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Greater BMD Gains with Denosumab Vs Risedronate in
Glucocorticoid-Treated Subjects: Results from the Final 24-Month
Analysis of a Randomized, Double-Blind, Double-Dummy Study

Kenneth Saagl, Nicola Pannacciulliz, Piet chscnsa, Jonathan D. Adachi®, Osvaldo D. Messina®, Jorge Morales-Torres®,
Ronald Emkey’, Peter W. Butler?, Xiang Yin® and Willem E Lems®, University of Alabama at Birmingham, Birmingham,
AL, 2Amgc:n Inc., Thousand Oaks, CA, SMaastricht University, Maastricht, Netherlands, ‘McMaster University, Hamilton,
ON, Canada, >Cosme Argerich Hospital, Buenos Aries, Argentina, ﬁ'Iit:JspiLal Aranda de la Parra, Leon, Mexico, ?]:'mkc:y
Arthritis & Osteoporosis Clinic, Wyomissing, PA, SVU University Medical Centre, Amsterdam, Netherlands

>  ZKOTOC:
20yKpLon tn¢ enidpaonc otn BMD Z.ZI. kat woxiov tou Denosumab 60 mg/6m s.c. VS
Risendronate 5mg/day o aoBeveic uno GCs otoug 24 HVEG

» Mégdodbdot:
daong 3, SutAn TuPAR, TUXOLLOTIOLNHEVN HEAETN
MANBucOC evnAikwy
AP otepoetdwy yia >3 purveg n >7.5 mg prednisolone <3 prjveg
<50 €TWV: MPOATIALTOULEVO OCTEOTIOPWTLKO #
>50 etwv: T score<-2 N <-1 KoL 0OTEOTOPWTLKO #
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Efficacy — Lumbar Spine BMD

By Subpopulation

GC-initiating GC-continuing
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PercentChange From Baseline

18 ' ' ' 12 18
Study Month Study Month

Risedronate (n=) 133 128 126 114 113 Risedronate (n=) 230 Fall
Denosumab (n=) 128 ri 119 109 107 Denosumab (n=) 228 209

P-value for denosumab vs risedronate by ANCOVA: *p £0.05; Tp £ 0.01; ¥p = 0.001
n = number of subjects with observed values at baseline and the time point of interest
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Efficacy — Total Hip BMD Efficacy — Femoral Neck BMD

By Subpopulation By Subpopulation

GC-initiating GC-continuing GCHinitiating GC-continuing

-l Denosumab -l Denosumab - Denosumab - Denosumab
-@- Risedronate -@- Risedronate 1 -® Risedronate -@ Risedronate
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12 18 2 12 18 ' : 12 18 ' 12 18
Study Month Study Month Study Month Study Month
Risedronate (n=) 128 128 11 Risedronate {n=) 216 215 Risedronate (n=) 128 128 Risedronate (n=) 216 215
Denosumab (n=) 120 119 104 Denosumab (n=) 218 217 Denosumab (n=) 120 19 Denosumab (n=) 218 27

P-value for denosumab vs risedronate by ANCOVA: “p < 0.05; tp £ 0.01; ¥p < 0.001 P-value for denosumab vs risedronate by ANCOVA: “p < 0.05; 1p = 0.01; #p = 0.001
n = number of subjects with observed values at baseline and the time point of interest n = number of subjects with observed values at baseline and the time point of interest
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Greater BMD Gains with Denosumab Vs Risedronate in
Glucocorticoid-Treated Subjects: Results from the Final 24-Month

Analysis of a Randomized, Double-Blind, Double-Dummy Study

Kenneth Saag’', Nicola Pannacciulli, Piet Geusens®, Jonathan D. Adachi®, Osvaldo D. Messina’, Jorge Morales-Torres®,
Ronald Emkey’, Peter W. Butler?, Xiang Yin? and Willem F. Lems®, 'University of Alabama at Birmingham, Birmingham,
AL, EAmgu::n Inc., Thousand Oaks, CA, SMaastricht University, Maastricht, Netherlands, *“McMaster University, Hamilton,

ON, Canada, *Cosme Argerich Hospital, Buenos Aries, Argentina, “Hospital Aranda de la Parra, Leon, Mexico, "Emkey
Arthritis & Osteoporosis Clinic, Wyomissing, PA, SVU University Medical Centre, Amsterdam, Netherlands

> SUUTTEPACLOTO:

v'To Denosumab untepeixe tn¢ Ploevdpovatne we mpog tnv avénon tng BMD oe omovSuAik 6TtiAn

Kot Loyio otoucg 24 MAVEC
v Mapoporo npodil aocdpaAeiag peTaf Twv 2 group
v'To Denosumab potdel va armoteAel MOAUTLHN OLVTLOOTEOTIOPWTLKA OEPAITEVTIKY) EMLAOYH OF

aoBeveic mou Aappavouv YAUKOKOPTLKOELSN
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Abaloparatide for Risk Reduction of Nonvertebral and Vertebral Fractures in
Postmenopausal Women with Osteoporosis: A Network Meta-Analysis

Jean Yves Reginslerl., Florence Bianicz., Rosanne Campbellz., Monique Martinz., Setareh A. Williams® and Lorraine A
Fitzpatrick®, 'Université de Liege, Liege, Belgium, “inVentiv Health, London, United Kingdom, *Radius Health, Inc.,
Waltham, MA
» ZKOmOog:
v MeTaotv@Au o TUXALOTIOLNMEVWV EAEYXOHEVWV MEAETWV £w¢ 12/2017
v EKTipnon tng Oepamneutikic §pdonc tng AURAAORAPATiONG CUYKPLVOUEVN HE AANEC
OLVTLOOTEOTIOPWTLKEC AYWYEC:

alendronate, denosumab, ibandronate, raloxifene, risedronate, romosozumab, strontium

ranelate, teriparatide, zoledronic acid.
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Abaloparatide for Risk Reduction of Nonvertebral and Vertebral Fractures in
Postmenopausal Women with Osteoporosis: A Network Meta-Analysis

Jean Yves Reginslerl., Florence Bianicz., Rosanne Campbellz., Monique Martinz., Setareh A. Williams® and Lorraine A

Fitzpatrick®, 'Université de Liege, Liege, Belgium, “inVentiv Health, London, United Kingdom, *Radius Health, Inc.,
Waltham, MA

> ArntoteAéouarta:

» Znovéuldika katayuata (VF):

v'H Apntalomnopoartidn gixe to KaAUtepo amotéAeopa cuyKpLtika pe to placebo (RR 0.13; 95%
Crl: 0.04-0.34) , M€ TIC EKTIMNOELS va ekTeivovtal petafl 0,27 yia thv Teputapatién kat 0,71
yla to ZTpaovTLo.

» Mn ortovéuAika katayuata (NVF):
v'H Aprntalorntoportidn £6€L€e to kaAutepo anotéAeopa Evavtt tou placebo (RR 0.39; Crl: 0.15-
0.90) Kol peiwon Tou KatayprotikoU KvdUvou Evavtl

0 Tepumapartidng (RR 0.45; Crl: 0.17-1.03)

( Denosumab (RR 0.47; Crl: 0.18-1.12).
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Abaloparatide for Risk Reduction of Nonvertebral and Vertebral Fractures in
Postmenopausal Women with Osteoporosis: A Network Meta-Analysis

Jean Yves Reginslerl., Florence Bianicz., Rosanne Campbellz., Monique Martinz., Setareh A. Williams® and Lorraine A

Fitzpatrick®, 'Université de Liege, Liege, Belgium, “inVentiv Health, London, United Kingdom, *Radius Health, Inc.,
Waltham, MA

> SUUTTEPACLIOTO:

v'"Me Bdon tnv napovoa petaavaluon, n Oepaneio pe Apnadoropatidn epdadvios
MLKPOTEPO OXETIKO Kivouvo (Relative Risk, RR) t0c0 yLa 6rtovOuALlka 600 Kol yia pn
OTOVOUALKA Kataypata Evavtl tou placebo, cuykplwvopevn pe dAAec Oepareiec otn

METEUHUNVOTILUOLOK) OOTEOTIOPWON.
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T-Score As an Indicator of Fracture Risk on Therapy: Evidence from
Romosozumab Vs Alendronate Treatment in the Active-Controlled Fracture
Study in Postmenopausal Women with Osteoporosis at High Risk Trial

Felicia Cosman', E. Michael Lewiecki®, Peter R Ebeling’, Eric Hesse*, Nicola Napoli’, Daria B Crittenden®, Maria
Rojeski®, Wenjing Yang®, Cesar Libanati’ and Serge Ferrari®, !Columbia University, New York, NY, New Mexico Clinical
Research & Osteoporosis Center, Albuquerque, NM, 3Monash University, Melbourne, Australia, 4Univcrsity Medical

Center Hamburg-Eppendorf, Hamburg, Germany, “Campus Bio-Medico University of Rome, Rome, Italy, °Amgen Inc.,
Thousand Oaks, CA, 'UCB Pharma, Brussels, Belgium, "Geneva University Hospital, Geneva, Switzerland

» Backround/ 2korntoc:

v"H BMD €ivoi LoXupO¢ TPOoyVWOTIKOE TTOPAYOVTOC TOU KOTAYHATIKOU KIvOUVOU o€ aoOeveiG
Xwpic Oepaneia.
v'Na Seix0¢ei av ta T scores petd amnod 1 xpovo Beparneioc oxeti{ovron PE TOV KATOYHATIKO

Kivbuvo
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»MéeSodbol:
Double-blind Open-abel

Enrolled
(1:1) Daily calcium (500-1000 mg) and vitamin D (600-800 IU)
N =4093
Alendronate
70 mg PO QW
N = 2047

—

Month 0 12 24 36

Alendronate
70 mg PO QW

Thoracic and lumbar spine x-rays . . . .
o 0

DXA® @ 0

a0Median (interquartile range) follow~up time for entire study (double-blind + opendabel) was 2.7 (2.2, 3 3) years and for open-abel period only was 1.9 (1.4, 2 4) years. PBMD was
assessed at months 6 and 18 in a subset of patients in the DXA substudy; n = 167. PO = orally; QM = once monthly; QW = once weekly; SC = subcutaneously.

v'Post hoc avéAuon otnv ARCH study tn¢ petaBoAic twv T scores PeTd amnod 1 xpovo aywyng HE
Romosozumab 1} Alendronate o€ .2 kat wo)io.
v'Ixéon petofu T scores Kat EPPAvionc pun orovSuAKwV Katoypdtwv(NVT).

v’ 20yKpLon oTtovVOUALKWV, N GTTIOVOUALKWV Kol KATaypaTwy woXiov otnv open label nepiodo.
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> % uetaBoAn tnc BMD ano to baseline otouc¢ unveg 12 kau 24

—@—Alendronate - -8 - Alendronate-to-Alendronate Romosozumab Romosozumab-to-Alendronate

Total Hip Lumbar Spine

Romosozumab Open-label Romosozumab Open-label
vs alendronate alendronate vs alendronate alendronate
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Mean Spine and Total Hip T-score Change From
Baseline and T-score Achieved at Months 12 and 24

N = 18262 N = 18292

Mean T-score Mean T-score Mean T-score Mean T-score
Change Achieved Change Achieved

Month 12 Romosozumab Alendronate
Lumbar spine 0.89 -2.07 0.33 —2.63
Total hip 0.31 —2.47 0.15 —2.63

Romosozumab-to- Alendronate-to-
Month 24 Alendronate Alendronate

Lumbar spine 1.00 -1.97 0.48 —2.49
Total hip 0.36 -2.40 0.18 —2.99
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Subject Incidence of Fracture During the Post-
Romosozumab Open-label Alendronate Period

I Alendronate after 12 months of alendronate Alendronate after 12 months of romosozumab

Fracture Risk in Year 2 Fracture Risk During Open-label Period

—
=]
]

RRR = 19%
p=0.120

f
RRR=75% ‘
p<0.001

RRR = 40%
p=0.041
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> SUUTTEPOCLIOTOL:

v'Ta upnAdétepa T score oAwkoU oxiov o€ artdAutn T pe Romosozumab oxetiotnkov pe

XapnAotepa mocootd Kataypatwv otnv follow up nepiodo pe aviiooteoKAQAOTIKA aywyn .

v'H pétpnon oto oAko Loxio mpoéPAeme KaAUTEPQ TRV TTLOAVOTNTA YLt HEAAOVTLKO KATOLYHOL KOLL

rlova UItopel va XpnoLLOTIoLELTAL ooV OEPATIEVTIKOG 0TOXOG TNV OOTEOTIOPWON

v'H onpoavtikn avénon tn¢ BMD pe to Romosozumab unodnAwvet 6t Oa prtopouce va £XEL

ONMUOVTLKO pOAO ot Beparneia acOevwv pe vPNASG KaTayHaTKO Kivouvo.
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Lateral DXA More Effective in Detecting Osteoporosis Than Conventional
DXA in Axial Spondyloarthropathy

Gillian F 1tg;.,erald1 =, Jason “e"»ﬁ.x'@.t::3 Tochukwu Anachebe®, Ronan Mullan David Kane®, Kevin McCarroll’ and Finbar O’
Shea?, 'School of Mcdlcmc Trinity College Dublin, Dublm 2, Ireland, “Rhc:umamlngy St. James’s Hospital, Dublin 8,
Ireland, *School of Computer Science and Statistics, Trinity College Dublin, Dublin 2, Ireland, “Department of
Rhc:umamlngy, St. James’s Hospital, Dublin 8, Irc:land, *Department of Rhc:umamlngy,, 'l"allaght Hospital, Dublin, Ireland,
°Department of Rheumatology, Tallaght Hospital, TCD, Dublin 24, Ireland, 'Department of Medicine for the Elderly, St.
James’s Hospital, Dublin 8, Ireland

» Backround:

v'Ztnv AxSpa, n ortieBomnpocOia (PA) DXA, urtepekTipd tnv BMD.
v Ae SLoKpivel HETAEY oXNUATIOHOU VEOU 00TOU KAt GTTOVOSUALKOU CWHOLTOC.
v'H nAaywa (lateral) DXA «amodelyel» tnv 00TIKA UTtepTAacia.
» ZKOMOG:
v'20ykplon lateral DXA pe PA DXA ocduiki poipa 2.2.
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Figure 1: Plot of difference betvween AP and lateral BMOD. The dished ine indicates equal BMD for

» AnoteAéouara: R —

v'110 acBeveic, 81% mNY criteria

BMD AP versus Laterad

v'H lateral BMD Bp£OnKe onUavTikd PKpOTEPN ATO
tn PA BMD pe péon dwadopa 0,337 g/cm?2 < ]

v'H lateral DXA avixvevoe 1o oOAAEG MEPLTTWOELG

ooteomneviag (27 vs 17) kaw ooteonopwong (16 vs 2) 2 v %

v Zuvdualopevn pe hip DXA, pe tn lateral DXA t a | X R
XaPaKTNPLoTNKE TO 52% TNC KOOPTNC VoL £XEL a : .;v** S
HELWMEVN BMD, ouykputikd pe to 36% pe tnv PA s 1 ' e |

DXA (p<0.01)

Lateral BAID
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> SUUTTEPACLOTOL!

v'H lateral DXA aviyveUeL TEPLOCOTEPEC MEPLTTWOELS XAUNARE BMD amé tnv PA DXA

otnv oopuLKn poipa Z.2. o acBeveig pe AXSpA.

v'Me tnv PA DXA xAvetot n S1dyvwon o€ £va ONHAVTLIKO TOC00TO acOsVWV.

v'H lateral DXA amnoteAei npaktiki Kat epappootpun AUon yia tn Stdyvwon XoprnAng

BMD otou¢ acBeveic autoUg kat Oa propouvoe va OewpnOei kaAn evaAAAKTLKNA

HEBo0SOC.
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» EMUTAOKEC QVTLOOTEOTIOPWTLKWV BepameLlwv:

JKataypata peta tn dtakonn tov Denosumab

(a6 tnv optAia tov Kenneth Saag)
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» AnwAegwla 06TIKAC palac Hetd tn dtakomnn tov Denosumab

Table 2 BMD measured by DXA (media £ D.S.) in 38 patients at the
end of FREEDOM/extension study and after 17 months of denosumab

discontinuation
End of Follow-up Change % P
lreatment
L1-L4
BMD (g,-"um:} 1.005 £0.108 0.923 = 0.090 <0.01
T-scome - 1509 —-2.1+07 =< 0.01
Z-score 0310 —0.3+0.8 =< 0.01
FN
BMD (g,-"um:} 0.820 £ 0,081 0.770+0.083 <0.01
T-scome - 1307 - 1.7+0.7 =0.01
Z-score 06 0.7 0.2+0.8 =0.01
TH
BMD (g,-"um:} 0.866 £008  0.794 +0.091 <0.01
T-scome - 1.1 £0.7 - 1.7+0.8 < 0.01
Z-score 0.7+0.7 0.1 0.8 < 0.01

All changes were statistically significant (p < 0.05)

Zanchetta et al. Osteoporos Int, 2018;29:41
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» Kataypata peta tn dtakon) Denosumab

>
w

25 - 25 OOn-treatment = Off-treatment
5 5
%e £ZD 1 < 020 -
) ® 0
%] fi‘ ;" >
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58" §815°
v S o S
25 25
g 510 - 8 210 -
=8 T =3
|~ —_ =
58 1 5%
£ 39 245 [
o @
> >

; = D|—1—|] .

PBO DMAb PBO DMAD
r= 7.0 8.5 1.2 ZA r= 1.9 3.2 04 4.2
Participant-years = 832.5 363.8 4033.3 786.7 Participant-years= 860.6 369.5 4081.3 800.3
N = 470 N = 1,001 N =470 N = 1,001

Fig. 2. Exposure-adjusted rates of (A) any and (B) multiple vertebral fractures in participants who received placebo or denosumab in the FREEDOM study
and denosumab in the Extension before (white bar) and after (gray bar) discontinuing treatment. DMAb = denosumab; PBO = placebo; r=rate per 100
participant-years.

Cummings et al. ] Bone Miner Res, 2017
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»H yopriynon Zoledronic acid pnopei va unv avaoteAAEL tnv anwAsio BMD
peta to Denosumab!

Zoledronate

30 - Zoledronate 15 - l
} o
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-10 - -10 -
0 1 2 3 4 5 6 T 8 9 0 1 2 3 4 5 6 T 8 9

Time (years) Time (years)

Reid et al. Calcif Tissue Int, 2017
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OocTeotTOpPWON

» KaBuotepwvrag tn xopnynon Zoledronic acid peta to 6pnvo ano tn étakonn

Denosumab, petpialetat n anwAsio BMD!

No Treatment Post-Trial Zoledronate Post-Trial

N=11
N=3

BMD
(% change from baseline)

i

Trial Trial End Trial Trial End ) Trial Trial End Trial Trial End
End  +1y End +1y End +1y End +1y

Lumbar Spine Total Hip

Lumbar Spine Total Hip

251

BMD
(% change from baseline)

20+

Risedronate Post-Trial

N=5

Trial Trial End Trial Trial End
End +1y End + 1y
Lumbar Spine Total Hip

Horne et al. Calcif Tissue Int, 2018
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»MNote va divetal to dipwoPpoviko petd tn dwakonn tov Denosumab?

If you Stop Denosumab When Should you
Start a Bisphosphonate?

No consolidation
Z0L consolidation at 9 months

Bone turnover ALN consolidation at 6 months

markers

Alendronate Alendronate
start (ALN) cessation

Normal range

A

Months
SRS ConosnIIaY “olacrone solr Chapuriat R. Joint Bone Spine 2018;85:515

iniectinn iniectinn (701 )
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Gout, Flares and Allopurinol Use: A Population Based Study

Charlotte Proudman’, Susan Lester®®, David Gonzalez-Chica®, Tiffany GilP, Nicola Dalbeth’® and Catherine Hill®’,
"Medical School, Faculty of Health and Medical Sciences, The University of Adelaide, Adelaide, Australia, theumamlogy
Unit, The Queen Elizabeth Hospital, Adelaide, Australia, *Discipline of Medicine, Faculty of Health and Medical
Sciences, The University of Adelaide, Adelaide, Australia, “Discipline of General Practice, Faculty of Health and Medical
Sciences, The University of Adelaide, Adelaide, Australia, 5[_}ep:flrlment of Medicine, Faculty of Medical and Health
Sciences., University of Auckland, Auckland, New Zealand, ®The Queen Elizabeth Hospital, Adelaide, Australia,

"Medicine, The University of Adelaide, Adelaide, Australia

> Backround/ Xkomroc:

v’ ZuxVa oL KPLOELS OUPLKAC apBpitidac avtipeTtwnilovron amnod touc idloug toug acOeveic.

v Aepelivnon TG ENLMTWONCE TWV autoavadePOHEVWV KPLGEWV OUPLKAC apBpitidac, TnE XprRonG
UTTOOU PLYOLLULLKAC ayWYNG Kal T oX€on Twv Kpioswv pe tnv nowotnta {wnc (HRQolL) os éva peydio
deiypa tn¢ Kowotntog.

v' 2977 dvOpwrol (6edopéva 2017)
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» AnoteAéouarta:

v’ ZuXvOTEPN GE NALKLWHEVOUG, AVEpPES, v’ 25% TwV AGOEVAV PE OUPLKN VOGO avépepe >= 2
UMEPPBAPOUG KAl OE XOULUNAO KOLVWVLKOOLKOVOHLKO e€ApoeLC T TeAeuTaio £10¢, 51% autwv Adpupave
status. TOTE AAAOTIOUPLVOAN.

v OLacBeveig pue ouptkn vooo ixav mo cuxva v’ OL ofeiec KploELC ATAV GUXVOTEPEC OFE VEEC NALKIEC,
LOXOULMIKN KapSLakn voco (24%), cakyapwdn avénpévo BMI kot og 66oug Adppavav
Srapntn (33%), aptnplaxn unéptaon (54%), aAAOTTOUPLVOAN.

untepxoAnotepolatpia (40%) CUYKPLTLKA LE TOUG

LN £XOVTEC OUPLKA VOGO. H ouxvotntd Toug oxeti{otav He XapunAn nototnta

(wn¢ (HRQoL).
v Metafl Twv aoBevwv He ouptkn vooo, 37,1%

avédepe xprion aAAomoupvoAng otnv nopovoa

daon, 23,2% nponyouvpevn xpnon (38% noocooto

auTOBOUANG SLakoTtrig, GUXVOTEPX YUVOLIKEG). Flares Proportion (%) SF12PCS  Effectsize  p-val
None 58 (50,66) 45 (43,47) base
1 17 (12,24) 42 (38,46) -3 (-7,2) 0.29
>=2 25 (18,32) 38 (34,42)  -7(-11,-2) 0.003

Joint p-val 0.012
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> SUUTTEPACLIOTOL:

v'H npwtn peA€Tn ToU SLEPEUVA KPLOELC OUPLKAC VOoOU Ko Baoileton o Seiypo yeEVIKOU
nAnBuacpov.

v'25% TwV loOevwV HE OUPLKN) VOO0 epdavicav ofeiec KPLOELS KoL 0LUTO OXETICONKE e XOUNAO
HRQolL.

v Tpéxouvoa xprion dAAOTtOUPLVOANC OXETIOONKE LE UENUEVN oUXVOTNTA KPIOEWV,
urtodnAwvovtac unoBepansupévn vooo Kol UTIOOEPATTEVUTIKEC XOPNYOUHEVEC HOOELG TOU
dapuakou.

v'H TOlUTOMOiNON MPOYVWOTIKWV TTOPOLYOVTWV TWV KPLOEWV KOl OLVOTTOTEAEGHOTLKOTNTAC TNE

aAAomtoupLvOANC Oat 06NYNOEL OE EMTUXECTEPN AVTLLETWIILON TNC VOOOU.
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Allopurinol Dose Escalation Slows Progression of CT Bone Erosion in
People with Gout: Imaging Sub-Study of a Randomized Control Trial

Nicola Dalbeth!, Karen Billington?, Anthony Doyle!, Christopher Frampton®, Paul Tan!, Jordyn Allan?, Jill Drake?*, Anne
Horne’ and Lisa K. Stamp>, lUniversity of Auckland, Auckland, New Zealand, 2Auckland District Health Board,

Auckland, New Zealand, “University of Otago, Christchurch, New Zealand, 4University of Otago, Christchurch,
Christchurch, New Zealand, *Department of Medicine, University of Auckland, Auckland, New Zealand

» JKOTOCG :
Na 6£ixOel av n utooupLYaLULK aywyn o€ aoOeveic He oupLKN apBpitida prmopel va avaoTelAEL TNV TPO0S0o TWV

OOTLKWV SLaBpwoewv mov avixvevovtol pe CT akpwv nodwv

» Mg8odboc:

v ALGPKELOG 2 ETWV TUXOLOTIOLNUEVN HEAETN EVTOTIKAC VS CUMBATIKAC Ospameio¢ pe aAAomoupvoAn o€ acOeveic He

oupkn apBpitida kat sUA> 6mg/dl
v'To group evtatikr¢ Oepanciog abfove efopxnc tTnv aAlomoupvoAn péEXPL eniteuéng otdoxouv <6mg/dl, evw to control

group tov 1° xpovo diatripnoe cuppartiki 66on Kal av§noe oto 2° XpOvo HEXPL ENMITEVENG TOU BEPAMEUTIKOU GTOXOU.
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Allopurinol Dose Escalation Slows Progression of CT Bone Erosion in
People with Gout: Imaging Sub-Study of a Randomized Control Trial

Nicola Dalbeth!, Karen Billingmnz, Anthony Doylel, Christopher Frampmn3, Paul Tan', Jordyn Allan', Jill Drake*, Anne
Horne® and Lisa K. Slam§3, 1University of Auckland, Auckland, New Zealand, 2Auckland District Health Board,
Auckland, New Zealand, *University of Otago, Christchurch, New Zealand, *University of Otago, Christchurch,

Christchurch, New Zealand. SDepartment of Medicine, University of Auckland, Auckland, New Zealand

» AntoteAsouara:
Rt -~ Control
v ’ ’ ’ ’ ’ o
Xwpi¢ dtadopEg petall Twv group KATA TN SLAPKELOL ::_-; R
ToUu 1°' xpOVvou WG TtPOG T 0OTIKEC dtaBpwoelg otn CT TE 5
(P=0,16) - f
g, 0-
5
v'21tn 2etia av§npévog pulpdg mPoddou 0oTIKWY £ =

. "\"El‘l' 1 ‘r'qralr 2
StaBpwoewv otn CT oto control group (percentage

change (SEM) 7.5 (1.7) for the control group and 1.4

(1.8) for the dose escalation group.
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Allopurinol Dose Escalation Slows Progression of CT Bone Erosion in
People with Gout: Imaging Sub-Study of a Randomized Control Trial

Nicola Dalbeth!, Karen Billington?, Anthony Doyle!, Christopher Frampton®, Paul Tan', Jordyn Allan?, Jill Drake*, Anne
Horne’ and Lisa K. Stamg{ "University of Auckland, Auckland, New Zealand, 2Auckland District Health Board,

Auckland, New Zealand, *University of Otago, Christchurch, New Zealand, *University of Otago, Christchurch,
Christchurch, New Zealand, *Department of Medicine, University of Auckland, Auckland, New Zealand

> SULUTTEPACLIOTOL:

v'H npwtn tuxotomonpévn eAeyXOHeVn HEAETN TTOU SELXVEL TWE N AKTIVOAOYLKT) TP60SOC

Hropel va epnodiotei pe Treat To Target mpooEyyLlon 0TV UTTOOUPLXOLLKLLKH aywyn

v'Ta evprjpato urtootnpilouv nwe peiwon tou sUA o€ enineda KAtw and tov 6pLo

SltaAutotntag pnopoulv va EMNPEACOUV TNV 00Tk BAABN oTnVv oupLKkn vooo.
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Failure to Reach Serum Urate Target Is Associated with Elevated Mortality
in Gout

Fernando Perez-Ruiz"*>, Pascal Richette*”, Austin Stack®, Ravichandra Karra Gurunath’, MARIA JESUS GARCIA DE
YEBENES YPROUS?® and Loreto Carmona’, theumamlngy Division, Hospital Universitario Cruces, Baracaldo, Spain,
*University of the Basque Country (UPV/EHU), Bilbao, Spain, *BioCruces Health Research Institute, Barakaldo, Spain,
4Larib0isié:re Hospital, Lariboisiere, University of Paris 7, Paris, France, SRhEleEHCJlUg}f., Université Paris Diderot, Paris,
France, lc’Nephmlmg;,n, University Hospital Limerick & Health Research Institute,University of Limerick, Limerick, Ireland,
’Griinenthal GmbH, Aachen, Germany, ®Institute for Musculoskeletal Health, Madrid, Spain, Instituto de Salud
Musculoesquelética (InMusc), Madrid, Spain

» Backround:

v'H oupwkni apBpitida oxetiletal pe avénpuévn Bvnrétnta and Kapdiayyelakd cuppaporo.

v H Baputnta tng vooou oxetileton pe av€non tou piokou ywa Bdavaro.

» ZKOTOC:
v'Na SexO¢ei av n enitevén tou Beparmeutikou otoxou (<6mg/dl) embpd oto picko BvntoTNTOC OE

acBeveic pe oupikn apBpitida.



OupIKn vOOo oG

Failure to Reach Serum Urate Target Is Associated with Elevated Mortality
in Gout

Fernando Perez-Ruiz"*>, Pascal Richette*”, Austin Stack®, Ravichandra Karra Gurunath’, MARIA JESUS GARCIA DE
YEBENES YPROUS?® and Loreto Carmona’, theumamlog}r Division, Hospital Universitario Cruces, Baracaldo, Spain,
*University of the Basque Country (UPV/EHU), Bilbao, Spain, *BioCruces Health Research Institute, Barakaldo, Spain,
4Larib0isiére Hospital, Lariboisiere, University of Paris 7, Paris, France, 5Rheumamlug;.,f., Université Paris Diderot, Paris,
France, f’Nephmlog}r, University Hospital Limerick & Health Research Institute,University of Limerick, Limerick, Ireland,
'Griinenthal GmbH, Aachen, Germany, 8Institute for Musculoskeletal Health, Madrid, Spain, Instituto de Salud
Musculoesquelética (InMusc), Madrid, Spain

v'1193 aoBeveic pe oupikn vooo, 33,4 % topwdng

v'Mé£ooc 6poc nAwkiog : 60 €tn

v'Méon Stdpkela vooou: 6,8 €tn

v'Mé£ooc xpovog tapokoholBnonc: 48 pivec ( 4830 patient year observation)
v'24% lost to f/u
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> AntoteAéouara:

Survival function: cardiovascular deaths _--
by uric acid free target
0 ‘%ﬁ_‘_ Age 1.11(1.08-1.14)  <0.0001

g Diabetes 2.27(1.42-3.62)  0.001
S0 TF" "U :-2 ”“5 ooz Urate (baseline)  1.27(1.13-1.44)  <0.0001
ollow-up time (y
Subjects at risk_(N}
WAse W ® m W 8 4 3 1 0 Tophi 1.59(0.99-2.53)  0.052
95% CI 95% ClI
sUA =<6 sUA =>=6

sUA 26 mg/dl 2.37(1.41-3.98)  0.001




OupIKn vOOo oG

> SUUTTEPACLIOTO:

v Artotuyia touv Oepaneutikov otoxov (sUA:6 mg/dl) anotelei aveédptnto

TIPOYVWOTLKO tapayovta Bvntotntag otouc acOeveic pe ouplkn apOpitida.

v 'EAgyX0C TNC VOOOU E EMiTEVEN TOU BEpATEUTIKOU 0TOXOU Oa MPEMEL vaL

EMLSLWKETAL, LE OKOTIO TN BeATiwon ¢ emPBiwong Twv acOsvwv.
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Gout and the Risk of Incident Dementia in the Elderly: A Medicare Claims
Study

Jasvinder A. Singh' and John Cleveland?, 'Rheumatology, University of Alabama at Birmingham, Birmingham, AL,
?University of Alabama at Birmingham, Birmingham, AL

> Backround:

v'H avaljitnon oUvEEonC OUPLKAC VOOOU/UTIEPOUPLYOLULOC LE TNV Gvola €XEL 08NYAOEL O
QVTLKPOUOLEVA QTIOTEAECLATAL.
v OL TLEPLOOOTEPEC LEAETEC TTAPATAPNONC ESELEQV TIWCE N UTIEPOUPLYOLLLLO. OXETLIETAL LE AUENUEVO
Kivbuvo avolag kot AlyoTePo YyVwolakn g SUCAELToupyiLac.
v AlyOTEPEC ATAV OL LEAETEC TTOU E€8EL€AV CUOYXETLON TNC UTIEPOUPLYALLLLOC LE XOLUNAOTEPO
Kivbuvo yla avola.

» ZKOIo¢:

v'Na e1xOei TuxOv 6UvEeon OUPLKAG VOGOU GTOUC NALKLWHUEVOUC LE EMELOOSLAKN AvolaL.



OupIKn vOOo oG

> AnoteAéouara:

v'2e TANBUGHO 1,71 m, n MOAUTtaLPAYOVTLKH) avaAuon £6€lfe WCE N OUPLKA VOO OC fTav
aveédptntog napaywyv yla emtetcodiakn avora {HR 1.15 (95%Cl, 1.12,1.18)}

v It nAkieg dAvw 65, n oupikr vooog Bp£Onke avefaptntog napdyovrag yia 17-20%
avénUEvo Kivoéuvo yla emelocodLlokn avola.

v 0 Kivbuvocg Bp£Onke enmiong HeyaAUTEPOC yia YUVOILKES, paupn Guln Kot acOeveic pe

OUVVOONPOTNTEC.

>Iuunépaocua:

v'H ouptkr) vooog oxeticOnke avefaptnta pe 17-20% auvénpévo Kivduvo EMELGOSLAKNC
AVOLOLG OTOUG NALKLWHLEVOUCG .

v ArtattoUvton HeEAETEC yia amooadrivion Twv todo¢puotloAOYIKWV LOVOTIOTLWY .
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Risk of Dementia in Patients with Gout and the Impact of Urate-Lowering
Therapies: A Large Population-Based Cohort Study

Louise Crowley, Alyshah Abdul Sultan, Edward Roddy, Christian Mallen, Joanne Protheroe and Lorna Clarson, Research
Institute for Primary Care and Health Sciences, Keele University, Keele, United Kingdom

» JKOTOC:
v'Na ektiunOei o kivduvoc avolac oe acOeveic Pe oupLkn vooo.
v'Noat eKTLUN Ol TUXOV ENiSpaon TNEC UTTOOU PLYOLLULKAC OLYWYHG.

»MéeSodoc:

v Avadpouikr), population based peAétn
v'79097 pe oupikf vooo ( gout exposed)

v’ 276808 xwpic oupki vooo (gout unexposed)
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> AnoteAéouara:

Table I: Incidence rate of all-type dementia, Alzheimer's Discase and vascular dementia per 10,000 years and adjusted hazard
ratios (HR) for gout-cxposed vs uncxposed with 95% confidence imervals (CT)

v } Gout Exposed i Unexposed | Adjusted*®
. Rate 95%C1 Rate 5% Cl - HR 5% C1

All-type Dementia
Overall 356 338, 374 40.7 198 417 0.83 0.78,0.87
Male 257 240,275 30.0 290, 310 081 0.75, 0.57
Female 652 60.6, 7102 726 700,752 085 0.78,0.93
Alrhctmver's Disesse
Overall 04 85, 103 12,6 12.0, 13.1 0.74 0.66, 0.82
Maidc 6.7 £9.77 28 83,94 0.74 0.64, 0.86
EFerrale 17.5 15.1, 201 236 222 25.1 0.74 0.63,087
Vascular Dementia
Owerall 114 104,124 11.0 105,116 0.91 082, 1.00
Male B4 7494 89 84,94 0.83 0.72,0.95
F crnabe 20.5 180,234 173 16.1, 18.7 1.04 0.89, 1.21

*Adjwsted for age, gender (only in overall analysis), Charlsom Comorbidity Index, BMI, smoking and alcokol history

v'H untooupyatpkn) aywyn Sev €8ei€e va emnpedlel to pioko yla dvola ota 3 mpwta Xpovia
Xxopnynong.
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> uunEpacuol:

v'H napoulca PEAETN EVIOXUEL TNV UTLOOEOT WG N UTLEPOUPLYOLLLLOL EXEL
TIPOCTATEUTLKO pOAO avadoplka LE TNV EpAVLION Avolag o€ AcOEVELC LE OUPLKN

VOGO.

v'H UTtOOUPLYOILULKT aywYH) SEV EMNPEACE TO AVWTEPW PLoKO.

v ArtattoUvton HeAETeg mou Ba SLlepeuVioouV TNV ENSpaon MAEOV HOKPOXPOVLAG

XOPyNGNG UTTOOUPLYOLLUIKI G QyWYNG.
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IvopuaAyia

Fibromyalgia Diagnosis and Biased Assessment: Sex, Prevalence, Biology
and Bias

Brian Walitt!, Frederick Wolfe?, Serge Perrot®, Johannes Rasker* and Winfried Hiuser’, 'National Institutes of Health,
National Institute of Nursing Research, Bethesda, MD, ’FORWARD, The National Databank for Rheumatic Diseases,
Wichita, KS, 3Pain Clinic, Cochin-Hoétel Dieu Hospital, Paris, France, 45Faculty of Behavioral Management & Social
sciences, Psychology, Health & Technology, University of Twente, Enschede, the Netherlands, Enschede, Netherlands,
*Department of Psychosomatic Medicine and Psychotherapy, Technische Universitit Miinchen, Munich, Germany

» Backround:
MeyaAn dtakupavon HeEToEV TwV HEAETWV OTNV EKTLHWHEVN entintwon tng FM (0,4%-11%)
MeyaAn SLakUpavVon wWe ITPOC TRV EKTILWHEVN UTEPOXN TWV Yuvalkwv VS avépwv (61-90%).
O HEAETEG YEVIKA £XOUV ATTOTUXEL val SLakpivouv tTnv Ilvopvaldyia pe Baon ta SLoayvwoTtika
kpunpla (CritFM) amoé tnv lvopuadyia mov dtayiyvwoketo amo KAwvikoug (ClinFM).

SN X

» ZKOmoc:
20ykpion CritFM VS ClinFM.
Ektipnon katavoung vooou petaél ¢puAwv.

ENERN



IvopuaAyia

Fibromyalgia Diagnosis and Biased Assessment: Sex, Prevalence, Biology
and Bias

Brian Walitt!, Frederick Wolfe?, Serge Perrot®, Johannes Rasker* and Winfried Hiuser’, 'National Institutes of Health,
National Institute of Nursing Research, Bethesda, MD, ’FORWARD, The National Databank for Rheumatic Diseases,
Wichita, KS, 3Pain Clinic, Cochin-Hoétel Dieu Hospital, Paris, France, 45Faculty of Behavioral Management & Social
sciences, Psychology, Health & Technology, University of Twente, Enschede, the Netherlands, Enschede, Netherlands,
*Department of Psychosomatic Medicine and Psychotherapy, Technische Universitit Miinchen, Munich, Germany

> Médoboul:

v'MeAetiOnkav 3 tAnBucpol:
#1761 acBeveic pe dtayvwon Ivopvadyiac ko PA (selection bias).
"4342 acBeveic pe PA ywpic dtayvwon Ivopuadyiog.
#2435 atopa ano 1o YeVIKO MAnBuouo tng Neppaviag otoug onoiouvc epappdotnkav ta 2016

kputipla yia FM.
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Female
,3_ i
»AnoteAéouara:
v’ 210 1° group >90% ATAV YUVOLKEC g .
’ ’ S Male

v' 52,7% nAnpoucav ta 2016 FM kpitiipla g8
8 .
° 0 10 12 16 20 30

Polysymptomatic distress scale



> ArtoteAéouarta:

v’ Ztouc aoBeveic pe PA mou
Stayvwotnkav pe CritFM, 58.7%

NTOV YUVALLKEC.

v' OLyuvaikeg eixov no éviova

CUMTITTWHOTA TTOVOU.

IvopuaAyia

Females:
Probability __ (

Males: Probability | Diffe

nces in Probability

) or Mean (CI)

Number of participants

T

2,171

Fibromyalgia % 22.1% 15.6% 6.5% (4.2, 8.9%)  38.7%
Generalized pain % 36.8% 32.4% 4.4% (1.5, 7.3%)  53.2%
WPT(0-19) 2.9 4.9 0.7, 1.3)

SSS (0-12) 4.3 3.4 0.9(0.7, 1.1)
Depression % 23.6 19.0 4.6 (2.2, 7.1%)
Headache % 29.9 17.6 11.3 (8.8, 13.8%)
Abdominal pain % 16.2 9.4 6.8 (4.8, 8.8%)

PSD (0-31) 10.2 (1.6) 8.2 (1.6) 2.0(2.2)

Symptom variables

Dry eyes % 46.6 30.1 16.5 (13.6, 19.4%)

Bruising % 42.6 30.4 12.2 (9.3, 15.1%)

Dry mouth % 37.3 25.2 12.1 (9.3, 14.9%)
Paresthesias % 46.2 37.3 8.9 (5.911.8%)

o o :" Female |

v'2T0 group tou yevikoL tAnBuopou, 2% enintwon

tn¢ CritFM!

v 59,2% twv ao0evwv pe CritFM Atav yuvaikeg!!!

A5

Density

0%
L

Y — = =~ Male
| 'ﬁ\ |
|

0 10 20 30
Polysymptomatic distress scale
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> SUUTTEPOOUAL:

v'2e unbiased MANBUOMOUC Ko PLE TN XPrION TWV KPLTNPiwVv, 60% TWV AoOEVWV ATaV

YUvaikeg, avtifeta pe tnv avaloyia 9:1 movu nepypadetol o€ EMONULOAOYLKEG LEAETE.

v'H KAk Stdyvwon th FM unoeKTipud tTnv Untapén TN 0€ AVEPEC KO UTTEPEKTLUA OTLG

YUVOLLKEG.

v'Zuothvetal n xprion Twv 2016 kpttnpiwv yia tnv akpiBéotepn Stdyvwon, Aoyw

NANPOTNTOC MAPAMETPWV IOV epmtepLtéxouv (WPI, SSS).



IvopuaAyia

Improvement in Fibromyalgia Symptoms and Skin Biopsy Results in
Patients with Fibromyalgia and Small Fiber Neuropathy Treated with
Intravenous Immune Globulin Infusion( IVIG)

Samy Met}'asl‘z, Haidy Youssef®, Christina Chen?, Anne Quismorio? and Jennifer Bui’, 'Rheumatology, Clinical Associate
Professor of Rheumatology at USC, Los Angeles, CA, 2Rhc:u1'r1al,u::nl-f:ng;.x:. Covina Arthritis Clinic, Covina, CA, 3internal
medicine, Riverside community hospital/ UCR school of medicine, riverside, CA

» ZKOTOC:
v'Noa peAetnOei n anotedeopatikotnta tng IVIG otn Ospanceia tng Small Fiber Neuropathy (SFN)

o€ acBeveic pe lvopvadyia, T000 UTTOKELUEVIKA (BEATiWON CUUNTWHATWY TWV AcOEVWV) , 0G0 Kot
OLVTLKELUEVLKA (LETPNON TIUKVOTNTAC VEUPLKAG ivag HeTa ano BloPia SEPUATOC PLV KOl LETA

6unvec Oeparneia).
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Improvement in Fibromyalgia Symptoms and Skin Biopsy Results in
Patients with Fibromyalgia and Small Fiber Neuropathy Treated with
Intravenous Immune Globulin Infusion( IVIG)

Samy Met}'asl‘z, Haidy Youssef®, Christina Chen?, Anne Quismorio? and Jennifer Bui’, 'Rheumatology, Clinical Associate

Professor of Rheumatology at USC, Los Angeles, CA, 2Rhc:u1'r1al,u::nl-f:ng;.x:. Covina Arthritis Clinic, Covina, CA, 3internal
medicine, Riverside community hospital/ UCR school of medicine, riverside, CA

> MeJodboc:

v'Open label peAétn 7 atépwv pe FM (ACR criteria), pe cuprtwpatoAoyio SFN (dAyn Katw Akpwv,
atpwbdieg, “tingling”).

v Bloio €pUaATOC KATW AKPWV IPLV KAt 6 LAVEC HETA T Oepaneia.

v'IVIG (2mg/kg) yia 6 prvec.

v EKTLNON TNC UTTOKELMEVIKA G amoteAeopatikotntag pe to patient-filled FIQR questionnaire mpwv

KOLL LETAL TRV aAYWYA.
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> AnoteAéouara:

Results: Revised Fibromyalgia Impact Questionnaire ( FIQR) results before and after treatment:

Patient FIQR score before treatment FIOQR score after treatment Magnitude of improvement change
1 85 27
2 70 48
3 27 0
4 64 41
5 83 38
§) 23.6 9.3
7 78 71
Nerve fiber diameter on skin Biopsy before and after treatment:
Pretreatment upper Post-treatment Magnitude of Pretreatment Post-treatment Magnitude of Net change of

thigh nerve fiber upper thigh nerve change in upper lower leg nerve  lower leg nerve change in lower nerve fiber

Pt diameter fiber diameter thigh nerve diameter  fiber diameter fiber diameter  leg nerve diameter diameter
1 3.9 mm 0.3 mm +5.4 mm 5.3 mm 12.4 mm +7.1 mm +12.5 mm
2 5.0 mm 3.5 mm -1.5 mm (.4 mm 1.6 mm +1.2 mm -0.3 mm

3 3.6 mm 11 mm +7.4 mm 0.4 mm 0.8 mm +H).4 mm +7.8 mm

4 4.3 mm 0.5 mm +5.2 mm 0.3 mm 0.0 mm -0.3 mm +4.9 mm

5 2.6 mm 4.9 mm +2.3 mm 1.2 mm 6.8 mm +5.6 mm +7.9 mm

b 4.6 mm 0.9 mm +35.3 mm 5.5 mm 4.3 mm -1.2 mm +4.1 mm

7 3.0 mm 3.6 mm +(.6 mm 1.5 mm 4.5 mm +3 mm +3.6 mm




IvopuaAyia

Improvement in Fibromyalgia Symptoms and Skin Biopsy Results in
Patients with Fibromyalgia and Small Fiber Neuropathy Treated with
Intravenous Immune Globulin Infusion( IVIG)

Samy Met}'asl‘z, Haidy Youssef®, Christina Chen?, Anne Quismorio? and Jennifer Bui’, 'Rheumatology, Clinical Associate
Professor of Rheumatology at USC, Los Angeles, CA, 2Rhc:u1'r1al,u::nl-f:ng;.x:. Covina Arthritis Clinic, Covina, CA, 3internal
medicine, Riverside community hospital/ UCR school of medicine, riverside, CA

> JUUTEPOCLOL:

v'H IVIG anodeiXOnKe armoteAEGHATIKE TOOO0 0 KAWLIKO 600 Kot tal0oductloAoyiko emninedo oe
acBOeveic pue lvopvadyia kot SFN.
v Artattouvtat HeyaAUTepeg HeAETeC ou Ba eMIBEPALWOOUV TNV AMOTEAEGHOTIKOTNTO TG

OlYyWYNG 0TV UMOSLaYVWOHEVN QUTH Katnyopia acOsvwyv.



