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• Nothing to disclose about this topic
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• Topics of this presentation

• My centre presentation and JACIE accreditation

• The data manager group within the CIC 305

• Promise Registration and updating

• The new Med-A
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My centre presentation

#EBMT17



5#EBMT17

The Metropolitan HSCT of Turin ;CTMTͿ

• It was formed on 02/10/2010
• 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 I Hospital ex CIC 455 is

part of CTMT CIC 305 (autologous program only)
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The step of this project……
Our centre has been JACIE accreditated since 2012

- CTMT constitution02/10/2010

01-02/10/2012

27/03/2012 - 1° Management review of the Program CTMT

Dec 2010-March 2012 

- Quality Team meetings, clinical meetings, workgroups
- Training
- Drafting documents
- Share paths / procedures
- Internal audit

JACIE inspection and CNT/CNS (Centro Nazionale Trapianti/
Centro Nazionale Sangue, according to Italian law)  

January2012 - application form sent to JACIE
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Report JACIE26/11/2012

11/07/2013

14/11/2013 Report CNT/CNS

April-June Corrective plan to JACIE and CNT/CNS

JACIE accreditation

Luglio 2013 Sending the second corrective plan  to CNT/CNS

CNT/CNS accreditation18/04/2014

The step of this project……
Our centre has been JACIE accreditated since 2012
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• CIC 305-1 (OIRM): Pediatric Program

• CIC 305-2 (FPO)

• CIC 305-3 (San Luigi Hospital) 

• CIC 305-4: (Mauriziano Hospital)

Adult Programs

The Metropolitan HSCT of Turin ;CTMTͿ
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All centres are 
within 20 minutes 
by car
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The Metropolitan HSCT of Turin ;CTMTͿ…..
…..Who take decisions in our centre?

• 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
• It 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 c and section d)
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Indicators analysis, NC / EA / AC / AP

PROGRAM INDICATORS OF ACTIVITY

SECTION B
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Indicators analysis, NC / EA / AC / AP

SECTION C

SECTION D

PROGRAM INDICATORS OF ACTIVITY
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• 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

The Metropolitan HSCT of Turin ;CTMTͿ…..
…..Who take decisions in our centre?
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The Metropolitan HSCT of Turin ;CTMTͿ

• 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.
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The data manager group within the 
CIC 305

#EBMT17
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The data manager group within the CTMT 
Program

• It consists 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 (Italian Group for Bone Marrow Transplantation), 
the registrations take place on:
-the day of transplantation +5 days for MED-A day 0;
-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 28th 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
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• On January 10th , May 10th and September 10th 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 0 registrations 

• -Engraftment

• -GvHD

• -Survival

• Adverse Event

The data manager group within the CTMT 
Program
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ITALIAN RELATION BETWEEN SCIENTIFIC AND
REGULATORY AUTHORITIES

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

timely the Day 0 registration, as a guarantee of transparency and

monitoring of transplant national regulation 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 0, therefore converge

scientific and regulatory interests
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Promise Registration and updating
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HOW WE TRY TO KEEP UPDATED AND NOT MISSING DEADLINES

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
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Data extraction 
from
ProMISE
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CENTRE AND PATIENT IDENTIFICATION

HOW TO REGISTER A NEW TRANSPLANT AND 
MODIFICATIONS ACCORDING TO NEW-MED-A
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DIAGNOSIS CLASSIFICATION

HOW TO REGISTER A NEW TRANSPLANT AND 
MODIFICATIONS ACCORDING TO NEW-MED-A
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SECONDARY OR PREDISPOSING CONDITIONS OR DONOR CELL 
LEUKEMIA 

HOW TO REGISTER A NEW TRANSPLANT AND 
MODIFICATIONS ACCORDING TO NEW-MED-A
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CYTOGENETICS AT DIAGNOSIS

HOW TO REGISTER A NEW TRANSPLANT AND 
MODIFICATIONS ACCORDING TO NEW-MED-A
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CYTOGENETICS AT DIAGNOSIS

HOW TO REGISTER A NEW TRANSPLANT AND 
MODIFICATIONS ACCORDING TO NEW-MED-A
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CYTOGENETICS DATA AT DIAGNOSIS

HOW TO REGISTER A NEW TRANSPLANT AND 
MODIFICATIONS ACCORDING TO NEW-MED-A
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HOW TO REGISTER A NEW TRANSPLANT AND 
MODIFICATIONS ACCORDING TO NEW-MED-A

MOLECULAR DATA AT DIAGNOSIS
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HOW TO REGISTER A NEW TRANSPLANT AND 
MODIFICATIONS ACCORDING TO NEW-MED-A

MOLECULAR DATA AT DIAGNOSIS
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HOW TO REGISTER A NEW TRANSPLANT AND 
MODIFICATIONS ACCORDING TO NEW-MED-A

DISEASE STATUS AT HSCT
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HOW TO REGISTER A NEW TRANSPLANT AND 
MODIFICATIONS ACCORDING TO NEW-MED-A

CYTOGENETICS AND MOLECULAR STATUS AT HSCT
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COMORBIDITY AT HSCT
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COMORBIDITY AT HSCT: RENAL, KIDNEY, HEART, GI, BRAIN, 
JOINTS
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ION CODE OF DONOR REGISTRY AND CORD BLOOD BANK
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STEM CELL SOURCE AND GRAFT MANIPULATION
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HLA DNA DONOR TYPING
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SEROLOGICAL HLA DONOR TYPING
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IF YOU HAVE FORGOTTEN TO COMPLETE THE REQUIRED FIELDS
SUCH AS HLA DONOR, YOU CAN ENTER THE DATA IN THE FIELD ON
THE RIGHT BY CLICKING THE RIGHT KEY ON THE MOUSE
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PREPARATIVE REGIMEN, ALSO IN
THIS CASE, IF YOU FORGET THE
REQUIRED FIELDS SUCH AS DRUGS
OR DOSING, YOU CAN IN
TREATMENT OR ASSESSMENT
FIELDS ON THE RIGHT AND THEN BY
CLICKING WITH RIGHT KEY
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CHEMOTHERAPY FOR
PREPARATIVE REGIMEN
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GVHD PROPHYLAXIS ALL DRUGS



42#EBMT17

PATIENT STATUS AT HSC INFUSION
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• 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 GI tract
upper GI tract
GvHD stage in gut

Impacts:
• Increase in data collected on disease
• Increased workload for data managers
• Need for data manager/physician collaboration
• Improved scientific output of EBMT

30 MINS ARE NEEDED 
FOR A NEW HSCT 
REGISTRATION
ESPECIALLY FOR 
REFERRED PATIENTS-
SORROR CALCULATION 
IF NOT DONE YET

CONCLUSIONS
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• The SORROR SCORE
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HOW TO REGISTER A NEW TRANSPLANT AND 
MODIFICATIONS ACCORDING TO NEW-MED-A
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SORROR SCORE
ADULTS
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HOW TO REGISTER A NEW TRANSPLANT AND 
MODIFICATIONS ACCORDING TO NEW-MED-A
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SORROR SCORE 
PEDIATRICS
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HOW TO REGISTER A NEW TRANSPLANT AND 
MODIFICATIONS ACCORDING TO NEW-MED-A
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Questions?


