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The era of the EBM paradigm

The past three decades have urged physicians to

become familiar with the data from RCTs,

systematic reviews, and meta-analyses.

Dr. Sackett called for a new approach to the

practice of medicine. The era was born of

EVIDENCE-BASED MEDICINE
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The era of the EBM paradigm

“Evidence-based medicine is the integration 

of best research evidence with clinical 

expertise and patient values” 

Sackett et al 2001
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The era of the EBM paradigm

Specific guidelines

RCTs

Observational 
Studies

Biological 
Evidences
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Is the EBM paradigm applicable to 
geriatric medicine?
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Guidelines for older adults
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EBM vs. the “modern” patient
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Treatment Regimen for a 79-Year-Old Woman With Hypertension, 
Diabetes Mellitus, Osteoporosis, Osteoarthritis, and COPD
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Potential drug-drug interactions
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EBM vs. the “modern” patient: the 
case of heart failure
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EBM vs. the “modern” patient: a
missed target
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EBM vs. the “modern” patient: 
failure a paradigm

 Frail elderly are systematically excluded from RCTs

 Those included are “superfit”, “young-old” male patients

 A new form of EBM is in place

EVIDENCE-BIASED MEDICINE
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EBM vs. the “modern” patient: 
where to stand?

THE END OF DISEASE ERA
Tinetti ME, Fried T. Am J Med 2004; 116: 179-85

“The time has come to abandon disease as the focus of medical care. The 

changed spectrum of health, the complex interplay of biological and non 

biological factors, the aging population, and the interindividual variability in 

health priorities render medical care that is centered on the diagnosis and 

treatment of individual diseases at best out the date and at worst harmful.”

THE DEMISE OF DISEASE? I DON’T THINK SO
Foster DW. Am J Med 2004; 116: 186-87

“….it is prudent to believe that the science of medicine will continue to 

advance, explaining and offering therapy for ‘health conditions’ that in reality 

are diseases. In contrast to the authors, I believe that the importance of 

scientific medicine and disease will increase, and not decrease.”
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Disability, more than multimorbidity, predicts of mortality 
among older persons aged 80 years and older
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Gait speed and survival in older adults

Years
JAMA. 2011;305(1):50-58

Predicted Median Life Expectancy by Age and Gait Speed
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The Short Physical Performance Battery

Years

Guralnik JM  et al., J Gerontol. 1994
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Predictive Value of the Short Physical Performance 
Battery Following Hospitalization in Older Patients
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Crude incidence rate of new incident activity of daily living disability over the follow-up according to

Short Physical Performance Battery (SPPB) score at hospital discharge (left panel) and SPPB

trajectory during the first month after discharge from the hospital (right panel).
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Lower Extremity Performance Measures Predict Long-Term 
Prognosis in Older Patients Hospitalized for Heart Failure

Years

Survival of 157 heart failure patients by SPPB score quartiles. P values to the right of the survival curves are

calculated from binary contrasts across adjacent quartiles from a multivariable Cox regression model, adjusted

for age, gender, study site, NYHA class, comorbidity, medications, and functional status before hospitalization.
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“Developing innovative therapeutic 

interventions against physical frailty 

and sarcopenia (ITI-PF&S) as a 

prototype geriatric indication”

IMI Call n.9

(call for interest) 

was published on 

July 9th, 2013
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1) Clear operationalization of the presently vague concept 

of frailty

2) Identification of a precise target population with unmet 

medical needs

3) Evaluation and validation of a new methodology for 

implementing in Europe preventive and therapeutic 

strategies among frail elders at risk of disability

4) Definition of an experimental setting serving as template 

for regulatory purposes and pharmaceutical 

investigations

5) Identification of biomarkers and health technology 

solutions to be implemented into clinical practice

Objectives of the project
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Operationalization of the presently 
vague concept of frailty



2929Operationalization of the presently 
vague concept of frailty: conceptual 
framework

All of the components of the physical frailty and sarcopenia 
(PF&S) conceptual model are measurable and quantifiable
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Identification of a precise target 
population with unmet medical needs

Elderly persons with muscle weakness, slow walking 
speed and balance problems. 

The target population will be comprised of older subjects 
that are neither so compromised that a preventive 
intervention against disability may not be beneficial, nor so 
highly functioning that the positive effects of the 
intervention would not be appreciable:

• SPPB summary score 3 – 9

• Presence of sarcopenia (FNIH; DXA)

• Absence of major mobility disability (ability to complete 
the 400-m walk test within 15 min)
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Identification of a precise target 
population with unmet medical needs

A cut-off of 9 at the SPPB 

has good sensitivity (92%) 

and specificity (80%) in 

discriminating frail from 

non-frail older adults
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Evaluation and validation of a new methodology for 
implementing in Europe preventive and therapeutic 
strategies among frail elders at risk of disability

Physical activity intervention: structured exercise and PA 

resembling the protocol used in the LIFE study.

Nutritional assessment and dietary intervention: 

personalised dietary recommendations and eventual oral 

nutritional supplements of protein and/or vitamin D.

Health technology intervention: acquisition of information 

from the participant’s home (e.g., daily dietary and protein 

intake, daily physical activity, walk speed, falls or near-

falls), implementation of home-based exercise training, 

remote nutritional counselling, reinforcement of 

intervention adherence.
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Definition of an experimental setting serving 
as template for regulatory purposes and 
pharmaceutical investigations
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Identification of biomarkers and health technology 
solutions to be implemented into clinical practice
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Conclusion

 RCTs systematically exclude frail older adults (the real

population)

 Current guidelines do not give specific indications to treat “real”

older adults

 Measures of physical performance are useful to catch the

complexity of “real” elderly subjects

 Focus on physical performance and the management of physical

function impairment could overcome the impossibility of

addressing multimorbidity and polypharmacy via traditional

methodologies

 The SPRINTT project will provide the data necessary to reach a

clear operationalization of sarcopenia and physical frailty for

implementation in clinical practice
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