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Ilepianyn ota EAlnvika

Ewoyoyn:Ta katdylato oty meployy] tov 1oxiov cuvoedviol GuUeca e vynin voonpotra,
Bvntomta Kou owovoliky emPdpvvorn oe maykOcHo eminedo. TEroov €ldovg KatayHoto
TOPATNPOVVIOL GUYVA OTOVC MAKIMHEVOVG, gival YopNANG evépyelog Tpavpata (TTOoES) Kot
oyetiCovtar pe v ooteomdpwor. EmmAéov andtedovv mopdyovio KvohHvov Yo v eUEAvVIoN
Katdypotog eite otnv 10100 POy €ite TNV OMOVOLMKN OTHAN N oto GAlo woyio. To “gold

standard” givai 1 xelpovpyIKn AVTILETOTIOT TOL 0oBevos e okomd TNV GEST] KivnTomoinon.

Y1oyog: Na efetachei n emidpacn g denosumab otn AelTovpylKOTNTO TOL 1GYIOV KOU OTNV
TOPWON TOV KATAYHLATOG VOTEPA OO YEPOVPYIKY| ATOKATAGTAOT), Kot va amodetyBel 1 vepoyn g
ovvdvacpévng Oepaneiog (yewpovpysio ko denosumab) évavtt g HEHOVOUEVNG OVTILETOTIONG
(xewpovpywn eméUPacn). Agvtepedovteg otoOyOoL €ivar 1 a&loAOYNOT TOL KIVOHVOL ETOVAKOTAYHOTOC

KoL TG EMIOPAOTG TS OVTI-0GTEOTOPMTIKNG Qy®YNG 6TV Bvntotnta.

M£0odor: Oa kotaympnBobv ta dnpoypagikd ctoryeio, T0 UAO, M NAKia, Kot 0 OeIKTNG OCTIKNG
TUKVOTNTOG PO Kotdylatog. Me Bdon to mapamdve 6o dnpuovpynBovv o Hadeg e Tovg acbeveig
7OV TANPOVV Ta. KprThpla emAoyng, Gvaroya v nAwio (=80 kot <80étn) kot to t-score mpwv v
évtaén ot HeAétn. Metd ™ AMym ovuykotdeons Kot Tig dSadikacieg TPoKaTapKTIKNAG a&lohdynong,
ot aoBevelg Ba TuyoomomBohv ce 600 okéAN avaioyo T ARYN TNG OY®YNG M TOL EKOVIKOV
eopHdarxov. Téco o acBeving 660 Kol 0 Bepdnwv 1Tpdg dev yvmpilovv oe mota o doda PpiokeTon o
kd0e acBevig. Ta dedopéva Ba kataympnBodv oe Hio TANOOPO AEITOVPYIKOV GKOP Kol AEI0AGYNON
g mowdttag (one. EmummAéov o axtivoypagikdg Eleyyog kar o €leyyog He t HéBodo DEXA Ba
KAToypaeovTotl yo. tnv a&loddynon g mOpmong Tov KOTAYHOTOS Kol TV EMOPOCT TNG AY®OYNG

GTNV OGTIKN TUKVOTNTO
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Amnoteréopata:. Ta anoteAécpata amd T0. AEITOVPYIKA GKOP KOl OO TO, EPOTNHATOAOYL Yo TNV

mowdtnta {ong Ba kataywpnBovv oto SPSS kot Ba avaivBovv.

Younépacpa: Ot péoeg TIHEG TV AEITOVPYIKAOV Kot TG motdtntog Long okop Ba dsi&ovv edv M
OVTIGTEOTOPMTIKY OMOTELEL ONHAVTIKO OepamevTikd TOpAyovTa Yo TV OTOKOTAGTOOT TMV

acOevav.
Iepiinyn ota Ayyhka

Introduction: Fracture at hip area are associated with high morbidity, mortality and with high
impact in global economy. Such fractures are very common in the elderly and are usually linked to
osteoporosis and minor trauma (falls). Furthermore, they are also risk factor for a secondary
osteoporotic fracture in the same or in a different area.The “gold standard” is the surgical approach
with aim the fastest mobility of the patient.

Aim of Study: At this clinical trial, is examined if the osteoporosis drug (denosumab) can improve
the functional outcome after hip surgery. The secondary outcome is the valuation of the risk factor
for a secondary osteoporotic fracture, mortality and the impact on bone density. during the trial.
Methods: The demographical data, the age, the sex, and thn bone density t-score before entering the
trial, will be registered. . With the above data, there are going to formed groups, with patients who
are are going to meet the eligible criteria, depend on the age (=80 ko1 <80years) and the bone
density t-score outcome scores. After the signed patient consnt and preliminary evaluation
procedures, patients will be randomized in two treatment groups. As far as the blinding, both patiens
and medical staff, will not know the group of each patient. For the evaluation, will be used fuctional
scors and questionaires for the quality of life. More over x-rays and bone density examination with
DEXA method will be performed during the clinical trial for the further evaluation of bone porosis

in the area of prothesis and of bone density.
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Results: The result of fuctional scores and questionaires for the quality of life, will be anylised in

SPSS.

Conclutions: The mean value of each fuctional score and the quality of life will show if

osteoporosis treatment is important factor for the fracture treatment.
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1.0 EIXAT'QT'H

H moAlvmlokdémta g mepiBoiyng mov amorteitor yuoo to Katdypato tov 1oyiov, Kabiotd v
Katdotoon Mo TpayHatikny ok oty kKAvikn tpdén.Ta katdypata Tov woyiov gival cuyvd 6Tovg
NAMKIwUEVOLS, Kupimg oTic NAKIoéves yovaikeg. Mall Heto kaToyLaTO GTNV GTOVOLAMKY GTHAN
Kot 010 Kato mépag g kepkioag (colles/smith fractures) amotedovv o cuyvoTEPO KOTAYHATO TOV
oyetilovtar Pe v ooteondpwon. Aedopévou 0Tt Tapovoidlovtol o€ Peyaieg nAkieg, cuVVTTAPYOVY
Kol GVVodd voonata Onwe dvotla, Letafolkés acBEveles KTA, 1] ATOKATAGTAOT), Ol TEPLEYXEPTTIKESG
EMITAOKES KOl TO KOWMVIKO TEPIPAAAOV UTTOPEL VO EMNPEACOVY TO HETEYYEPNTIKO KOL KOT' EMEKTOON
Aertovpyikd oamotédecpa otV mepoyn Tov oyiov [1,2]. H Emumiéov  cwot) kot enapkng omd
TAevpdg yvootoryiov dtpoen eival {oTIKNG onpaciog ywo. TNV Vyeio TOV 0GTAOV Kol Yo TNV
TPOANYN TOV TTOGEMV, EOIKA 6€ VTTOGITIGHEVOVG aobeveic [3]. EmumAéov éxel amoderyel mpdopata
OGS N TPOGANYT APMOTEIVIG £lvol EVEPYETIKY YO TNV TNV LYEIX TOV 06TOV KaODS £xel amoderyDel
amo HEAETN OTL 1| Myn AEVK®HUAT®V 001 ynoe o€ avénomn g ooTikhg mukvotrtag (BMD) oty
0GQLIKN Hoipa TG GmoVOLAIKNG oG Katd 1% g 2%, ywpic 6 Hog vo vITdpyovV 1o LPEG
evoei&elg v Hetmpévo kivouvo katdylotog tov toyiov[4]. H woppomnpévn oe npmteiveg datpopn
oLUBdAAel oty avénon tov IGF-1, evog eviOpov amopoitntov Yo TNV LYEW AglTovpyio TOV
HvookeheTikov ovotiUotog [5]. H Prrapivg D emiong dwdpopatiler gvepyetikd polo oTo
HeTafoMOUO TV 06TMV KaBMG CLUPAALEL GTNV OTOPPOPNGT TOL AGPESTION A0 TO YOOTPEVETEPIKO
cvotna. Méoa amd o TAnBdpo KAVIKOV Hedetdv, €xel amoderyBel m cvuUPoAn 1660 TOV
aoPestiov 660 Kot g Prrapivig D omv mpéAnyYn v kataypdtov. O cuVOLAGUOS COCTNG
TPOCANYNG TPOTEIVOV HE TNV TOVTOXPOVY] ANYTN GULUTANpoHdtov acPeotiov kot Prrapivng D
oLUBdAAoVY otV avénorn tov BMD oty meployn tov oyiov, oty OMIE kot oty Heimon tov

TTAOCEMV.
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Eniong ta xotdylota woyiov £xovv vynio dociktn Ovnrotyrac. Eyxel anoderybel mwg o mapdyovtag
nAwio. amotelel oNUAVTIKO TPOYVOGTIKO Tapdyovtag e Bvntotntog kot €xel avahlvbel extevmg
omv Piproypagio. MdaAota o P Peta-avaivon £0e1ée g aobeveig > 85 € €yovv avénpévo

kivduvo Bavatov otov 1° ypdvo Petd to kdtoypo Tov 1oyiov [6]

To «gold standard» yw v aviiletdnion ToV Katayldtov gival 1 GHECT XEWPOVPYIKT ETEUPooN
(evtog 48 wpdv amd t0 GLUPAV) e KOO T YPTYOPN EXAVOS0 TOL 0oBEVOLS KOl KAT  ETEKTOCT TNV
Heloon Tov emmAok®v mov ogeidovtal otnv Hokpoypdvio Kotdikion. AkOpa Kot Hetd amd Hia
IKOVOTOMTIKY  XEpovpykn eméUPocn, molloi aocBevelg efakoAovBodv vo  aviipetomilovv
Hakpoypdovia avornpio 1 6Gvoto e 10 GLVOAKO Toc0GTO BVNGIUOTNTOG £VOG £TOVS VO KUHOvETOL

ané 14-36% [7.8].

‘Evag dAlog mBavog Adyog ivat 1 evioyvon Tov KatayHotikov 06to) Tov Uropel va emtevydel e
NV Opdom TOV aVTL 0OGTEOTOPOTIKMY QPAPUAK®V GUUBAAAOVTOS otV KOADTEPT VROGTAPIEN NG
00TEOGVVOEST|G Kol HEIDOVOVTAG TOV KIVOLVO TV TTOGE®MV Kot VE®V Kataypdtwv. H &ykaipn
dudyvwon, Aowmov, kot Bepomeio TG 00TEOTOPMTIKNG VOGOL £x0VV HeydAn onpacia Yo TV Totdtnto
™ {ong oe avtovg Toug aobeveic Pe kataypa Tov woyiov [9,10]. INa ™ Heimon g Bvnodmrag,
TPOcOoYN TPEMEL VoL EMKEVIPOEL 61N PelTioTOMOINGN TG KATACTOONG TNG LYEIOG TPOEYYEPTTIKA,
TNV TPOANYN TOV HETEYYEPNTIKOV EMTAOK®V Kot OTAV OVTEG Ol EMTAOKEG GUUPBOVV givar avaykaio
N mapoyn g PéAtiotng eedkevuévng Tptknig epovtidag. [ToAd onuovtikd eivor akdun to
yeYovoc g ot acBeveig ywpig Bepamneio ooTEOTOPWONS £YOVV HEYaAOTEPO KIVOLVO VO LTOGTOVV £Vl
OgVTEPO OCGTEOTOPMOTIKO KATAYHO YEYOVOS TO 0Tol0 MPapHVEL TEPAITEP® TN AEITOLPYIKOTNTO KO

&xel emmtooelg oty moldtta g {ong .[11].

To TAOC M OGVTIOCTEOTOPMOTIKY] OyOYN Hmopel va ovpPdier onpaviikd ot Peitioon g
AertovpykdTTog TOV acfevdv mov v Eekivnoay HETA omd TV YEPoLPYIKN enéPaon iowg pmopel

va eEnyn Bel Pe TpeIg TPOTOVG: O. dEV LINPYE CLUUOPPMOOT TOV AGHEVAOV TPV TO YEPOLPYEID GTO

1
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TOG Kot ToTE Vo maipvouv v Oepaneio, B. n Oepameio dev NTav 1 Woavikh (LOVO SPOGEOVIKA
napadeiylatog yopv kol yopig v Aqyn acPeotiov kot Prropivng D), y. Hetd 1o kdtaypo n
GUUHUOpO®ON MTav HeyoddTtepn a@ov ot acBeveic ocvveldnromoincay TNV ovoyKotoTnTo NG
Oepomeiag, evd kat ot 0dnyieg/evnuépmon TOaVOS va NTAV 7O GAPELG TOG0 6TOVG 0ebeveic 660 Kat
oT0VG ovYyyeveig Toug[12]. EmmAéov mpoopata £xet yivel Wdiaitepn Uveio GTOV AVTIOGTEOTM®POTIKO
napdyovro. Denosumab, o omoiog @aivetar vo €xel €VEPYETIKES 1010TNTEC GE HETEYYEPNTIKOVG

acbeveig ot omoiot glyav vroPAnOel oe odikr) apbpomractiky loyiov Adoyw ooteoapOpitidac. [13]

[Mopatnpeitoar Aowmwdv 1 GLUPOAN TNG OVTIOGTEOTOPMTIKNG Oy®wYNG M omoia Hmopel vo Eekivnoet

OTOL0ONTOTE GTIYUN aKOHO Kot UETA TO XEPOVPYETD.

1.1 Xkonog:

2mv moapovoa HeAétn otoOYoc eivor va amodeyfel mepattépmw 1 AGPAAEL KOL 1) LTEPOYN TNG
yopnynong tg Denosumab oe peteyyeipntikovg aobeveic oe oyxéon Ue ekeivoug mov vofdriovTol

HOVO GE€ XEPOVLPYIKT] ATOKATAGTACT TOV 1) {0V.

1.2 KatoAnktika Xnpeia

1.2.1 Nporevov Karainktiké Xnueio (Primary Endpoint)

KoAvtepn kot ypnyopdtepn anokatdotacn He T yoprynon denosumab petd amo yeipovpyeio o€
oxéon He toug acbeveic mov Ba AdPovv ekovikd pdppako. Ta amoterécpota Bo agorloynbovv

HEC® AELTOVPYIKAOV TECT Kol EpOTNUOTOAOYIWV Yo TNV motdtnTo (NG,
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1.2.2 Agvtepevov Katainktiké Xnpeio (Secondary Endpoint)

Eivar n ocupdPoAn g avTioGTEOMOPOTIKNG ay®YNG o1 Hokpompofeshn Helmon Ttov Kivduvov
EMOVOKATAYHOTOG, 0TV A¥ENGN TOL SEIKTN 0GTIKNG TUKVOTNTOS (MG GLVEXELD TNG KAMVIKNG QAoNg
I1) t660 otV MEPLOYN TOL 1oYiov 660 Kot 6TV OMEE Ko v emidpacn tng denosumab ot Peimon

g BvnToTag.

2.0 XXEAIAXMOX MEAETHX

H pelét Ba éxet Sdpketo 5 £t kot 10 ypovikd drdetnUa yopynons s Oepanseiog opiovior ta
3ét. Méoa oto ypovikd Sdotnpa TV 5 etV TPEMEL Vo GVYKEVIP®OEL 0 0 TOTOVEVOG aplBUOG
actevav kot va pmopel vo vdpéel KOmolo amotéAecHa. TV opyn TS UEAETNS, Kabdg Kot v
TpoOT €PSOpdda kibe 6 Unveg, ot cvUpeTEyovTeg Bar mapovcidlovtal 6To Voookopeio kot Ha
AapBavovy vrodopimg tnv éveon eite e to gvepyd eapHoko (denosumab) gite o ewovikd QapHaKo
(placebo).H npdtn d60m diveTal péca 6TIS TPOTEG 72 DPES LETA TO Yepovpyeio. Katd v nuépa
eloaymYNS, Ba yivouv ot amapaitntes EVHEPOGELS Yot TO BEPATELTIKO TPOTOKOALO Kol TIC TOAVEG
TOPEVEPYELEG TOV QOPUAKOV 0O TOLG 1TPOVS e GKOTO TNV £YYPOUPN GLVOIVEST GLUUETOYNG TOL
actevoug. Le KGO enickeyn Peténetta Ba yivetal agloddynon og Tpog Ty Kivion Kot Ty Todtna
Cong kot Ba Koataypdeovtoar Toxdv avemBopnteg evépyetec. Avolvtikdtepa, 6 € Pnviaio faon Ba
yiveTon Katoypoaey] TV AEITOVPYIKAOV oKop kot g moidtnrag {ong. Mo cvykekpéva 0 a yivet
xpron tov HOOS (Hip dysfunction and Osteoarthritis Outcome Score) [rapaptnpe I[ pe T 5
TOPOUETPOVG Y10 TO. CLUUTTOMOTO, TOV TOVO, TIS KOOMUEPWES Opactnplotteg, TiIg aOANTIKEG
dpaoctpiomreg kot v mowdtnto {ong (HOOS-pain, HOOS-symptoms, HOOS-activities daily
life, HOOS-sports & recreational, HOOS-quality of life). I'a v a&loldoynon g mowdtynTag g

Cong petd v emépPacn Oa ypnoomombodv ta epotuatordyo SF-12 [rapaptnpe VI] ot

9
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EuroQol-5D-5L [rapaptnua V].H kAivikn e€étaon kot a&lohdynon g AEITOVPYIKNG KOTAGTOONG
nepMAUPave 1000 avTiKEeViKEG 660 Kol vTokeevikég KAHakeg afloddynong. H ouvolwm
EKTIUNOT TOL EMTESOL KIVNTIKOTNTAG £Ylve e TV xpron tov Parker oxop [rapaptnypa 1V], tov
teoT tayvtnrog Padiong (Walking Speed test) [rapaptnpa VII] kot tov Time Up and Go teot
[rapaptnpa VII].

H extipnon ¢ amokatdotaong tov woyiov Oa yivel e to Harris Hip oxop [rapaptqua I], v
KAipaka Oxford-12 [1H] kot tov deikey WOMAC (Western Ontario and McMaster Universities

Index) [rapaptnue VIII]

Denosumab
Tvyoomoinon 1:1
| Placebo
Ewsaymyn 610 vocokollgio
[poxotapktikh a&ordynon lpty pépa
Tpoeyyepnticds  €reyyos Yvlloyn dedopévev  1n-2n Emokeyn 34" gniokeyn  Emopleveg smokéyeig
IIpoctoacia yio yeipovpyeio 3icon 6 eBSopadeg 6unves-1 étog Uéxpt 3

a/a Agkbvng woylov  ofa Aekdvng wyiov  pétpnonDEXA
pérpnonDEXA  (kaOe d€vtepn popd)
a/o Edeyyog

Me v €6aymyn| o610 vosokoleio gival amapaitnto vo cuAlexBodv katl va Kotaypa@ohv 0ceg
TEPIGGOTEPEG TANPOPOPIEG YivETAL GYETIKA e TOV acOeV (UMYOVIGHOG KAK®ONG, TopoDoa KAVIKY
€OV,  TPEYOVGO  QUPHUAKEVTIKY — OY®YY, TPONYOVHEVN]  AETOLPYIKH/KIVITIKY]  KOTAGTOON,

TPONYOVEVN YVOOTIKN AEITOVPYia, 1GTOPIKO TTOCEMY Kol KOWMVIKO TEPPAALOV).

10
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H a&odldynon oto tUiHo emelydviov meplotatik®v o mpémel vo mepthapfdvel Mo emionun

KAToypoey] Tov KwOHVOL EAKMV KATOAKAIONG, 1TNG KATACTOONG €VLOATMOONG Kot Opéyng tov

acBevoug, TNV OVTILETOTION TOL TOVOV, TIG GLVVOCNPOTNTES , TNV YLLK KOTAGTOOoT, KOOMG Kot

TNV TPONYOOUEVT] KIVNTIKOTNTA KOl AELTOVPYIKT KOvOTNTA. Oa Kotaypa@ohv oo to dedOEVA TOV

Bo pmopovoav va @avodv ypnoldo oxeTikd eite Pe Tov aoBevr €ite He TO OKOYEVEWNKO TOV

nepipdArov. Emmpdobeta, Ba yiver yprion 0Aov twv TAEoV amodekTdv HETPpOV aSloAdYNoNG Yo Vo

e&ay0ovV 660 TO dLVOTOV O ACPOAT GUHTEPACHOTA Yo TNV ENidpacn tng denosumab.

2.1 Emoyf tin0vclov

2.1.1 Kpvmpw 'Evragng:

1.

2.

3.

AocBeveic Ue youUnAng evéPYELOS KATAYATO SIATPOYOVTIPLL 1] VITOKEPUALKA,
AocBeveic nlkiag > 60 - <95 etdv

AlovonTikn KavotnTo MoTE Vo Unopel va mopdoyel YpomT cuvaiveon.

2.1.2 Kprtijpro. ATokAeloL0V:

1.

2.

AcBeveic e VTOTPOYAVTIPLY. KOTAYHOTO

Aocbeveic e maBoroykd KatdyHota Tov 16yiov

Aocbeveic < 60 ko > 95 gtdyv

Aocbeveic e kaTdylaTo 1oYiov ToL TPOEKLYOV OO UNYOVIGHO VYNNG EVEPYELOS
Aocbeveic e cofapn cvoTnaTIK V660 OV deV mopovsav vo bToAnBovv ce
YEPOLPYIKN Bepameio

AocBeveic e omotadnmote GAAN HeTafoikn] vO6o Ty 0oTEOHOANKIN, OTEAT 0GTEYEVEDN
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mov Ba Hropodoav va TpokaAEcovy chyyYLoN 6T EVPNHOTO
7. Aocbeveic pe voso Paget , Cushing kon vrepmpolakTivolio
8. Aocbeveig Pe vep M| vwomapaOvpeoEdIGLO
9. Acbeveic pe vraoBeoTionplio kabmg amotelel amdrvTn avtévostn n xopynon g
denosumab
10. AcBeveic e Bupeogdki] voco Ha yivouv ot arapaitntes eEeTdoelg yio otV
TPOGIOPIGHUO TV BUPEOEOKDV OPUOVAV:
a. TSH xdto tov puotoroyik®dv opiov 1 >10 plU/mL dgv pmopodv va
OVLUHETEOVY 6T HEAETN
b. TSH avénpévn aira <10 plU/mL tote yivetar mpocdropiopog g T4 n onoia

0o TPEmEL VA Eival EVTOC TOV QUGLOAOYIKAOV 0PV

11. AcBeveic e 0mO100NTOTE BV TOAVOGO 1] KOKON0ES Voo LO

12. AcBgveic |le OEVTEPOYEVI] 06TEOTOPOOT

13. AcBeveic [e ypovia nroTiKi 1] VEQPIKT VOG0

14. AcBeveic pOTES VOPKAOTIKAV 0VGLOV 1] KOTAYPNGNS CAKOOL

15. Acbeveic mov €xovv evaneOneio oty denosumab 1] 6€ omor0dMTOTE £KH0YO TOV
GKELAGHOTOG

16. AcOeveic e 16TOPIKO 06TEOVEKPMOOTS TNGS YVAOOV

2.2 Kotavoun tAn0vcpov Kot Tv@iomoinon

2.2.1Tvymomoinon

O mnBvopodg Tov mAnpel To kprtipla EvtaEng oty mopovoa Hedétn Ba Hopaoctel 16 og 000
OMAdEG.
Opaéda A: Denosumab 60mg
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Ouada B: Atdhvpa
AVOADTIKOTEPO OTO KEQPAAOLO CTOTIGTIKA SEGOUEVA TEPTYPAPETAL 1] SLODIKAGIOL TG TVYOLOTOINOTG.
2.2.2 Tvglromoinon

T660 0 KOPLOg EpeLYNTNG OGO KOt TO AOITO TPOSMOTIKO TOV EUTAEKETAL GTNV TAPOLSA LEAETT, deV
0o yvopilovv v katnyopia tov kabe acbevoig (Double Blind Clinical Trial). Zta pappakevticd
okevdopata Oa avaypaeetatl Tive To Ypaupa A 1 B. Kat ta 600 edppaka Ba yopnyodvton

VTOJ0PIMG Kot £XOVV TOVOHOIOTNTIN ELPAVIOT).

3.0 OEPAIIEIA

3.1 Ileprypagn Oepansciog

H denosumab eivar éva avBpodmivo povokioviké avticopa 1gG2 mov mapdyetor 6e KOTTOPIKY
oelpd.Onhactikov (kdtTapa wobnkng Kvé(ikov Kptkntov) e teyvoroyia avacvvdvacphévor DNA.
H xdpra Aertovpyior tov givar n ovaoTtoAn Tov oYNHATICHOY, NG Opdong Kot g emPimong twv
ooteokhaot®v.[14] H Denosumab 6o Swtifeton pe ™ Hopen €VEGILOVL SWAVHHUOTOS GE Yo
vrodopla yopnynon. Kabe puodridio mepiéyer 60 mg denosumab ce 1 ml dwivpatog (60 mg/ml).
Emmdéov mepiéyoviar g ekdoya o&ikd o0&y kot vopoleidio tov vatpiov (yi pvOion Tov
pH),copPitoin kot moivcopPiko[15]. To Swdivpa eivar dwavyég, aypopo €m¢ vmokitpvo. O
YOPNYEITOL OO TOGO E€PELVNTIKO TPOCOTIKO KoTd TNV a&loAdynon oe Gunviaio Pdaon kot Ba
xopnyeital vrodopimg 6To PNPO, TNV KOMOKT ¥OPA 1 TO Gve TUMHe Tov Bpayiova. Tovg acbeveig
Kato TN OdpKeln TV TPOoYpoUHaTIcUEVOVY emokéyemy Ba divovtal évtuma Omov ot acbeveig Oa
CUUTANPAOVOLV GYETIKA e TV motdtnta TS {®NG TOVS Kot 6T0 TEAOG TG emiokeyng Ba Tovg divetal
Hio kKapto vevhOUong acBevoig yio v emdpevn a&loldynon, ) yopnynon g Bepaneiog Kot Tic

e€etdoelg Tig omoieg Oa kdvovv TNV EMOLEVN QOPA.
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o v opdda tov placebo, to swovikd dppako Ba givar 610 ®G TPOG TO YPOH UE EKEIVO TOV
Kavovikoy @apldikov kot Oa Bpioketal oty id10 cuokevacio akpPmg Ue TO Tpog HeAETn papUaKo
He oKomo Vo, S10c@aAlaTeL 1| TvpAomoinot . Oa wepiéyetar NaCl 0.9%, kot Oa yopnyeital vrodopiomg

GTO UNpo, TNV KOWaKN ¥dpa 1 To dve TUNHa Tov Bpayiova.

3.2 ITAavo Ogpameiog kar AEloroynon

H yopnynon 6a yivetar avd 6 pnveg xoto v emavaéloddynon tov acbevovg. O gpgvvntig Ba
yopnyei vrodoping eite 10 @dplaxo A (denosumab) eite to @dppaxo B (placebo). Katd mv
OLIPKELL TOV EMOKEYEMY TO TPOCMOTIKO TOL GUHHETEXEL 0TV £peuva, Ba allodoyel Tovg acbeveig
HEC® AETOVPYIKAOV TECT KOl KATOYPAPOVTOG To. amoteAécHata o€ évtuma Pe okop. Emumiéov Oa
dtvovtar évroma Pe ep@THoels KAEIGTOD TOTTOL Kot e KAIHoka a&loAdynong yio v motdtnta {mng
T omoia Ba cuuTANpdOVovTal Pe T Pondela Tov eUmAekOUevoL TpocwmikoV.TéAog ot acBeveig Ba
voPdALOVTOL GE aKTIVOYPAPIKO €Aeyyo ava oTig 3 efoopadec, 6 gfdopddeg, otovg 6 PUnveg, oto
xpOvo, oTo. 2 Ko 3 €1 Kot e popd to £10G o€ PéTpnon ootikng mukvotntag (DEXA) yw 3 €. Ze
aePinTOOoN emAAOK®OV oamo tn Oepomeion M VYmapéng emavokatdypatog ommv o mepoyn 1M
etepomievpa M oty O.M.EX 1 otov Koapmd, Bo mPEmel vo KaToypa@ovTal Kot vo yivetol

emovaSloAdynon.

4.0 AZIOAOT'HXH THX AX®AAEIAX

4.1 AvemBOUNTES EVEPYELES KON O.GQAAELD

Kotaypdpovtat ot avemBOUnteg evépysteg mov éxovv mapatnpndei, and mponyodUeveg KAVIKEG

Heléteg ko amo v Evapén Kuklopopiag, avé cuyvotnTa:

o TIolV ovyvéc (> 1/10)

14

Institutional Repository - Library & Information Centre - University of Thessaly
09/04/2024 10:32:49 EEST - 54.236.158.73



o Xuyvég (> 1/100 émc < 1/10),

e Oyovyvég (> 1/1.000 éwg < 1/100),
e Xmavieg (> 1/10.000 émg < 1/1.000),
e IToAd omavieg (< 1/10.000) ko

*  Mn yvootéc (dev Hmopovv va ekTipnbovv e Pdon ta dabéctla dedopéva)
4.1.1 AvemO0unteg evépyereg g Denosumab

O1 o ouyvég TopevEPYELEG amd TV yoprynomn tng denosumab (mov éyovv mapoatnpnbei katd v
@aon II) etvor 0 HuockeAETIKOG TOVOG Kot 0 TOVOG 6T AKPO, O 0TTOI0G TOIKIAEL 0d YOUNANG £mG
évtovng évtaong mov vo teplopilet Tig kabnpepvég dpactnprottes. EmmAéov acBeveic €xovv
TOPOVGLACEL KLTTOPITION 6TO oneio ™G Eveong, vtacPeotiaiplio, viepevacOncia, 06TEOVEKPWOON
g YvaBov, Tov ££® aKoVoTIKOD TOPOL KAl ATVTWV KATAYHAT®V TOL Unpilaiov 0otov. Ot tedevtaieg
avemBUUNTEG EVEPYELEG £XOVV TOpaTPNOEL KOt e TN KopNyNo™n Kot GAL®Y OVTIOGTEOTOPOTIKMV
QOPUAK®V TTY GTPOVTIO, SIPOCPOVIKA K.00 0AAG TNV TepinTmon thg denosumab avagépovtot o
ondviec. [MoapatiBetor mivakag e Tig YvOoTéS avemBOUNTES EVEPYELEG OTMS £XOVV TOPOVOINCTEL TN

Broypapia votepa amd KAviKT HeAétn pdong L.
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AODEELS Ko 2uyvég Ovporoitmén
TOPOCITMOCELG
XuyveEg Aolwén Tov avdtepov
OVOTTVELGTIKOD
GLOTHHOTOG
Oyt ovyvég ExxoAnopatitidon
Oyt ovyvég Kvttapitoa
Oyt ouyvég Aolwén Tov wTtdg
Awtapayég tov XTAVIEG YnepevaoOnoio 6to
0LVOGOTONTIKOV @apuako
GLOTNHOTOG
ETOVIEG AVOQUAOKTIKT avTidpoon
Awtapayég Tov XTAvVIEG YnooBeotioupio
Hetafolool Kot TG
Bpéyng
AlotapayEg Tov VELPIKOD | XuyVES [oyoAyio
GLGTNUOTOG
Awtapayég Tov 2uyvég Avckotmotta
YOGTPEVTIEPIKOV
GLGTHHOTOG 2uyvég Kot\okn dvoeopia
AwTapayég Tov 0EpUATOS | ZuyVES E&avOnpa
KoL TOV LTOOHPLOV 1GTOV
XuyveEg "ExCepa
2uyvég Alomexio
Oy ovyvég Agymvoeidn
QopHakevTiKd eEavOnpata
AwotapoayEg Tov [ToAv cvyvég [T6vog ota dxpa
HLOCKEAETIKOD
GLGTNHOTOG KOl TOV [ToAv cvyvég MvookeAeTIKOC TOVOC
GULVOETIKOV 1GTOV
Xrdvieg Oocteovékpmwon tng yvébov
Atuno Katdypota Tov
Xrdvieg Hnpuaiov ootovl
Mn yvootéc Ooteovékpmon tov EEm

OKOVGTIKOD TOPOL

TInyn (https://ec.europa.eu/health/documents/community-register/2010/2010052679008/anx_79008_en.pdf
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H cvoyétion Heta&d @opldKov Kot 0GTEOVEKPMONG TOV £E® OKOVOTIKOD TOPOL &ival akoU VIO

dlepevvnon.

Amd Vv kukhoopia, omdvieg TEPTOCELS GOfupNS CLVUATOMOTIKIG vracPesTionpliog £yovv
avaeepbel Kuplog e asbeveic VYNAOD KIVOLVOL Yo VTacPecTionlia e Ta TEPIGGHTEPA CLTTMOHATA

va eKONADOVOVTIOL KOTA TIG TPDTEG EPOOHASES amd TNV TPAOTN YopnyNon T Oepameiog.
KAviég exkdnidoeig cofapng cuntopatikng vracsPestiapliog eivat ot ENG:

* mopdtacn Tov daothpatog QT
e tetavia,
*  emMTTIKEG KPloELS

* HetaPAnbeico vontikn Kotdotoon

Ye Khvikég peléteg pe denosumab ol cuyvotepes ekdNAOGES vTacfesTinliog nepliehapPava

naparcnocieg, Huikn Svokapyia, SEGHIODGELS, OTOCHOVG Kot HVTKEG Kpapumeg[16].

‘A&l Tpoocoyng amotehel M € Heavion ekkoAropatitidag (1,2% pe t denosumab, 0% pe to
EIKOVIKO QAPLLOKO) 1) OO0l OV KOl LAV, QOIVETAL 00 KAVIKES HeAéTeg TG eUQavileTol Kupudg
oe Gvipeg acbeveic mov vroPdAlovior oe Bepameio oTEPNONG AVIPOYOVOV AOY® KAPKIVOL TOV
TPOCTATY KOt G€ Yuvaikes Tov AaPdvouy avactolels apopatdons AOY®m Kapkivov Tov HaoTob Kot

napdAInio Aappdvovv t denosumab.[17]

H ooteovéikpoon g I'vaBov (ONI) eivor o omdvio emumAoki] 1 omoio opopd OAd Ta
AVTIOGTEOTOPOTIKG QapHaka[18,19]. Daivetor Tmg 1 036G Yop1ynons, oNAad 1N and Tov GTOHNTOG
xopnynon, Kot 1 Hakpoypovn Aym vo av&dvouy Tov Kivouvo yio eHeAavion g ev Ady® EMTAOKNC.

[20,21]
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4.1.2 Inpeio Ac@drerog
Avoeopd kot EAeyY0G TV TAPEVEPYELDY TTOL eLavilovtat and T Oepameia.
Kotaypagn kotayldtov Kotd v mepiodo g mopakoAoVdnong Tov o@eiloviol G 0GTEOTOPMOT).

Kotaypagn toxdv emmlok®dv oamd to YeEPOoLPYEio mOv Hmopel vo OQeileTonl OV Oy®Yn Y

00TEOAVON OGNV TTEPLOYN TS TPOBEST|G 1] KABVGTEPN O GTNV TOPMOT| TOV KOTAYHOTOC.
4.2 Avoxomi) Tne Merétng

O xopnydc €xet to dikaiwpa va tepaticel avtn T HeAETN omoladnmote GTIypY|. Attieg yio
dtakorn TG HeAETng HUmopel va amotelov (ywpig va eivar ot LoVadKES):

* H gpodvion coPfopdv avemiBopntwv evepyeimv

*  Odvator emPeParmpévor & aitiog Tov PApUAKOL

* H ovppetroyn tov acBevdv vo Unv eivot IKOVOTomTIKY

o TlapérBet éva DA0YO YPOVIKO S1AGTNA KOl OEV TPOKVTTOLV GOPT) CLUTEPATHLATO

*  'Yrop&n capovg 6peiovg 1 PAEPNS TPV TNV 0AOKAP®ST TG UEAETNG

4.3 Apon To@romoinong

g mePImTOON AmOAVTNG OVAYKNG, O KUPLOG EPELVNTAG Eivatl og BN v akLpdGEL TNV TVPAOTTOINGCT
OV aplBUol TVYaoToinoNG Tov EAafe Evag acBevig kot va eEAEYEEL o€ mota opldda avikel. Adyot
Yo TNV oo™ TG TVEAOTOINGNG £ivall Ol ONHAVTIKES AALEPYIKES aVTIOPAGELS, VITOcPeoTionplia,
aVOUAAEG OTIG EEETAGELG TNG NTATIKNG AEITOLPYING, 0GTEOVEKPMOT] TNG KAT® Yvdbov, cofapn
vrocPeotioplio,coPapn deplatikn AoiHmEn, dTumo Katayla Pnploiov Kot Bdvotoc. Xe Kabe
nepintoon elvar amapaitnTo vao KoToypagel 0 AOYog TG akvp®moNg TG TVQAOTOINGNG, M

NUepoNViag Kot 1 ®Po TOL GLUPAVTOC Kot ToL GTOLYEID TOL ACHEVT).
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4.4 Avagopa AvemBvuntov Evepyeliov kot Lofapav avemOountov evepystov
AvemBountn evépyela etvor P amdkpion og Eva edppoko mov givor emPropng kot axovota. '
KkdOe acOevn, or AvemBounteg Evépyeteg kot o1 ZoPapég AvemBounteg Evépyeieg Oa culiéyovtan
amo TV NUepoUnvia VITOYPAPNG TG EVIHEP®UEVNG cLYKATABESON G £1C TOV TEPHATIOUO 0md TN
Helétn 1 4-eBOoUadeC HETA TN YopnyNoN NG TeEAevTaing 060N g Bepameiog tng PeAétng. Oleg ot
AvemBounteg Evépyeleg mov Eekivouv v mepiodo g Perétng Ba mapakorlovbovvtol oTeEVE Yo TV
eEEMEN TV cuunTopdtov. ‘Eneita o kpivetal n coPapdtnta TV ovemBOUNTOV EVEPYELDV Kol EAV
elvar oxomUN N omdsvpon Tov achevoig amd v Herétn. H katdotaon kabs acBevoig Ba
mapokorovdeitar kad’ 6AN T didpketo TG HEAETNG kot Ba TopatnpodvTat Kot Oa KaToypaeovTal
avoALTIKA o€ KGOE emiokeyn Héom epoTnUHaToroYi®V TVYXOV evpnHata. Ot XoPapéc AvemBOUnTeg
Evépyeteg (XAE) Oa cuAléyovtat and Tnv nUeEPOUNVia VITOYPUPNG TNG EVIUEP®UEVTG GVYKATADES G
KoL opNyNong g Tpang 66ong Héxpt ™ ANEn g Heléngc. Ot acBeveig mov amocvpovtal TpdmPo
amo TN HeAETn UETA amd TNV TVYaoToinong B cuveyicovv va mapakoAovBodvtal KaTd T HeAET
v ZAE ém¢ H€pog g cuAAOYNG 0edoévaV Yia Adyous acpdietag. Oieg ot coPapéc avemBOUNTES
evépyeteg Ba mapakorovBovviot Waitepa otevad HEXPL TEAOVG Kot Katd tnv kpion tov Epevvnty.
Kdabe cofapn avemBopnt evépysto Bo TPEMEL VO KOWVOTOIEITOL ATTO TOV EPEVVITI TPOG TO YOPNYO
TO GLVTOHATEPO duvaTO Kot € dStdoTnUa EvTog 24 mp®v.Eniong o epguvntig etvat vebBuvog va
EVNUEPDOEL TIG APUODIEG EMTPOTES 1} TO AX TOL VOGOKOHEIOL Y1 TVYOV VIoTTES, GOPAPES,
anpoGOOKNTEG AVEMBVUNTEG EVEPYELES TTOV Efval BavatneOpes N ameAnTIKES Yo T (o1 TV
ebelovtav, evtog 7 NUep@V kaBOG Kot OAOV TOV GAA®V VTOTTOV GORUPOV ATPOGIOKNTOV
AVETOVUNTOV EVEPYELDV Héa o€ O1dotnHa 15 Nepdv OTtmg Kot KAOE GYETIKNG COUTANPOUATIKNG

mnpoopiag aceaietag [21]
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O ZAE xoataypdeovtoar oty Kitpivn kdpta tov EOO kot katotdccoviia 6Tig KATtmot

Katnyopieg[22] :

1. Qavaciun: H avemBOunm evépyela elye wg amotérecpa tov Bavato. Olot o1 Bdvarot,
ave&apTnTa o TO oV VIAPYOLY N OYL TPAYUATIKY GLoYETIoN He T Bepaneia g Hedétng, Oa

TPEMEL VO, KOTAYPAPOVTOL KL VOL VOPEPOVTAL.

2. Ameumtuc Yo ) o H {on tov acBevoig ametieiton Geca e TO GLUYKEKPIUEVO OEQOHUEVOL.
Agv 1oy0¢et Yo o avemiBopntr evépyela mov vrrobetikd B Umopovoe va tpokoAécel Odvato av

NTav TeEPLocOTEPO GoPapn.

3. Noonieio o€ vosokopgio (apyun 1 mapatetapévy): H cofapdmta g avemBdoung
EVEPYELNG OmALTOVGE EVOOVOCOKOHEIOKT VOoT|AEla > 24 dpeG 1) TAPATEVE TNV
€VOOVOGOKOELNKT] VOOAELD TEPAV TNG TPOYPAUUOTIGUEVIG SLAPKELNG TOPAHOVIG GE 10T

VOO AELOLEVO acBev.

4. Avoammpio: H avemBountn evépyela mpokdiece o€ kamotov vd Perétn acbev avammpio
onAadn TpokAnnke Poviun PAGPN ot Asttovpyio 1 6€ KATOL0 SO TOV GMOKATOG TOL AcHEVOVG

Ko Kot enéktoaon ennpedletal 1 wodtnta g {ong Tov

5. Xoyyevig avolaiio: H avemBOunm evépyelo mpokdrece Hio Guyyev avopaiio 1 Kamolo

eMdttopa 6to EUPpvo 0oL N yKLHOVOVoa EKTEONKE 0T Bepameia kaTd T SdpKE | TPV OO

™ GUAANYM.
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6. ALLO oNUAVTIKO LOTPIKO GUUPAV: AQopd Uio avemBOUN T evépyeta 1 ool dev Umopel va
odnynoet og Bavato N va Unv etvon ametntiky yo T (oM 1 va Unv arortel voonieia, aArd
Baoet 1atpkng kpiong dvvartar va BEcel og kivduvo Tov acBevi 1} 0 acBevig evoéyeton va

ypeoTel 1Tpikn TapépPacn e okomd TV TpOANY TS emdeivmong g vyeio Tov acBevolc.

5.0 XTATIXTIKEX MEGOAOI

5.1 Méye0og dgiypaTog

IMo tov vToAoYIGHS TOoL delylaTog £yve ¥PNON ATOTEAECUATMV OO TPOTNYOVHEVES UEAETES Y10l
KivOLVO KaTAYHOTOG GTNV TEPLOYN TOV 1o)iov. Xtovg acbeveig mov AdpPavay denosumab n
ovyvotnta gleavions katdypotog nrav 1,2%, eved oto placebo group ntav 0,9% . Méow tov
npoypdappotog Power Analysis pe P-value <0,05 kot power 90%, vroAoyiotnke 01t amortobvTot

3790 (1895 ava Bepameia) yio v TopovLGO HEAETY.

5.2 ITAGvo Toyoomoinong

Yty mapovoa HeEAETN 1| TuyoonHon TV acbevav Ba yivel kata eTtpdpaTa (Stratified
Randomization). H nAcio kot n Ay ovTloGTEOTOPMTIKNG Oy®YNG, EIVOL GNHAVTIKOL TPOYVMOGTIKOL
TOPAYOVTEG Y10 TNV KAAVTEPN amoKatdoTact Tov oyiov. Ta dropa Ba KataveunBovv weaéio Petalhd

TV ENG KATNYOPLDV:

1) Avdioya Tqv nukia:
a. =80 etav
b. >80 etv
i) Avdloya Tnv 06TIKI TUKVOTNTA 6TO 16)i0 1] 6TV OMXIX:

a. T-score =-2,5
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b. T-score >-2,5
Ev cvveyéla and v dvobev katnyoplonomon Oa mpokhyouvv 4 olddEs:
a. =80 grov ko T-score =-2,5
c. =80 erov ko T-score >-2,5
d. >80 er@v ko T-score <-2,5

e. 80 erdv ko T-score > -2,5

Metd Tov KaBopIGHO TV KaTnyopltdV, ot 0cBevels Ba xwpiotodv 16dEia 6TIg VO OUAdES
epaplolovtag v teTpaymvicévn tuyatonoinon (Permuted blocked randomization). ITo
ovykekpipéva Ba ypnotorombel Tpdypapa Tuyaonoinong mov Ba eEacpaiicel 6Tt o Bepameieg
Ba exyopnBodv Tuyaio 6e olAdeS TV 6 acBevdv Héca o Eva PUTAOK, He 6TdY0 TV S106QAaAIoT {GoV
aptBoL GUHHETEXOVI®V avd UmAok. Me TV Katavoun Tov acbevodv o€ PTAoK Tov 6,
dnHovpyovvral 8 TpodTOL KaTavopN g TG Bepameing 6mov Tpeig acbeveic Oa Adfovv T Bepaneio A

Kot Tpetg T Oepaneio B.

BLOCK 1: AAABBB

BLOCK 2: AABBBA

BLOCK 3: ABBBAA

BLOCK 4: BBBAAA

BLOCK 5:ABABAB

BLOCK 6:BABABA

BLOCK 7:BABBAA
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BLOCK 8: BBABAA

O vrevBuvog Tov Tpoypdppatog TVYooToinong Ba eitvat 0 HOvog Tov Ba Yvwpilel v aviictoyio
LT TOV YPOUUATOV-@apldKmv kot Ba eivol vrehbuvog va Kataypaeel To AmOTEAEGHATO G E1O1KE

Stopeopéva EvTuma.

5.3 X10T16TIKT| 0VAAVGT OTOTELEGLATOV

Oa yivel €Aeyyog €dv emdpd oNUAVTIKA 1) OVTIOGTEOTOPMTIKY] OYy®YN GTNV AEITOLPYIKOTNTO G TNV

mowdtnta {ong Kot oty Bvynrotto.

Ot aoBeveig mov Ppiockovtor oto ykpourw A kot Eafav tn denosumab Oa cuykpBovv pe t-test Y
ave€aptnta dciypata e toug acebeveig Tov ykpoum B mov éhafov 10 €ikovikd @dplako. Oa
IeBei N Péon TN amd kabe Aettovpyikd okop, oniadr tov Walking speed test kot tov Time Up

and Go test

EmumAéov Oa yiver kot oOykpion e t-test yio aveédptnrta dciypato tov 600 0 HAdwV ®g TPog
OTOKUTACTAGCY KOl TOPMOT TOL 0GTOV OTNV TEPLOYN TNG TPoBeong, Ue ™ ypron g Héomng

TN tov Oxford-12 score ,tov WOMAC, tov Harris Hip score kot tov Parker score.

Eniong, n 0w axpifodg dwdkacio Ba akorovdnbel yio Oiec tig mapapétpovg tov HOOS score

(HOQOS pain ,HOOS symptoms, HOOS adl, HOOS sports koau HOOS qol).

Olo ta mopomdve Hmopovv emiong vo ovaAvbobv pe multivariate analysis  ava oxop

TPocBETovTag TNV NAKio Kot T Héom T amd TIg HETPNGELG TNG OCTIKNG TUKVOTNTOG,

Emmhéov, Ba yiver éheyxoc g mowdtntog (ONG Me Y-TEST omd 10 OMOTEAEGUOTO TGOV

epomUatoroyiov SF-12 physical component kot EuroQol-5D-5L.
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Eniong oe dgvTepo ypovo Oa kotaympnBodv kot Bo cuykpiBodv 6la ta t-score avdpeso ota 60O
YKpoOT 6TO TEAOG TN HEAETNG Yo va edeyxDel mepartépm n emidpacn g denosumab oy ootiky

TLKVOTITO

Téhog Oa yiver éeyyoc €V GLGYETILETAL 1] OVTIOGTEOMOPMTIKY oymyR He TN Bvntomta péow x>

Te6T Kol Oa yivel kaumvin emPioong Kaplan-Meier kot yuo kd0e ykpourn.

H ovyvétmra eledviong de0TEPOL 06TOTOPMTIKOD KatayHatog Bo eleyybel emiong kata T ddpkela
™G HeAéng (1o iov, 6TOVOVAIKO, TNXEOKOPTIKNG, TAEVPAC, TVEAKO Kot Bpaytoviov). H avdivon O
yivel le to xz-‘cac‘r v va aroderyOei v ot acBeveic mov mpav denosumab petd to TpdTo KTy
eqv &ouvv oNUAVTIKG YounAoTepn mOAVOTNTA Vo VTOGTOOV £va dELTEPEHOV OGTEOTOPWTIKO

KéToylo.

Epocov 1 pHeAétn avapépetal og Peteyyelpntikods achevelg evolapépov Ba ftav vo yivel chykpion
TV aclevov Pe aotoyio vAkov ywpilovtoag toug e 1o edv EAafov 0VTL-0GTEOTOPWTIKY Ay®Y 1

oL

5.4 Xratiotiki Avdivon Xvvovaolov HHapayovrov

Ba yivel €Aeyy0g TG GLOYETIONG UE TOPAHETPOVG AEITOVPYIKTG OMOKATACTOONG KOl TOLOTNTOG (Mg
Kol GLGYETION OAWV oVTOV Pe T Bvyntotnta. Oa yivel Hio avaivtikdtepn Epevva [le T xpnon tov 4
OHAd®V oV £ytvav Kata, TV TUYXoomoinct. Aniadn otic opades cuunepthalfdvetal o mapdyovtag

nAwcia ko t-score pwv ) Oepameia.

®a yiver avaivon ANOVA tov TiHdV ontd ta d1dpopa okop avaplesa otovg acbeveic < 80 £tn mov
AopBévouy avTi-00TEOTOPMTIKY aywyn Ue t-score <-2.5 , < 80 étn mov dev  AapPdvovv avti-
00GTEOTOPWTIKN aymy e t-score <-2.5, <80 £t mov AaUPévovy avTi-0GTEOTOPMTIKY oywyn He t-

score =-2.5, < 80 £t mov dev APAvovV avTi-0GTEOTOPMOTIKY aywyn e t-score =-2.5, >80 £t mov
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AopBAvoVY OVTI-00TEOTOPMTIKY aymyn He t-score =-2.5, >80 &t mov dev AauPdvovv avti-
0CTEOTMOPWTIKN oywyn He t-score =-2.5, otovg acBeveic > 80 ¢t mov AopPdvovv avti-

0CGTEOTMOPWTIKN aymyn He t-score <-2.5, otovg acBeveic > 80 ¢t mov dev AapPdavovv avti-

0GTEOTOPWTIKN ay®yn Ue t-score <-2.5..

Amo Vv avdivon avty avolévetatl va amokaAvebel o kivouvog emavaKoTAyLOTOS TOV £ivol Kol o

deutepeblmV 6TdY0G Hag avd oldda KoL 1) TOP®GN TOL YEPOLPYNBEVTOG 06TOV.
5.5 Xtratiotikn Avdivon g XyeTikng EnHavtikotntog OLov TOV TopayovToy.

H avdivon pmopel va cuveylotel e v AoyoTiK] alvopounen, oote va Bpedel n moAlomin
EMPPOT TOV JAPOP®V TOPAYOVIMOV KOl VO EVIOTICTEL 1| TOPAUETPOG e TNV 1GYVPATEPT] aVEEAPTNTY
eMidpaom otV HeTEYYEPNTIKN Topeia TV acevav He kdtaypa tov 1oyiov. Oa avaivbovdv n niiia,

7O, 1| AYN OVTIOGTEOTOPMTIKNG Aly®YNG Kot TO T-Score wpwv v évapén g Bepaneiog.

6.0 AOIITA ZHTHMATA AIEEATQI'HEX THX MEAETHX

6.1 Anocicven TANPOPOPLAOV KOl 0TOTEAECUATOV
O tAnpogopieg , o1 aALoyEC 6TO TPOTOKOAAO KOt TO AMOTEAEGHOTA TNG KAMVIKNG HEAETNC O

dnHooctevbovv atn dievbvven www.clinicaltrials.gov

6.2 Ilpoocomké e Kivikig Meiétng

Oa mpémel va, vhpyel apyeio PHe TV TEKUNPlOOT NG EKTOIOELONG TOL EPELYNTH KOl OAOL TOV

EUTAEKOHUEVOD TPOGMOTIKOV(T.Y. VOONAELTOV, KaTAypaPEémV KAT) t6c0 otovg Kavoveg e Opbng
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Khawvikng Ipaktikng (ICH-GCPs) 660 kot 610 Tp®@TOKOALO Kol GTO OXETIKG. e T SOKIUT EyYpoQol.
Eniong amo tov xvpro epevvnty Oa mpémer va yiveror eyyphowg ko EekdBapa 1 avabeon

KoONKOVI®V TOL TPocmTIKOV.[21]

6.3 "Eykpion perétng.

YOUewvo Pe TV woyvovco vopobesio (AYT'3/89292/31-12-03 Yrovpywkn Andpacn) Tpv amd v
évapén oodNToTE KAVIKNG OOKIUNG, 0 YopnYos eival voype®UEVOS Vo VITOBAAAEL EYYPAPOS
aitnon Kot AP eAKeELO TG VIO EYKPLon SOKIUNG 6TV appodia vanpesio tov EO® (Tunuo

KAvikdv Aokipmv) kot tnv EOvikr Enttpon) Agovtoroyiag. [21]

6.4 "Evromoa

271 0pHO0dIOTNTEG TOL gpguvNTY €lval va €xel voyeypaUUéva Kol ypovoroynpéva ta Evtumo
TANPOPOPNONG Kol GVYKATAOEONS TV GUHUHUETEYOVIOV KOOMG Kol TUXOV TPOTOTOMGEDMY TOVC.
KoaBoAn ™ dudpxeta tng Perétng Ba kpatdvtol og apyeio yio ooV EAEYYO.

Eniong 0a mpénel va PBpiokovtar oe kaBe @dkelo acOevodg cuUTAnpmpéva, vroyeypaUUéva Kot
YPOVOLOYNHEVO TOL UAAN TOPAKOAOVONONG TOV GUUUETEXOVTOV HE AEMTOUEPN KATAYPOPYT| TNG

mopelag avT®V Ko 0AN TNV KAMVIKNY HEAETT.

6.5 OpO KMvIKN TPOKTIKY
H perém Ba deaybei copowva pe ) Ataknpoén tov EAcivit oyetikd pe tig Apyég deovtoroyiog

v T StEEAYYN LTPIKNG EPELVOG GTOV AVOPWOTO.

EmumAéov, n perétn Oa die&oyBel cOUpmva Pe To Tp@TdKoAlo, TV KatevBuvTplo odnyia mept
OpOc Khvikng Tpaxtikng g Atebvoig Zvvdtdokeyng yuo thv Evappovion (ICH), tig ioyvovceg

TomKéG pLOHLoTIKEG dlatdEelg Ko TNV Tomikn vopobeaio.[21]
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IMHAPAPTHMATA

ITAPAPTHMA 1

Harris Hip Score

Clinician’s Name: Patient’s Name:

Please answer the following questions.

ort

Supp

Section 1
Pain

g
c
3

o

istance walked

=
L
=
)

Activities - shoes, socks Si

Sitting

Public transportation

To score this section all four must be 'yes', then get 4 points. Nb. Not 1 point for each four or nothing.
Section 2 - Answer ALL 4 yes/no questions
Does your patient have: -
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Section 3 - Motion
Total degrees of Flexion

-

otal degrees of Abduction

=
=}
=
=8
o
jol

«Q
=
o
@
1
o
=%
m
x
=
Py
o
=
2
o
S

Total degrees of Adduction

The Harris Hip Score is:

Grading for the Harris Hip Score

Successful result

=post operative increase in Harris Hip Score of > 20 points + radiographically stable implant + no additional femoral reconstruction

Or
<70 Poor 70 - 79 Fair 80-89 Good 90 -100 Excellent
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ITAPAPTHMA 11

orthotoolkit™\

Hip disability and Osteoarthritis Qutcome Score (HOOS) Survey

Patient Name: Patient MRN:
Date: Affected Hip: R L (Circle One)
Instructions:

This survey asks for your opinion about your hip and helps us understand how well you are able
to complete your usual activities. Answer each question by ticking the appropriate box (only one
box for each question). If you are uncertain about how to answer a question, please give the best
answer you can.

I. Symptoms
Answer these questions thinking of your hip symptoms and difficulties in the last week.

S1. Do you feel grinding, hear clicking, or any other type of noise from your hip?

[INever (+0) [JRarely (+1) [[]Sometimes (+2) []Often (+3) [] Always (+4)
S2. Difficulties spreading legs wide apart

[]None (+0) [JMild (+1) [ ]Moderate (+2) [ISevere (+3)  [|Extreme (+4)
S3. Difficulties to stride out when walking

[]None (+0) [JMild (+1) []Moderate (+2) []Severe (+3) [ Extreme (+4)
Stiffness is a sensation of restriction or slowness in the ease with which you move your hip joint.
S4. How severe is your hip joint stiffness after first wakening in the morning?

[JNone (+0) [JMild (+1) [[]Moderate (+2) []Severe (+3) [ Extreme (+4)

S5. How severe is your hip stiffness after sitting, lying, or resting later in the day?

[ ]None (+0) [(IMild (+1) [ ]Moderate (+2) [JSevere (+3) [ ]Extreme (+4)
tomssubscalesum* 100

Symptoms Subscale Score: 100 - (me 0 ) =

II. Pain

P1. How often is your hip painful?

[]Never (+0) [JMonthly (+1) []WeeKkly (+2) []Daily (+3) []Always (+4)

What amount of hip pain have you experienced the last week during the following activities?
P2. Straightening your hip fully
[ ]None (+0) [ IMild (+1) [ ]Moderate (+2) [JSevere (+3) [ ]Extreme (+4)

© Dr. Ewa M. Roos, PT, PhD. The tools listed on this website do not substitute for the informed opinion of a licensed
physician or other health care provider. All scores should be re-checked. Please see our full Terms of Use. Page 1/4
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orthotoolkit*

[|None (+0) [IMild (+1) [ Moderate (+2) [JSevere (+3) [ Extreme (+4)

P3. Bending your hip fully

P4. Walking on a flat surface

[]None (+0) [IMild (+1) [ ]Moderate (+2) [JSevere (+3)  []Extreme (+4)
P5. Going up or down stairs

[INone (+0) [IMild (+1) [ Moderate (+2) [JISsevere (+3)  []Extreme (+4)
P6. At night while in bed

[]None (+0) [JMild (+1) [ ]Moderate (+2) [ ]Severe (+3)  [|Extreme (+4)
P7. Sitting or lying

[]None (+0) [IMild (+1) []Moderate (+2) []Severe (+3) [ Extreme (+4)
P8. Standing upright

[]None (+0) [JMild (+1) [ ]Moderate (+2) []Severe (+3) [ |Extreme (+4)
P9. Walking on a hard surface (asphalt, concrete, etc.)

[]None (+0) [IMild (+1) [ Moderate (+2) [ISevere (+3) [ Extreme (+4)
P10. Walking on an uneven surface

[JNone (+0) [JMild (+1) []Moderate (+2) []Severe (+3)  [|Extreme (+4)

( pain subscalesum* 100) | -

Pain Subscale Score: 100 —
40

I11. Function, daily living

This section describes your ability to move around and to look after yourself. For each of the following activities,
please indicate the degree of difficulty you have experienced in the last week due to your hip.

A1. Descending stairs

[ ]None (+0) [ IMild (+1) [ ]Moderate (+2) [JSevere (+3) [ ]Extreme (+4)

A2. Ascending stairs

[]None (+0) [IMild (+1) [ Moderate (+2) [JSevere (+3) [ ]Extreme (+4)

A3. Rising from sitting

[]None (+0) [IMild (+1) [ Moderate (+2) []Severe (+3)  []Extreme (+4)

© Dr. Ewa M. Roos, PT, PhD. The tools listed on this website do not substitute for the informed opinion of a licensed
physician or other health care provider. All scores should be re-checked. Please see our full Terms of Use. Page 2/4
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A4. Standing

[|None (+0) [IMild (+1) [ Moderate (+2)

A5. Bending to the floor/pick up an object

[]None (+0) [IMild (+1) [ ]Moderate (+2)

A6. Walking on a flat surface

[INone (+0) [IMild (+1) [ Moderate (+2)

A7. Getting in/out of car
[]None (+0) [JMild (+1) [ ]Moderate (+2)
A8. Going shopping

[]None (+0) [IMild (+1) []Moderate (+2)

A9. Putting on socks/stockings
[JMild (+1) []Moderate (+2)

A10. Rising from bed

[]None (+0)

[]None (+0) [IMild (+1) [ Moderate (+2)

A11. Taking off socks/stockings

[JNone (+0) [JMild (+1) []Moderate (+2)

A12. Lying in bed (turning over, maintaining hip position)
[]Moderate (+2)

[JNone (+0) [JMild (+1)

A13. Getting in/out of bath

[INone (+0) [IMild (+1) [IModerate (+2)
A14. Sitting

[JNone (+0) [ IMild (+1) [JModerate (+2)
A15. Getting on/off toilet

[ ]None (+0) [ IMild (+1) []Moderate (+2)

orthotoolkit*

[]Severe (+3)

[JSevere (+3)

[Jsevere (+3)

[]Severe (+3)

[]Severe (+3)

[]Severe (+3)

[ISevere (+3)

[]Severe (+3)

[]Severe (+3)

[]Severe (+3)

[]Severe (+3)

[JSevere (+3)

A16. Heavy domestic duties (moving heavy boxes, scrubbing floors, etc)

[]Extreme (+4)

[l Extreme (+4)

[ Extreme (+4)

[]Extreme (+4)

[] Extreme (+4)

[] Extreme (+4)

[] Extreme (+4)

[JExtreme (+4)

[ ]Extreme (+4)

(] Extreme (+4)

[ Extreme (+4)

[]Extreme (+4)

[ ]None (+0) [(IMild (+1) [ Moderate (+2) [JSevere (+3) [ ]Extreme (+4)
© Dr. Ewa M. Roos, PT, PhD. The tools listed on this website do not substitute for the informed opinion of a licensed
physician or other health care provider. All scores should be re-checked. Please see our full Terms of Use. Page 3/4
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orthotoolkit™

A17. Light domestic duties (cooking, dusting, etc)

[|None (+0) [IMild (+1) [ Moderate (+2) [JSevere (+3)  []Extreme (+4)

Daily Living Subscale Score: 100 —

68

IV. Function, sports and recreational activities
This section describes your ability to be active on a higher level. For each of the following activities, please
indicate the degree of difficulty you have experienced in the last week due to your hip.

(daily living subscalesum* 100)}

SP1. Squatting

[ ]None (+0) [IMild (+1) [ ]Moderate (+2) [JSevere (+3) [ Extreme (+4)
SP2. Running

[]None (+0) [(IMild (+1) [ ]Moderate (+2) [JSevere (+3) [ Extreme (+4)
SP3. Twisting/pivoting on loaded leg

[INone (+0) [IMild (+1) [ Moderate (+2) [ISevere (+3)  []Extreme (+4)
SP4. Walking on uneven surface

[]None (+0) [IMild (+1) [ ]Moderate (+2) [JSevere (+3)  []Extreme (+4)

(sportsand recreation subscalesum* 1 )
Sports and Recreation Subscale Score: 100 — =

16
V. Quality of Life
Q1. How often are you aware of your hip problem?
[INever (+0) [JMonthly (+1) []WeeKkly (+2) [] Daily (+3) [] Constantly (+4)

Q2. Have you modified your life style to avoid activities potentially damaging to your hip?

[ INotatall (+0) []Mildly (+1) [ Moderately (+2) [JSeverely (+3) [ Totally (+4)
Q3. How much are you troubled with lack of confidence in your hip?

[INotatall (+0) [ JMildly (+1) [ ]Moderately (+2) [JSeverely (+3) []Extremely (+4)
Q4. In general, how much difficulty do you have with your hip?

[INone (+0) [IMild (+1) []Moderate (+2) [JSevere (+3)  []Extreme (+4)

(qualityof lifesubscalesum* 100) | -
16 -

Quality of Life Subscale Score: 100 —

© Dr. Ewa M. Roos, PT, PhD. The tools listed on this website do not substitute for the informed opinion of a licensed
physician or other health care provider. All scores should be re-checked. Please see our full Terms of Use. Page 4/4
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ITAPAPTHMA i1

03/09/2019

] .
ﬁi www.orthopaedicscores.com

Oxford Hip Score

Clinician's name (or ref)

Oxford Hip Score - Orthopaedic Scores

Date of completion
September 3, 2019

Threshold for hip
replacement

Patient's name (or ref)

Please answer the following 12 multiple choice questions.

During the past 4 weeks......

1. How would you describe the pain you usually have in 7. Have you been able to put on a pair of socks, stockings
your hip? or tights?
~1 None 1 Yes, easily
Very mild With little difficulty
Mild With moderate difficulty
Moderate With extreme difficulty
Severe No, impossible

2. Have you been troubled by pain from your hip in bed at 8. After a meal (sat at a table), how painful has it been for

night?
1 No nights

you to stand up from a chair because of your hip?

Not at all painful

Only 1 or 2 nights

Slightly painful

Some nights Moderately painful
Most nights Very painful
Every night Unbearable

3. Have you had any sudden, severe pain (shooting,

stabbing, or spasms) from your affected hip?

No days

9. Have you had any trouble getting in and out of a car or
using public transportation because of your hip?

No trouble at all

Only 1 or 2 days

Very little trouble

Some days Moderate trouble
Most days Extreme difficulty
Every day Impossible to do
4. Have you been limping when walking because of your 10. Have you had any trouble with washing and drying

hip?

Rarely/never

yourself (all over) because of your hip?

No trouble at all

Sometimes or just at first

Very little trouble

Often, not just at first

Moderate trouble

Most of the time

Extreme difficulty

All of the time

Impossible to do

5. For how long have you been able to walk before the

pain in your hip becomes severe (with or without a

walking aid)?

No pain for 30 minutes or more

11. Could you do the household shopping on your own?

Yes, easily

16 to 30 minutes

www.orthopaedicscore.com/scorepages/oxford_hip_score.html

With little difficulty
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03/09/2019 Oxford Hip Score - Orthopaedic Scores

5 to 15 minutes 1 With moderate difficulty
Around the house only 1 With extreme difficulty
Not at all 1 No, impossible

12. How much has pain from your hip interfered with your

. . s
6. Have you been able to climb a flight of stairs? usual work, including housework?

Yes, easily ~ Not at all

With little difficulty 1 Alittle bit

With moderate difficulty 1 Moderately

With extreme difficulty 1 Greatly

No, impossible 1 Totally

Print page Close Window Reset

To save this data please print or Save As CSV The Oxford Hip Score is: s0

Nb: This page cannot be saved due to patient data protection so please
print the filled in form before closing the window.

Grading for the Oxford Hip Score

May indicate severe hip arthritis. It is highly likely that you may well require some
Score 0to 19  form of surgical intervention, contact your family physician for a consult with an
Orthopaedic Surgeon.

May indicate moderate to severe hip arthritis. See your family physician for an

Score 20 to 29 assessment and x-ray. Consider a consult with an Orthopaedic Surgeon.

May indicate mild to moderate hip arthritis. Consider seeing you family physician for
Score 30 to 39 an assessment and possible x-ray. You may benefit from non-surgical treatment,
such as exercise, weight loss, and /or anti-inflammatory medication

Score 40 to 48 May indicate satisfactory joint function. May not require any formal treatment.

Reference for Score: Dawson J, Fitzpatrick R, Carr A, Murray D. Questionnaire on the perceptions of patients
about total hip replacement. J Bone Joint Surg Br. 1996 Mar;78(2):185-90. Link

Reference for Grading: Link

Web Design London - James
Blake Internet

www.orthopaedicscore.com/scorepages/oxford_hip_score.html
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IHAPAPTHMA IV

B

The New Mobility Score (0-9 points).

No difficulty With a With help from Not
Mobility andnoaid walking aid another person atall
Able to get about the house (indoor walking) 3 2 1 0
Able to get out of the house (outdoor walking) 3 2 1 0
Able to go shopping (walking during shopping) 3 2 1 0

Kristensen MT, Hvidovre Hospital. Updated from Parker & Palmer [17] following personal communica-
tion with Dr. Martyn Parker, Peterborough, England, December 2009.
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ITAPAPTHMA V

(EQ-SD-SL

Health Questionnaire

English version for the UK

UK (English) © 2009 EuroQol Group EQ-5D™ is a trade mark of the EuroQol Group
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Under each heading, please tick the ONE box that best describes your health TODAY.
MOBILITY

I have no problems in walking about

| have slight problems in walking about

| have moderate problems in walking about

| have severe problems in walking about

ocooo0oU

| am unable to walk about

SELF-CARE
| have no problems washing or dressing myself

I have slight problems washing or dressing myself
| have moderate problems washing or dressing myself
| have severe problems washing or dressing myself

| am unable to wash or dress myself

cooooU

USUAL ACTIVITIES (e.g. work, study, housework, family or
leisure activities)
I have no problems doing my usual activities

I have slight problems doing my usual activities
I have moderate problems doing my usual activities

| have severe problems doing my usual activities

ooo0o0o

I am unable to do my usual activities

PAIN / DISCOMFORT
| have no pain or discomfort

I have slight pain or discomfort
I have moderate pain or discomfort
| have severe pain or discomfort

| have extreme pain or discomfort

(I Iy N Oy

ANXIETY / DEPRESSION
| am not anxious or depressed

| am slightly anxious or depressed
| am moderately anxious or depressed

| am severely anxious or depressed

coooou

| am extremely anxious or depressed

2

UK (English) © 2009 EuroQol Group EQ-5D™ is a trade mark of the EuroQol Group
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The best health
you can imagine

o We would like to know how good or bad your health is TODAY. 100

©
(63}

e This scale is numbered from 0 to 100.

e 100 means the best health you can imagine. 90

0 means the worst health you can imagine. 85

e Mark an X on the scale to indicate how your health is TODAY. 80

o Now, please write the number you marked on the scale in the box
below.

75

70

65

60

55

YOUR HEALTH TODAY = 50

45

40

35

30

25

20

15

10

5

0

The worst health
you can imagine

3

UK (English) © 2009 EuroQol Group EQ-5D™ is a trade mark of the EuroQol Group

Institutional Repository - Library & Information Centre - University of Thessaly
09/04/2024 10:32:49 EEST - 54.236.158.73



ITAPAPTHMA VI

SF-12® Patient Questionnaire

Page 1 of 3
Patient Initials Date of Birth: /Il Patkey:
Surgeon Name: Date:
Examination Period: Preop (1) 3 Year (4)
Immediate Postop (2) 5Year (5)
1 Year (3) Other (specify) (6):
SF-12®:

This information will help your doctors keep track of how you feel and how well you are able to do your
usual activities. Answer every question by placing a check mark on the line in front of the appropriate
answer. It is not specific for arthritis. If you are unsure about how to answer a question, please give the best
answer you can and make a written comment beside your answer.

1. Ingenera, would you say your hedlth is:
Excellent (1)
_ Very Good (2)
_ Good(3)
_ Far®
Poor (5)
The following two questions are about activities you might do during atypical day. Does YOUR
HEALTH NOW LIMIT YOU in these activities? If so, how much?

2. MODERATE ACTIVITIES, such as moving atable, pushing a vacuum cleaner, bowling, or playing
golf:
Yes, Limited A Lot (1)
Yes, Limited A Little (2)
No, Not Limited At All (3)

3. Climbing SEVERAL flights of stairs:
Yes, Limited A Lot (1)
Yes, Limited A Little (2)

No, Not Limited At All (3)

During the PAST 4 WEEKS have you had any of the following problems with your work or other regular
activitiesAS A RESULT OF YOUR PHYSICAL HEALTH?

4. ACCOMPLISHED LESS than you would like:
_ Yes()
__No(®

5. Were limited in the KIND of work or other activities:

__ Yes(})
No (2)

Surgeon Initials Date:
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SF-12® Page 2 of 3

Patient Initials Dateof Birth: /1 Patkey:
Surgeon Name: Date:
Examination Period: Preop (1) 3Year (4)

Immediate Postop (2) 5Year (5)

1Year (3) Other (specify) (6):

SF-12® Cont’d:

During the PAST 4 WEEKS, were you limited in the kind of work you do or other regular activities AS A
RESULT OF ANY EMOTIONAL PROBLEMS (such as feeling depressed or anxious)?

6. ACCOMPLISHED LESS than you would like:
— Yes()
— No(?

7. Didn't do work or other activitiesas CAREFULLY as usual:
Yes(1)
_ No(?®

8. During the PAST 4 WEEKS, how much did PAIN interfere with your norma work (including both work
outside the home and housework)?
Not At All (1)
A Little Bit (2)
Moderately (3)
Quite A Bit (4)
Extremely (5)

The next three questions are about how you feel and how things have been DURING THE PAST 4
WEEKS. For each question, please give the one answer that comes closest to the way you have been
feeling. How much of the time during the PAST 4 WEEKS —

9. Haveyou felt cam and peaceful ?
All of the Time (1)

Most of the Time (2)

A Good Bit of the Time (3)

Some of the Time (4)

A Little of the Time (5)

None of the Time (6)

Surgeon Initials Date:
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SF-12® Page3of 3

Patient Initials Date of Birth: I Patkey:
Surgeon Name: Date:
Examination Period: Preop (1) 3Year (4)

Immediate Postop (2) 5Year (5)

1Year (3) Other (specify) (6):

SF-12® Cont’d:

10. Did you have alot of energy?
All of the Time (1)
Most of the Time (2)
A Good Bit of the Time (3)
Some of the Time (4)
A Little of the Time (5)
None of the Time (6)

11. Haveyou felt downhearted and blue?
All of the Time (1)
Most of the Time (2)
A Good Bit of the Time (3)
Some of the Time (4)
A Little of the Time (5)
None of the Time (6)

12. During the PAST 4 WEEKS, how much of the time has your PHY SICAL HEALTH OR EMOTIONAL
PROBLEMS interfered with your social activities (like visiting with friends, relatives, etc.)?

All of the Time (1)

Most of the Time (2)

A Good Bit of the Time (3)

Some of the Time (4)

A Little of the Time (5)

None of the Time (6)

T

Surgeon Signature Date

SF-12® Health Survey © 1994, 2002 by Medical Outcomes Trust and QualityMetric Incorporated. All Rights Reserved
SF-12® is a registered trademark of Medical Outcomes Trust
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IHAPAPTHMA VI

ASSESSMENT

Timed Up & Go
(TUG)

Purpose: To assess mobility

Equipment: A stopwatch

Directions: Patients wear their regular footwear and
can use a walking aid, if needed. Begin by having the
patient sit back in a standard arm chair and identify a
line 3 meters, or 10 feet away, on the floor.

NOTE:
Always stay by
the patient for

safety.

@ Instruct the patient:

When | say “Go,” | want you to:

1. Stand up from the chair.

2. Walk to the line on the floor at your normal pace.
3. Turn.

4. Walk back to the chair at your normal pace.

5. Sit down again.

(@ On the word “Go,” begin timing.
(@ Stop timing after patient sits back down.
(® Record time.

Time in Seconds:

An older adult who takes 212 seconds to complete the TUG is at risk for falling.

CDC’s STEADI toals and rasources can help you screen, assess, and Intervene to reduce
your patient’s fall risk. For mare information, visit ywww.cdc aov/staad)

Centers for Disease

-(C f@id @] Cortroland Prevention 2017
National Center for Injury

\“

Prevention and Control
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Patlent

Date

Time OAM OPM
OBSERVATIONS

Observe the patient’s
postural stability, gait,
stride length, and sway.

Check all that apply:

(]

0 O B BEESERE

Slow tentative pace
Loss of balance

Short strides

Little or no arm swing
Steadying self on walls
Shuffling

En bloc turning

Not using assistive
device properly

These changes may signify

neurological problems that

require further evaluation.

STEAP| sZitame =
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ITAPAPTHMA VIII

Patient Name: Date:

WOMAC HIP

This survey asks for your view about your hip. Thisinformation will help to keep track of how you feel about your hip and
how well you are able to do your usual activities. Answer every question by circling the appropriate response. If you are
unsure about how to answer a question, please give the best answer you can.

These questions should be answered thinking of your hip
symptoms during the last week.
1. Doyou fed grinding, hear clicking or any other type

Never Rarely Sometimes Often  Always

: ! 0 1 2 3 4
of noise from your hip?
2. Difficulties spreading legs wide apart? 0 1 2 3 4
3. Difficultiesto stride out when walking? 0 1 2 3 4
4. How severeisyour hip joint stiffness after first
L . 0 1 2 3 4
waking in the morning?
5. How severeis your hip stiffness after sitting, lying or 0 5 3 4
resting later in the day?
6. How often is your hip painful? 0 1 2 3 4

What amount of hip pain have you experienced the last

week during the following activities? None  Mild Moderate  Severe Extreme

1. Straightening your hip fully 0 1 2 3 4
2. Bending your hip fully 0 1 2 3 4
3. Walking on aFlat surface 0 1 2 3 4
4. Going up or down stairs 0 1 2 3 4
5. At night whilein bed 0 1 2 3 4
6. Sitting or lying 0 1 2 3 4
7. Standing upright 0 1 2 3 4
8. Walking on ahard surface (asphalt, concrete, etc) 0 1 2 3 4
9. Walking on an uneven surface 0 1 2 3 4
For each of the following activities please indicate the
degree of difficulty you have experienced in the last None Mild Moderate  Severe Extreme
week due to your hip.
1. Descending stairs 0 1 2 3 4
2. Ascending stairs 0 1 2 3 4
3. Rising from sitting 0 1 2 3 4
4. Standing 0 1 2 3 4
5. Bending to floor/pick up an object 0 1 2 3 4
6. Walking on flat surface 0 1 2 3 4
7. Getting infout of car 0 1 2 3 4
8. Going Shopping 0 1 2 3 4
9. Putting on socks/stockings 0 1 2 3 4
10. Rising from bed 0 1 2 3 4
11. Taking off socks/stockings 0 1 2 3 4
12. Lying in bed (turning over, maintaining hip position) 0 1 2 3 4
13. Getting in/out of bath 0 1 2 3 4
14. Sitting 0 1 2 3 4
15. Getting on/off toilet 0 1 2 3 4
16. Heavy domestic duties (moving heavy boxes, 0 1 5 3 4
scrubbing floors, etc)
17. Light domestic duties (cooking, dusting, etc) 0 1 2 3 4
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