-Cl=3+

Cumutative Incidence

B Overall Survival by HCT-CI
g T ey, HCTCI
g g
2 0.3 1 .. "'1:"" ......... '.‘5".‘.:.'.‘~1,2
=] bt ]
d—_ ------------

0.6 HCT-Cl=3+
£
£ 04 1 p<00
E
3
o 02
oo - T T T T T T
0 2 4 6 8 10 12

Months post HCT
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