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Background

Il diabete rappresenta oggi una delle
maggiori sfide per coloro che occupano di
salvaguardia della salute
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Estimated number of people with diabetes worldwide and per region in 2015 and 2040
(20-79 years)

North America and
Caribbean

2015 44.3 million # ' e -
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Western Pacific

15153.2 million
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South East :
Asia \ # ‘P\“ :

South and Izmo 140.2 million
Central America
2015 29.6 million

204048.8 million
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World

2015415 million
2040 642 million




Diabetee Invecchiamento

Prevalenza di diabete in relazione
alle fasce di eta, dati ISTAT 2010
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PROIEZIONI FUTURE

PIRAMIDE DELLE ETA PER GENERE AL 2015 E PROIEZIONI DEMOGRAFICHE AL 2065
Anni 2015-2065 (a)

2015 2065
Indice di vecchiaia 161,4 257,9
Indice di dipendenza strutturale 55,5 82,8
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Popolazionegenerale che dichiara dissereaffetta da diabete
per regione e ripartizione di residenza

Anno 2000 popolazione generale

[ —

lsale

Sued

Centro
Mard-Est
Mianrd-Orwest

Sardegna
Sicilia

Marche
Umbria

Tascana

Emilia-Romagna

Friuli-Venezia Giulia

Wereto

Trenfta
Bolzano/Bozen
Trentina-Alta Adige

Lombardia

Liguria

Valle d'fostaallée d'Aoste

Fiemonte

ISTAT2017

S ——
_—i
———
el
O ———
Calabiria
Basilicata
Pugha
Campania
Malise
Abrurio
Laria
]
N |
e |
_——-
————l
|
—————i]
e
——
I S |
_—
e
e

Anno 2016 popolazione generale
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Popolazione e persone di 65 anni e oltre che dichiarano
di essere affette da diabete per regione e ripartizione di residenza

Anno 2000 popolazione = 65 anni Anno 2016 popolazione < 65 anni

Italia & i Italia B d
lsale lzale
Sud Sud
Centro Cantra
Nord-[ol  —— Mord-Est = |
Rord-Cruesl ————— Rord-Creesl  ——
Sardegna e Sardegna B !
Sicilia Sicilia
Calabria Calabria
Basilicata Basilicata
Puglia & a Puglia
Campania Campania al
Malise - Malse
&brurzo Abruzzo
Lazi Lazio
Marche —_ Marche
b Urnbria B = —i
Toscan | —— Toscana
(2 IR Sl ———— — Erniliz-Romagna
Frul-Venezia Gulka = Friuli-Venazis Gulia - = -
Vool —— Venslo | —
Trento e Trento =
Dolrana/Daren | — Boleana/Bazen
Trentino- Al A ——— Trentino-Alto Adige
Lombardin e — Lambardia B al
Liguria Liguria |
Valle d'fostaiallée d'Aoste | TR— Valle d'finstafiallée d'foste ————
Piemonis | —— Plemante  ————
o 5 10 15 0 25 In o 5 10 15 10 25 0

ISTAT2017



Eta pazienti assistiti (tot. 1958)
| 65a78,8 %
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Background

Il diabete rappresenta oggi una delle
maggiori sfide per coloro che occupano di
salvaguardia della salute

| problemi del piede diabetico sono la piu
comune causa di amputazione non
traumatica degli arti inferiori




Epidemiologia

Circa Il

delle amputazioni

non traumatiche degli

artl inferiori sono praticate

SuU soggetti diabeticl
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AMPUTAZIONI la distribuzione geograficalelle amputazioni
MAGGIORI maggiori nontraumatiche agli arti inferiori inltalia
NON- nei pazienti diabetici

TRAUMATICHE

Edlira Skrami, Fabio Romagnoli, Flavia Carle, Rosaria Gesuita
51° Annual Meeting of the European Diabetes Epidemiology Group
2016
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Tassi di Incidenza delle amputazioni maggiori eta specifici in funzione
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DIFFERENZERATASSDCNICIDENZAELLRAMPUTAZIONI
MAGGIORNONTRAUMATICHE

Variabili RTI IC95% P
o _ Anno di dimissione 0.96 0.960.97 <0.001
Diminuzione nel temp¢ | Macro-area diresidenza
(Nord vs Centro) 1.71 1.641.77 <0.001
Variabilita geografica Macro-area di residenza
(Sud/lsole v€entro) 1.04 1.001.08 0.069
Differenza per genere Genere (M vs F) 212 206219  <0.001
Aumento per eta Classe di eta (564 vs <565) 1.38 1.291.47 <0.001
Classe di eta (684 vs <55) 1.79 1.681.91 <0.001
Classe di eta (75 piuvs <5 2.75 2.592.93 <0.001

EdliraSkramiFabioRomagnolifFlaviaCarle RosarigGesuita
51° AnnualMeeting of theEuropearDiabetesEpidemiologysroup 2016



55 X GREATER RISK

Singh N, Armstrong DG, Lipsky BA. Preventing Foot Ulcers in OF HOSPITALIZATION

Patients With Diabef#gVA2005;293(2):2228

Reiber GE. Epidemiology of foot ulcers and amputations in the
diabetic foot. In: Bowker JH, Pfeifer MA, eds. Lavery LA, Armstrong DG, Wunderlich RP, et al. Risk factors for foot |
The Diabetic Fost.Louis, Mo: Mosby; 2063213 in individuals with diabé&hetes Car2006;29:1283




Median time to healing for diabetic foot wounds - 4=

237 days 188 days 147 days




Museo della ceramica Sermoneta LT
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Barshes N.R, et Al. The system of care for the Diabetic Foot: objectives, outcomes and opportunities.
Foot & Ankle Vol 4 (2013)




ECONOMIC, FINANCIAL and STRATEGY CONSULTANTS.

Results: Per-Patient Annual All-Cause i Anavysis Group org_anégeﬁeSiS-«
Healthcare Cost Differential LIVING TECHNOLOGY

DFU patients were over twice as costly as diabetic patients for private insurers and
almost twice as costly for Medicare

Per patient costs DFU patients Matched non-DFU diabetic controls
$35,000

Private insurance Medicare
$30,000 -

$25,000 -

$16,286
$20,000 -

$15,000 -
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$5,922 | $3,053 $5.008 Not
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T

Overall Selected services | Workloss costs 1 Overall Selected services | Workloss costs

Medical and prescription drug costs Medical costs

Note: “Selected services” include those with a diagnosis or procedure code for ulcers, ulcer-related infections, or amputation recorded on the claim

MABETIC FOOT ULCERS SPOR 2013 - NEW
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5-YEAR MORTALITY RATES™
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In patienis with drabetes,
HISTORY of a foot ulcer alone
INCREASED MORTALITY RISK BY 477
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Iversen MM, Tell GS, Riise T, et al. History of foot ulcer increases mortality among individuals with
diabetes: ten-year follow-up of the Nord-Trgndelag Health Study, Norway.

Diabetes Care. 2010;33:2365-9.
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Figure 1. 3-yr surv
tients. Kaplan-Meier

3-year survival -AKA Vs BKA
Nondiabetic

Sotto il ginocchio

Sopra il ginocchio

rsus nondiabetic pa-
survival percentages.

Figure 3. 3-yr survival between above-knee amputees (AKA) versus
below-knee amputees (BKA). Kaplan-Meier Survival graphs. Y axis
= survival percentages.



Tasso (specifico per 100.0000) di dimissioni ospedaliere per amputazione
all darto inferiore du pazient.i con
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Fonte dati : Ministero della Salute i Istat Demografia in cifre per la popolazione. Anno 2012

Rapporto Osservasalute 2014



Background

Il diabete rappresenta oggi una delle
maggiori sfide per coloro che occupano di
salvaguardia della salute

| problemi del piede diabetico sono la piu
comune causa di amputazioni non
traumatica degli arti inferiori

La diagnosi precoce e la disponibilita di
un approccio multidisciplinare ad oggi e
ritenuto lo strumento piu efficace per
ridurre le amputazioni




Progress in care of the diabetic foot

ée. an i mportant prelu
treatment is the differentiation between three
main syndrome the neuropathic foot and the
Ischaemic and neuroischaemic footé .

Edmonds ME The Lancet Vol.354, N.9175 July 1999



Neuropatia (prevalenza)
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Neuropatia sensitiva
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A Silent, Sinister Syndrome: Some 90% of people
with dangerous Diabetic Peripheral Neuropathy are
unaware they have it

This fascinating study in the journal Diabetes Care from Dan Ziegler and colleagues
seems to suggest that one of the most serious end stage complications of diabetes is
devoid of symptoms- and awareness-- 91% of the time.

Older Subjects With Diabetes and Prediabetes Are Frequently Unaware of Having Distal
Sensorimotor Polyneuropathy
The KORA F4 Study

Brenda W.C. Bongaerts et. Al




Paziente non consapevole !

Operatore non consapevole !
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Neuropatia motoria

La neuropatia motoria provoca uno

nel rapporti tra le strutture del piede

MUSCOLI
TENDINI
OSSA
LEGAMENTI
FASCE
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Trattamento delle ulcere con Off-loading

Clinical Care/Education/Nutrition
O RIGINAL A RTIECELE.

Effectiveness and Safety of a

Nonremovable Fiberglass OH-Beurlng

Cast Versus a Therapeutic Shoe in

Treatment of Neuropaihlc Foot “gé a?\z

i
CarLo CARAVAGGI, MD Emanu M Mg

A randomized study

Ezio FaGLIA, MD MicHE

Roserto DE GiGLIO, MD CHMRA I, M
MANUELA MANTERO, M ‘L‘!TD MORABITO, PHD
ANTONELLA QUARANTIE ‘

OBJECTIVE — To evaluate and compare the rate of reduction of the surface area of neuro-
pathic plantar ulcers in diabetic patients treated with nonremovable rigidity-differentiated fiber-
glass off-bearing casts or a cloth shoe with a rigid sole with unloading alkaform insoles. The
secondary aim was to evaluate the side effects and degree of patient acceptance of treatment.

RESEARCH DESIGN AND METHODS — Fifty diabetic patients with neuropathic

europathic ulcers result when several
causative factors occur together. The
prese nee ofa peak in plantar pressure
normally causes the onset of a neuropathic
plantar uleer (1,2).

The relief of pressure from the ulcer-
ated area, surgical debridement, and the
use of an adequate dressing are the essen-
tial treatments for complete healing of this
type of ulcer (3.4). However, this approach
is ineffective in treating a plantar ulcer that
has not been adequately unloaded.

The treatments used most commonl} to

Caravaggi et al : Diabetes Care Vol. 23 n. 12 Dicember 2000
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Comparison of Removable and ,_5'
Irremovable Walking Boot to Total (00
Contact Casting in Offloading J
the Neuropathic Diabetic Foot Ulceration

Alberto Piaggesi, MD', Chiara Goretti, MD', Elisabetta lacopi, MD',
Giacomo Clerici, MD?, Fabio Romagnoli, MD?, Fabrizia Toscanella, MD*,
and Cristiana Vermigli, MD®

A

Figure |. The 3 offloading devices used in the study: the total contact fiberglass cast (A); the Optima Diab walker, rendered
irremovable by the application of specifically designed blocking straps, as evidenced by the arrow (B); and the same device left
removable (C).

Level of Evidenced:evel Il, prospective comparative study.
Foot Ankle Inl071100716643429, first published on April 15, 2016




Comparison of Removable and
Irremovable Walking Boot to Total
Contact Casting in Offloading

the Neuropathic Diabetic Foot Ulceration

Alberto Piaggesi, MD', Chiara Goretti, MD', Elisabetta lacopi, MD',
Giacomo Clerici, MD?, Fabio Romagnoli, MD?, Fabrizia Toscanella, MD*,

and Cristiana Vermigli, MD®
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Figure 2. Kaplan-Meier analysis of ulcer survival. Both IWD
and RWD were Optima Diab walkers. IWD, irremovable walker ~Figure 3. Differences in ulcer’s area from baseline to the end

device; RWD, removable walker device; TCC, total contact cast. of follow-up_ *Wilcoxon test versus baseline.

Foot Ankle Infl071100716643429, first published on April 15, 2016




Comparison of Removable and
Irremovable Walking Boot to Total
Contact Casting in Offloading

the Neuropathic Diabetic Foot Ulceration

Alberto Piaggesi, MD', Chiara Goretti, MD', Elisabetta lacopi, MD',
Giacomo Clerici, MD?, Fabio Romagnoli, MD?, Fabrizia Toscanella, MD*,
and Cristiana Vermigli, MD®
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