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LA GESTIONE 
DELL’OSTEOPOROSI 

SEVERA: IL 
PROGETTO SOS 



Severe%Osteoporosis

RISK%FACTORS:

1.%A%prior%low%trauma%fracture%after%the%age%of%50%years
2.%Very%low%BMD%(or%TCscores)%in%older%patients
3.%A%very%high%FRAX™%score

SEVERE=%�critical%or%grave�.%
This%term%is%appropriate%for%a%certain%magnitude%of%severity%in%bone%strength%
which%is%comprised%of%bone%mineral%density%(BMD)%and/or%bone%quality.

Miller&PD&et&al,&2015

Nuti&R&et&al,&2009

Gaudio&A&et&al,&2005



1.#Severe%postmenopausal%osteoporosis%or%severe%male%osteoporosis

2.#Glucocorticoid3induced%osteoporosis

3.#Osteoporosis%associated%with%systemic%diseases%that%may%also%be%associated%with%low%
bone%formation%and%turnover:

' diabetes#mellitus2
' chronic#kidney#disease,#
' multiple#myeloma
(low$bone$formation$associated$with$elevation$in$the$serum$of$inhibitors$of$osteoblast$poor
bone$quality.)

4.#Osteoporosis%associated%with%systemic%diseases%that%are%also%associated%with%high%bone%
turnover:#

'severe#primary#hyperparathyroidism2#
' immobilization#(e.g.#quadriplegia)
' Osteoporosis#associated#with#systemic#diseases#associated#with#frailty#and#a#high#risk#for#

fractures#from#falls:#Parkinson’s#disease,#multiple#sclerosis,#polio,#amyotrophic#lateral#
sclerosis#(ALS),#and#diseases#associated#with#marked#sarcopenia#(deficiency#of#muscle#
mass#and#strength),#particularly#malabsorption#syndromes,#age'related#sarcopenia,#and#
myopathies#of#diffuse#etiologies

Conditions#that#might#be#associated#with#severe#osteoporosis

Miller$PD$et$al,$2015



The$annual$costs$of$osteoporotic$fractures$as$compared$to$the$annual$costs$of$
3$other$major$disease$states

Singer'A'et'al,'2015



Trajectory*of*fracture*risk*after*first*fracture*with*sequential
and*non6sequential*treatment*and*without*treatment

Soreskog(E(et(al,(2020



Percentage)of)patients)reporting)extreme)problems)in)the)domains)of)EQ75D)HSV)according)to)
prior)and)incident)fracture)status

Cooper&C&et&al,&2008



Fracture(risk(decreases(with(osteoporosis(medications

Gaudio'A'et'al,'2005



Effects'of'teriparatide'and'risedronate'on'new'fractures'in'post1menopausal'women'with'severe'
osteoporosis'(VERO):'a'multicentre,'double1blind,'double1dummy,'randomised'controlled'trial

Kendler'DL'et'al,'2017



DEFINING'TREATMENT'FAILURE'IN'SEVERE'

OSTEOPOROSIS

OBSERVATIONAL'STUDY'ON'SEVERE'OSTEOPOROSIS'(OSSO):

“inadequate'treatment'response'was'defined'as'either'treatment'
discontinuation'because'of'poor'adherence'or'adverse'events'or'a'bone'
insufficiency'fracture'despite'good'adherence'to'osteoporosis'therapy'
for'at'least'1'year

Jacob&F&et&al,&2006

“an'inadequate'response'to'treatment'for'postmenopausal'osteoporosis'is'
the'occurrence,'in'a'patient'with'severe'osteoporosis,'adequate

calcium'and'vitamin'D'intakes,'and'good'treatment'adherence,'of'any'of'
the'following:'incident'major'fracture'within'the'first'treatment'year,'
more'than'one'minor'insufficiency'fracture,'or'a'bone'mineral'density'
decrease'by'at'least'the'smallest'significant'amount'(0.03'g/cm2)'after'
5'years'or'earlier'in'the'event'of'a'minor'fracture”.

Confavreux&CB&et&al,&2010



New$perspectives$on$the$definition$and$the$management$of$severe$
osteoporosis:$The$patient$with$two$or$more$fragility$fractures

Nuti%R.%et%al,%2009



New$perspectives$on$the$definition$and$the$management$of$severe$
osteoporosis:$The$patient$with$two$or$more$fragility$fractures

Nuti%R.%et%al,%2009
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FATTORI'DI'RISCHIO'OSTEOPOROSI
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TRATTAMENTO(FARMACOLOGICO(PREGRESSO
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SUMMARY

!Nello Studio'SOS il,33%,dei,pazienti,presenta,una,nuova,frattura,da,fragilità,
prevalentemente,a,livello,vertebrale,(75%),con,diagnosi,radiologica,(80.6%),negli,ultimi,6,
mesi,
!Il,26%,dei,pazienti,presenta,3,o,più,frattura,da,fragilità,mentre,il,12%,circa,dei,pazienti,
presenta,1,o,più,frattura,da,fragilità,+,TSCORE,colonna,o,femore,<Q4
!Il,fattore,di,rischio,principale,(32%),è,risultata,la,familiarità,per,frattura,di,femore
!Nel,40Q50%,dei,casi,la,BMD,è,risultata,fra,Q2.5,e,Q4,di,TSCORE
!Il,48%,dei,paziente,riferiva,una,pregressa,frattura,vertebrale,ed,il,5%,una,pregressa,
frattura,di,femore
!Il,79%,dei,pazienti,risulta,in,trattamento:,

Denosumab,35%
Teriparatide,22%
Bisfosfonati,34%

!Il,99%,dei,pazienti,assume,supplementazione,con,Vitamina,D,prevalentemente,
colecalciferolo,(84%).,Solo,il,28%,dei,pazienti,assume,supplementi,di,calcio
!Il,67%,dei,pazienti,riferisce,una,pregressa,terapia,sospesa,per,scarsa,aderenza,nel,24%,
dei,casi,e,disturbi,gastrointestinali,nel,14.3%,dei,casi
!Il,78%,dei,pazienti,riferisce,di,essere,già,stato,sottoposto,a,trattamento:,teriparatide,(78%),
e,alendronato,(21%).,Tutti,avevano,assunto,supplementazione,con,vitamina,D,
(colecalciferolo,e,calcifediolo),associato,a,calcio,nel,57.1%,dei,casi
!Tra,i,pazienti,con,osteoporosi,severa,solo,il,40%,è,in,terapia,anabolica,con,Teriparatide.



TAKE%HOME%MESSAGES

!Severe%osteoporosis%is%currently%defined%by%the%threshold%of%bone%density%
value%below%the%/2.5%SDS%of%T/score,%determined%by%dual%energy%X/ray%
absorptiometry,%and%the%presence%of%one%or%more%fragility%fractures.%This%
definition%does%not%entirely%reflect%the%spectrum%of%severity%of%the%disease%that%
provides%a%variable%increase%in%fracture%risk

!Patients%who%sustain%a%vertebral%fracture%are%at%particularly%high%risk%of%
another%vertebral%fracture%within%the%following%year,%which%has%been%
estimated%to%be%about%3CtoC5%fold%higher%than%the%risk%of%subjects%without%
fractures.%This%can%be%translated%to%an%absolute%risk%of%10.8%%to%develop%a%new%
clinical%fracture%within%the%next%2%year.

!It%has%been%widely%documented%that%mortality%increases%significantly%and%
proportionally%with%the%number%and%the%severity%of%vertebral%fractures
!The%main%aim%for%the%pharmacological%treatment%of%severe%osteoporosis%
is%prevention%of%“fracture%cascade”%triggered%by%the%first%vertebral%fracture.
! Quality%of%life%is%significantly%reduced%in%patients%with%fragility%fractures.%
Multiple%and%severe%vertebral%fractures%are%typically%associated%with%exponential%
deterioration%of%quality%of%life



TAKE%HOME%MESSAGES
!Nel%progetto%SOS%il%50%%dei%pazienti%risultava%osteoporotico%con%pregresse%fratture%
prevalentemente%a%livello%vertebrale.

!L�evento%fratturativo%predispone%i%pazienti%ad%una%nuova%frattura%sintomatica%radiologica%
prevalentemente%a%livello%vertebrale

!La%maggior%parte%dei%pazienti%riceve%adeguato%trattamento%antiriassorbitivo%ma%il%20%%dei%
pazienti%con%osteoporosi%severa%non%è%trattato

!Una%discreta%porzione%di%pazienti%con%osteoporosi%interrompe%il%trattamento%per%scarsa%
compliance

!La%maggior%parte%dei%pazienti%con%osteoporosi%severa%non%riceve%adeguata%terapia%
anabolica

!E� pertanto%necessaria%una%maggiore%consapevolezza%del%problema%a%livello%sanitario%e%
sociale%per%una%migliore%gestione%del%paziente%con%osteoporosi%severa%ed%una%
ottimizzazione%della%spesa%sanitaria%correlata.%

!Sarebbe%auspicabile,%specialmente%nei%soggetti%con%osteoporosi%severa,%poter%eseguire%
una%terapia%sequenziale%a%lungo%termine%nell�ottica%di%una%�medicina%personalizzata�


