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PHASE 1: DEVELOPMENT



Personal Personal interviewinterview withwith ““SSSSSSSSapere apere apere apere apere apere apere apere MMMMMMMMiglioraiglioraiglioraiglioraiglioraiglioraiglioraigliora”” CDCD
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A5 148 ×××× 210 mm notepad format 
Eight chapters (90 pages)
Glossary (36 pages)
Section for patient’s notes 

Chapters 1 to 7 match the CD topics 
Chapter 8 (Communicating the MS diagnosis: experien ces of patients and 
health professionals) reports findings from our pre liminary study 

““SSSSSSSSapere apere apere apere apere apere apere apere MMMMMMMMiglioraiglioraiglioraiglioraiglioraiglioraiglioraigliora”” BookletBooklet
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PRIMARY OUTCOMESPRIMARY OUTCOMES
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SISIMSMS--TrialTrial
Effectiveness of a Structured Information Interview in People with 
Newly-Diagnosed MS
Protocol no: 2007/R/19
ISRCTN81072971

Multicenter Phase III Prospective RCT 
Grant: FISM (2007/R/19)
ICH GCP 
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Key PointsKey Points

The “Sapere Migliora” information aid was well received and well received and 

safesafe in 120 newly-diagnosed patients from 5 Italian Centers 
(no SAE, drop-outs 8%)

It was effectiveIt was effective: At one month, 30/60 intervention and 8/60 
control patients achieved the primary endpoint (OR 6.5, 95% 
CI 2.6–16.0; p<0.001; NNT 3). Figures at six months were 
26/60 intervention and 11/60 control patients (OR 3.4, 95% 
CI 1.5–7.8; p=0.04; NNT=4) 

<20% of controls (well below 45% hypothesized) achieved the 
combined endpoint, indicating need to improve standards need to improve standards 

of careof care in the crucial in the crucial periperi--diagnostic perioddiagnostic period

PHASE 2: EVALUATION

A Solari  SIMS Project - RIMS 2012



A Solari  SIMS Project - RIMS 2012

SISIMSMS--QualQual

Participants' perspective on information aid for newly-diagnosed MS 
patients: a qualitative study within the SIMS-Trial 

Protocol no: 2009 SIMS 02

Grant: FISM (2009/R/4)
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Key PointsKey Points

PositivePositive
The aid improved information deliveryinformation delivery, patient underpatient under--

standing standing & communicationcommunication with MS team & significant 
others, as well as attitude to diseaseattitude to disease

All components All components of the aid were considered necessary

NegativeNegative

Aid unsuitable for patients with primary progressive MSprimary progressive MS

Difficult to integrateDifficult to integrate personal interview within working
practice of MS centers (particularly high-volume ones) for
structural and personnel limitations
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Objective:Objective:
To assess the effectiveness of the new information aid in every-

day practice

Methods: Methods: 
- Survey A: 76 MS patients from the 5 SIMS-Trial centers receiv-

ing the revised information aid

- Survey B: 76 MS patients from 19 Italian MS centers receiving

the revised booklet/website only 

Eligibility: Same as SIMS-Trial but primary progressive MS 

excluded

Outcomes: Same as SIMS-Trial (MSKQ COSM-R HADS)

SIMSSIMS--PracticePractice
PHASE 3: IMPLEMENTATION



20062006--20082008
LiteratureLiterature reviewreview + Qualitative+ Qualitative

InterventionIntervention//outcomesoutcomes set upset up

20092009--20112011
SISIMSMS--TrialTrial

SISIMSMS--QualQual

20122012--20132013
SISIMSMS--PracticePractice

MRC FRAMEWORK  (MRC FRAMEWORK  (fromfrom Craig 2008)Craig 2008)

0ur 0ur pathpath (and timing)(and timing)
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Verona University Hospital – MD Benedetti

Mirano Hospital (Venice) – C Ziuliani

Ospedali Riuniti di Bergamo – MR Rottoli

S Giovanni Battista Hospital, Torino – P Cavalla

C. Besta Neurological Institute, Milan – A Giordano, P Confalonieri, A Solari

Scientific Institute Hospital San Raffaele, Milan – V Martinelli, M Radaelli

Melegnano Hospital (Milan) – F Sasanelli

Piacenza Hospital – P Immovilli

Parma University Hospital – F Granella

Livorno Hospital – G Meucci

INRCA, Ancona – O Scarpino

L’Aquila University Hospital – R Totaro

G D’Annunzio Chieti-Pescara University – A Lugaresi, E Pietrolongo

S Maria della Misericordia Hospital, Perugia – P Calabresi

S. Maria Hospital, Terni – S Sabatini

S Filippo Neri Hospital, Rome – G Di Battista

A. Segni Hospital, Ozieri (SS) – S Traccis

Federico II University Hospital, Naples – V Brescia Morra 

Istituto Mediterraneo di Neuroscienze, Pozzilli (IS) – R Fantozzi

Bari University Hospital – M Trojano, C Tortorella

Magna Grecia University Hospital, Catanzaro – A Quattrone, P Valentino

Ospedali Riuniti BMM, Reggio Calabria – U Aguglia

Policlinico "G. Martino“, Messina – G Vita

Villa Sofia Hospital, Palermo – S Cottone


