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ITALIAN MS SOCIETY (AISM) AND ITS FOUNDATION (FISM)

➢ 55 years in research, services and advocacy (https://www.aism.it) ;

➢ To apply a multistakeholder governance and patient engagement innovative
model (EU Responsible Research & Innovation MULTI-ACT project:
https://www.multiact.eu/ );

➢ Clinical centers and researchers network of excellence committed to
contribute with high quality data to study different aspects of the disease;
(https://www.aism.it - https://www.neuro.it)

➢ To promote and finance the development of registries and databases
infrastructures;

THE PATH TO IMPACT

https://www.aism.it/
https://www.multiact.eu/
https://www.aism.it/
https://www.neuro.it/


https://health-policy-systems.biomedcentral.com/articles/10.1186/s12961-022-00825-2

MULTISTAKEHOLDER INITIATIVES EMBRACING THE MULTI-ACT MODEL

https://health-policy-systems.biomedcentral.com/articles/10.1186/s12961-022-00825-2


2020 MS AGENDA 
The Agenda of People with MS in Italy 2015-2020



• Centers enrolled (70% of all Italian MS 
Centers )171

• Clinicians/Researchers  involved200

• Research Assistants18

• Staff members12

The numbers of 
Italian Multiple Sclerosis 
& Related Disorders 
Register data



• MS cases (~60% Italian MS population)>80,000

• MS cases treated with DMTs (60%)44.642

• MS cases treated with Moderate 
Effective DMTs (56 %)24.912

• MS cases treated with HIGH Effective 
DMTs  (44 %)19.730 

The numbers of 
Italian Multiple Sclerosis 
& Related Disorders 
Register data



> 20 papers published 
2018-2022

Research Projects based on Italian Multiple 
Sclerosis & Related Disorders Register data

Main areas of the projects

55% on 
therapy 
optimization

> 30 projects are ongoing

≈ 50 projects approved 



BigMSData Network

To allow pooling of MS data
at a scale that raises MS
research to a new level
(>300.00 MS patients)

Vision
UNIBA/FISM

Mission

To be a catalyst for MS
research for the member
registries and external
partners such as the life
sciences industry

International data-sharing initiatives

https://www.dropbox.com/scl/fi/xgf7sizqrtb4g3ck5145v/Big%20MS%20Final%20Artwork.zip?dl=0&file_subpath=/Final+Artwork/BIG+MS+CYMK/BIGMS_CYMK_tagline.eps&oref=e&r=AA8HmlC0JPzr3TvB1eer6lf-4E94AqtP3fnj9qrdBg-J11gxMCHGBJBPTkeNhLGK8sQEkskxeLjDZPl5tSCG8qET4PBb2oTtF4smaqQ7_eq7YtBy8-767ev9nsyOqVg97eh7KG2DRWur-3hoNGf_jgsq4zxNuFyUzWkTADfe-y8YWPP2jX82RPncWlRdD-KaMQU&sm=1


Aims:
• To optimise and facilitate the use of existing

Patient Registries for the benefit-risk

monitoring of new drugs

• To promote dialogue between regulators,

companies and registry holders

The EMA Initiative for Patient Registries
European Post Authorization Safety Study (PASS)

BMSD – A joint core protocol allows to collect specifiic
SAEs (coded by MedDRA), Pregnancy outcomes
(classified by EUROCAT) and effectiveness outcomes for
each new approved DMT

BIOGEN - to estimate the risk of progressive
multifocal leukoencephalopathy (PML) and
other serious opportunistic infections among
patients who were exposed to an MS DMT
prior to treatment with Tysabri
ROCHE - Long-term surveillance of
Ocrelizumab treated patients with Multiple
Sclerosis
MERCK - Long-term surveillance (CLARION
study) of oral Cladribine in patients with
hightly active RMS

3 more PASS studies to come in 2023

https://www.dropbox.com/scl/fi/xgf7sizqrtb4g3ck5145v/Big%20MS%20Final%20Artwork.zip?dl=0&file_subpath=/Final+Artwork/BIG+MS+CYMK/BIGMS_CYMK_tagline.eps&oref=e&r=AA8HmlC0JPzr3TvB1eer6lf-4E94AqtP3fnj9qrdBg-J11gxMCHGBJBPTkeNhLGK8sQEkskxeLjDZPl5tSCG8qET4PBb2oTtF4smaqQ7_eq7YtBy8-767ev9nsyOqVg97eh7KG2DRWur-3hoNGf_jgsq4zxNuFyUzWkTADfe-y8YWPP2jX82RPncWlRdD-KaMQU&sm=1


… But what else?

• Most of clinical MS registries include MRI information, but MRI data

collection is usually limited to conventional measures (T2 and T1 lesion

numbers/volumes) and original Digital Imaging and Communications in

Medicine data are not included

• Advanced MRI techniques are not included in these initiatives

Atrophy fMRIMRI-LV MRSIMTR DTI



The Italian Neuroimaging Network Initiative (INNI) to optimize 
the use of advanced MRI techniques in patients with MS



• The PROGEMUS Consortium was established in

2005, coordinated by Maurizio Leone (IRCSS Casa

Sollievo della Sofferenza, San Giovanni Rotondo,

FG) and Sandra D’Alfonso (Università del

Piemonte Orientale, Novara)

• 23 Italian MS Centers that collected DNA samples

and well-characterized phenotypes of more than

3,500 incident and prevalent MS patients. This

genetic database is currently one of the largest in

Europe.

PROgnostic GEnetic factors in Multiple Sclerosis

PROGEMUS Centers



Projects  of  deeply genetically profiled Sardinian 
individuals (ProgeNIA)

Study of Multiple Sclerosis & 
Type 1 Diabetes

~2000 T1D patients

~5000 MS patients

~5000 Controls

Affected individuals 

and matched controls 

from all over the island

SardiNIA general population
cohort study on QTLs

Q qunatitative variables

~8,000 individuals 

1257 families

>1000 quantitative traits 
(QTLs)

enrollment from 4 towns 
in a small area of the 
Island

(only 50 samples enrolled in both studies)
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Science OF patient inputs

PATIENT REPORTED 
OUTCOMES 

INTEGRATED FUNCTIONAL DOMAINS EVALUATION 

Patient reported outcome data

Addressing the patient-reported interdipendence of domains



FATIGUE

MANUAL
DEXTERITY

ANXIETY  
DEPRESSIONBLADDER COGNITION MOTOR

“A new functional PROfile to MOnitor
the PROgression of disability in 
Multiple Sclerosis” (PROMOPRO-MS 
data base).

❑ IMPROVING THE DISEASE COURSE DETECTION

❑ PREDICTING THE DISEASE PROGRESSION





The Global PROMS Initiative:
Towards the Agenda



Capturing people affected by MS experiential knowledge

WG1 Research, 
Development and 

Validation

Defines whether new 
PROMs are needed

WG2 Clinical 
management

Selects relevant existing 
PROMs for MS care

WG4
Healthcare Systems

Selects relevant existing 
PROMs for use in the 

health system

PROMS Core Data Set

ENABLING DIGITAL PRO AND PASSIVE MONITORING 

WG3 eHealth

PROMS OVERVIEW and OUTCOMES

Role of ECT & 
broader MS 

community to 
inform the 

WGs toward
a core-data 
set able to 

capture the 
experiential

knowledge of 
PwMS



Progress that data integration and 
interoperability may bring about 

PRO ePRO

PM ePM



• PROMS is conducting a state-of-the-art search to collect
information about and analyse the existing tools, devices and
methods for digitally enabled collection and assessment of PROMS.

• Digital health companies can help support this effort while making
their enterprises and tools visible to the broader MS scientific and
industrial community.

• The survey has been developed by PROMS and all rights are
reserved.

• MS Data Alliance (MSDA) hosts the meta-data on the MSDA
Catalogue.

• Participants have to agree with the general Terms of Use of the
MSDA Catalogue and give specific and informed consent to the
processing of their personal data as stated in this Privacy Notice.

PROMS e-Health 

landscape analysis

To join the PROMS eHealth

catalogue, vendors are

invited to read the

“Invitation Letter” in the QR

code and follow the

indications provided until



Data Sharing in Personalised Medicine 
The COVID-19 emergency





Ann Neurol. 2021 Apr;89(4):780-789. doi: 10.1002/ana.26028. Epub 2021 Feb 9. PMID: 33480077; PMCID: PMC8013440.

MuSC-19 international platform: the first data that provided answers to PwMS



Italian MS Register

Barcoding MS 
through a new and integrated 
research ecosystem: 
anticipating the pandemic-to-
endemic context shift on the 
shoulders of what we have built

©COPYRIGHT FISM 2022 – ALL RIGHTS RESERVED



3.5 Direct, promote and finance digital platforms for sharing clinical, magnetic resonance,

genomic and patient reported data, also promoting the continuous updating of the Italian

Multiple Sclerosis and other related pathologies Register towards personalized treatments



BARCODING MS: 
A NEW AND INTEGRATED RESEARCH ECOSYSTEM

PROMOPRO-MS

MS PROGEMUS
>3500 PwMS

ProgeNIA
> 5000 PwMS

>80,000 PwMS

>4000 PwMS >1200 PwMS

>3300 PwMS

©COPYRIGHT FISM 2022 – ALL RIGHTS RESERVED



➢To develop an integrated database of clinical, genetic,
imaging and patient-reported measures capable of
producing a “BARCODING” of all new cases diagnosed
with MS in Italy

➢To identify an algorithm of factors responsible for
disease progression towards personalized
pharmacological and rehabilitative treatments

THE PATH TO IMPACT

BARCODING MS: 
A NEW AND INTEGRATED RESEARCH ECOSYSTEM



➢BARCODING MS builds on a solid experience of
good practices in the acquisition of high quality
disease data in different areas of expertise

➢BARCODING MS engages people with MS, the
first to recognize the importance of the
circulation of data to provide answers to their
unmet needs

BARCODING MS



2022_ _ _ _ _ _ _ _ _ _ _ 2025

BARCODING MS: A MULTISTAKEHOLDER PLATFORM

European Health 
data space

GDPR-compatible
legal for data 

access and use 

Technical facilities
and building block

Capacity building 
program for skills
and competencies

INFRASTRUCTURE
ECOSYSTEM MS AGENDA STRATEGIC PRIORITIES

TRANSFORMATION 
TRACK

PERSONALIZED MEDICINE

©COPYRIGHT FISM 2022 – ALL RIGHTS RESERVED
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BARCODING MS



BARCODING MS PARTNERS

• Francesco Cucca, professor of Medical Genetics of the University of Sassari
and PI of numerous studies like the Sardinia project funded since 2001 by
the National Institute of Health (NIH, USA) at the Institute of Genetic and
Biomedical Research (IRGB) of the CNR which he has directed for 10 years

• Sandra D’Alfonso, professor of Medical Genetics at the Department of
Health Science University of Eastern Piedmont A. Avogadro and
coordinator of the PROGEMUS consortium (PROgnostic GEnetic factors in
MUltiple Sclerosis)

• Massimo Filippi, director of the Neurology Unit, of the Neurophysiology
service and of the Neurorehabilitation Unit of the IRCCS San Raffaele
Hospital and full professor of Neurology at the Vita-Salute San Raffaele
University in Milan. Coordinator of the INNI project database.



• Roberto Furlan, Head of the Clinical Neuroimmunology Unit and Director of
the Institute of Experimental Neurology (INSpe) of the IRCCS San Raffaele
Hospital in Milan. He is President of the Italian Society of
Neuroimmunology (AINI).

• Claudio Gasperini, Director of the UOC Neurology and
Neurophysiopathology of the “San Camillo-Forlanini” hospital in Rome as
well as coordinator of the SM study group of the Italian Society of
Neurology (SIN).

• Maurizio Lenzerini, professor of computer engineering, Department of
Computer, Automatic and Management Engineering Sapienza University of
Rome. Co-Founder & President of the Ontology-based Data Management
(OBDA) System startup of the Sapienza University of Rome, and a company
of the Almawave Group.

•

BARCODING MS PARTNERS



• Maurizio Leone, Division of Neurology, IRCCS Casa Sollievo della Sofferenza
Hospital, Padre Pio San Giovanni Rotondo and coordinator of the PROGEMUS
consortium.

• Marco Salvetti, professor of Neurology at the Sapienza University of Rome and
Director of Neurology at the S. Andrea University Hospital in Rome.

• Mariapia Sormani, professor of Biostatistics, Department of Health Sciences,
University of Genoa and coordinator of the MuSC-19 platform.

• Maria Trojano, professor of Neurology at the "Aldo Moro" University of Bari and
director of the Neurology Operative Unit of the Bari Polyclinic. Professor Trojano is
President of the Scientific Committee of the Italian Multiple Sclerosis Registry.

BARCODING MS PARTNERS



• Mario Alberto Battaglia, professor of Hygiene and Public Health at the University
of Siena and president of Italian MS Foundation (FISM); Executive Committee
Italian MS Registry; CEO of Italian MS Society (AISM).

• Giampaolo Brichetto, coordinator of research in rehabilitation of FISM, Medical
Director of the AISM Liguria Rehabilitation Center and european president of
Rehabilitation in MS (RIMS).

• Paola Zaratin, Director of Scientific Research of FISM; Coordinator EU Responsible
Research & Innovation MULTI-ACT project.

BARCODING MS PARTNERS: AISM and FISM members



BARCODING MS 


