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Best Research 
Evidence        

what the literature says

Patients values 
what the patient wants

Clinical 
Expertise        

what the clinician 
knows
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beyond conventional 

clinical trials?
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Complexity of clinical practice

Shortness of the  approval process

Changing perspectives of clinical research

Why must we look 
beyond conventional 

clinical trials?

Comorbidity of 10 common conditions among UK primary care patients
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Changing perspectives of clinical research
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Better 
Care

Personalized
Personalized healthcare   
     (is the practice – managing 

a patient’s care more 
holistically)

Evidence-
Based 

Medicine

Patient value 
(what the 

patient wants) 

Better 
Health

Precision medicine            
   (the new wave)

Precision            
(target therapies      
based on molecular 

diagnostic)

David Sackett 
1934 - 2015

Value-
Based 

Healthcare
Michael Porter 

1947 -

Best Research 
Evidence  

(what the 
literature says)

Clinical 
Expertise 

(what the 
clinician knows)

Lower 
cost

Complexity of clinical practice

Shortness of the  approval process

Changing perspectives of clinical research
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conventional 
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The real-world 
framework
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Based 
Medicine

ASSESSING

Do medical actions supported 
by robust evidence of 
effectiveness and cost-
effectiveness profiles? 

Who (and how many) needs to 
receive healthcare (sometime 
intensively. sometime early)?

STRATIFYING

Are we providing healthcare 
according to recognized 

quality standards? 

MONITORING

LEARNING

Let us be driven by 
data for reduce 

uncertainty
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STRATIFYING

LEARNING

Let us be driven by 
data for reduce 

uncertainty

LEARNING
Red Flags Weight

Age categories

65 to 74 years 2

75 to 84 years 4

85 years or older 5

Female gender 8

Previous fracture 3

Diabetes 1

Chronic Obstructive Pulmonary Disease 2

Autoimmune Disease 1

Chronic Kidney Disease 1

Inflammatory Bowel Disease 1

Acquired Immune Deficiency Syndrome 3

Corticosteroids 1

Adjuvant Hormone Block 1

Peripheral Cardiovascular Disease 1

Other Connective Tissue Disease 1

Family History of Fracture 11

Menopause 12

Low Body Mass Index 3

Predictors (red flags) of imminent risk of fracture (within two 
years since index fracture) measured through real-world data
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Evidence 
Based 
Medicine

MONITORING

LEARNING

Let us be driven by 
data for reduce 

uncertainty

LEARNINGLEARNING

Aderenza alla terapia farmacologica antifratturativa entro due 
anni dalla frattura indice
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LEARNINGLEARNING

ASSESSING

 
HR (95% CI)
Unadjusted

HR (95% CI)
Adjusted

Very poor adherence 1 [ref] 1 [ref]

Poor adherence 0.95 (0.81-1.11) 0.91 (0.78 – 1.07)

Intermediate adherence 0.95 (0.82-1.10) 0.92 (0.79 – 1.06)

Optimal adherence 0.81 (0.72-0.92) 0.79 (0.70 – 0.90)

Trend p-value 0.0017 0.0006

Associazione tra aderenza alla terapia farmacologica 
antirifratturativa e rischio di rifrattura
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Do medical actions 
supported by robust 

evidence of cost-
effectiveness profile?

Value assessment
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Costo-efficacia dell’aderenza alle 
raccomandazioni

Cost-effectiveness of the adherence with 
recommendations for clinical monitoring of 

patients with diabetes
Corrao G, Rea F, Mancia G, et al

2021;31:3111-21
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Two hierarchical needs

Privacy 
ensuring

Knowledge 
improving
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Knowledge improving

Ethical constraints imbalance 
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Ethical constraints imbalance 

How do you design a 
real-world study? Who 
evaluates the protocol?

the cork on the (ethical) 
guarantees on good 

research practices has 
been blown
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•diffondere le migliori pratiche nella raccolta e 
gestione dei dati sanitari in Italia consentendone un 
accesso rapido ed efficiente per la ricerca 
innovativa su larga scala

•unire le competenze e facilitare il partenariato tra 
le strutture del SSN, altri produttori di dati sanitari, 
enti di ricerca, associazioni dei pazienti e altre parti 
interessate a favorire la ricerca finalizzata alla 
generazione di evidenze scientificamente solide di 
supporto al governo della salute

•promuovere progetti e azioni formative 
indirizzate alla generazione, all’analisi e 
all’interpretazione di dati sanitari secondo un 
approccio metodologicamente rigoroso, attento 
all’innovazione tecnologica

•mettere a disposizione delle autorità impegnate 
nell’elaborazione della normativa e dei 
corrispondenti decreti attuativi pareri e 
documenti tecnici condivisi con le agenzie di sanità 
pubblica, la comunità scientifica, le associazioni dei 
cittadini e dei pazienti

Alleanza per la Ricerca con Dati Sanitari
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