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e 19-10-2019.2upuetoxn oc expert panel apolBouevn ano Roche Hellas
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[MTAPOY2IA2H TTEPI2TATIKOY PEYMATOEIAOY2 APOPITIAO2

e AoBevnc BnAv,71 etwv onpepa, e dtayvwon opoBeTikic peupatostdouc apBpitidoc(Ra-test kai anti-ccp Betika).
e Atoptko avapvnotko:AvoAutidlapia, bupeostdektoun yia kahondn olo Bepoeldbouc.
* Apxikn Stayvwon to 2013.EAaBe Beparmeia pe AepAouvouldn Kol KOPTIKOOTEPOELON

* 9\2014:MoAvapBptida pkpwv Kot peyadwv opBpwoewv akpwv.TKE:117mm\h,CRP:13,38mg\|(5),Das-
score:7,46(17,9,117,70).A0&non tnc 660NC TWV KOPTLKOOTEPOELO WV Ko avikataotaon AedAovvouidng pe
nebotpetatn.Apvnon tng aocBevouc yia Bepareia pe BLoAoyLko mopayovta.

* 6\2015:Pnén axtAAelou tevovTtoc peta amno AP n KivoAovng ylol AoLpwén avarmveuoTtikoU Kal evw Aappave 8 mg
HeBUATpebvIloAovne Kat 15 mg pebBotpetdtnc. XELpOUpPYLKN AITOKATAOTAOH.

e 1\2017:Emavepyetal pe evepyo apBpitida Kapmwv,AKPWY XELPWV,YOVATWV,TTOSOKVN LKWV Kol apOpwogwV Tou
TopooU.ONo auto to Saotnua AapBAaveL tnv napandvw otaBepn Beparmela aAAQ O€ TIEPUTTWOELC EEAPOEWV
QUEAVEL ATTO LoV TNE TAL KOPTLKOOTEPOELO.ETIUTAEOV, OUWC, LELWON KIVNTIKOTNTOC OPLOTEPOU KAPTIOU, KAl TIAQy L
urte€apBpnuata EQO apBpwaoswv,peupatoctdn olibla oe WAEKPOVO,KaL SAKTUAO OKPWV XELPWV LLE TAON awéNong
TOU aplBOU TOUC UE TOV XPOVO.

e TKE:43 mm\h,CRP:10mg\It,DAS-score:6,25(12,9,43,60)



[MTAPOY2IA2H MEPIZTATIKOY PEYMATOEIAOY2 APOPITIAO2

* MNpocOnkn Bepaneiac Golimumab 50 mg

e 7\2017:0onpavtikn BeAtiwon apBpitidocg, TKE:22mm\h,CRP:5 mg]lt,DAS-
score:4(5,1,22,22).Asv umtdpxeL auénon Tw PEVUATIKWY olSiwv.

e 1\2019:TKE:15mm\h,CRP:5 mg\It,DAS-score:2,9(2,0,15,15).161a elkova ard PEVUATIKA
oliéLa

* H aobevnic Aappavel akopa methotrexate 15 mg.

* Exel SlokOeL Ta KOPTLKOOTEPOELSN.



GO FORWARD

AUTAn TuPAn TTOAUKEVTPLKN LEAETN
aELoAoynonc artOTEAECHUATLKOTNTOC KoL
aopalelac tov Golimumab mnopa tnv
Oeparnela pe pebotpetatn.



Efficacy of Golimumab in Patients With Active RA Despite MTX:

Coprimary End Points (GO-FORWARD)?!
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Compared with PBO patients, significantly more GLM patients achieved an ACR20 response at Week

14 (this finding was supported by the secondary end point, ACR50) and GLM patients had
significantly greater improvements in median HAQ-DI.

3GO-FORWARD was a multicenter, randomized, double-blind, PBO-controlled study (N=444) in patients with active RA despite MTX therapy; GLM was
administered as a subcutaneous injection.

RA=rheumatoid arthritis; MTX=methotrexate; GO-FORWARD=Golimumab in Patients With Active Rheumatoid Arthritis Despite Methotrexate Therapy;
ACR=American College of Rheumatology; PBO=placebo; GLM=golimumab; HAQ-DI=Health Assessment Questionnaire-Disability Index.

1. Keystone EC et al. Ann Rheum Dis. 2009;68:789—-796.



Efficacy of Golimumab in Patients With Active RA Despite MTX:

ACR Responses (GO-FORWARD)

ACR at Week 24
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Compared with PBO patients, significantly more GLM patients achieved ACR20,

ACR50, and ACR70 responses (secondary end points) at Week 24.

3GO-FORWARD was a multicenter, randomized, double-blind, PBO-controlled study (N=444) in patients with active RA despite MTX therapy; GLM was
administered as a subcutaneous injection.

RA=rheumatoid arthritis; MTX=methotrexate; ACR=American College of Rheumatology; GO-FORWARD=Golimumab in Patients With Active Rheumatoid
Arthritis Despite Methotrexate Therapy; PBO=placebo; GLM=golimumab.

1. Keystone EC et al. Ann Rheum Dis. 2009;68:789—796.



Efficacy of Golimumab in Patients With Active RA

Despite MTX: DAS28 (GO-FORWARD)?
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Compared with PBO patients, significantly more patients receiving GLM achieved DAS28

(ESR) response or remission (secondary end points) at Week 24.

3GO-FORWARD was a multicenter, randomized, double-blind, PBO-controlled study (N=444) in patients with active RA despite MTX therapy; GLM was
administered as a subcutaneous injection.

RA=rheumatoid arthritis; MTX=methotrexate; DAS28=Disease Activity Score in 28 joints; GO-FORWARD=Golimumab in Patients With Active Rheumatoid

Arthritis Despite Methotrexate Therapy; ESR=erythrocyte sedimentation rate; EULAR=European League Against Rheumatism; PBO=placebo;
GLM=golimumab.

1. Keystone EC et al. Ann Rheum Dis. 2009;68:789—796.



GO FORWARD

AVOLKTN ETEKTAON N OTtoLla LEAETA TNV
QTTOTEAECHATIKOTNTO KAl TNV aoPaAELA TOU
Golimumab otnv nevrastia



Efficacy of Golimumab Maintained at 5 Years in Patients With

Active RA Despite MTX (GO-FORWARD)!

100 - Efficacy at 5 years

80

69,7

Patients, %

PBO = GLM + MTX GLM 50 mg + MTX
(n=133)2 (n=89)°

GLM 100 mg + MTX
(n=89)P

B ACR20 W ACR50 ™ ACR70

The persistence rate in the GO-FORWARD study through 5 years was
70.5% (313/444).

apatients switched to GLM at Week 16 or 24; PAfter Week 52, patients could receive GLM 50 mg or 100 mg, and MTX could be
added/adjusted.

RA=rheumatoid arthritis; MTX=methotrexate; GO-FORWARD=Golimumab in Patients With Active Rheumatoid Arthritis Despite
Methotrexate Therapy; PBO=placebo; GLM=golimumab; ACR=American College of Rheumatology.

1. Keystone E et al. J Rheumatol. 2016;43:298—-306.



Efficacy of Golimumab Maintained at 5 Years in Patients With

Active RA Despite MTX (GO-FORWARD)!
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3Intent-to-treat analysis was performed: (1) missing baseline values for continuous variables were replaced with the median value, and
last observation carried forward methodology was applied to missing postbaseline values, and (2) patients who discontinued the study

agent because of unsatisfactory therapeutic effect were considered nonresponders; bPatients switched to GLM at Week 16 or 24; cAfter
Week 52, patients could receive GLM 50 mg or 100 mg, and MTX could be added/adjusted.

RA=rheumatoid arthritis; MTX=methotrexate; GO-FORWARD=Golimumab in Patients With Active Rheumatoid Arthritis Despite

Methotrexate Therapy; DAS28=Disease Activity Score in 28 joints; CRP=C-reactive protein; EULAR=European League Against Rheumatism;
PBO=placebo; GLM=golimumab.

1. Keystone E et al. J Rheumatol. 2016;43:298—-306.



BM) Open Effectiveness and safety of golimumab

in patients with rheumatoid arthritis,
psoriatic arthritis and ankylosing
spondylitis under real-life clinical
conditions: non-interventional GO-
NICE study in Germany

K. Kriger, G. R. Burmester, S. Wassenberg, M. Bohl-Buhler, M. H. Thomas, BMJ Open 2018;8



Disease activity (DAS 28) over time in RA patients-GO-NICE

In RA patients, DAS28
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Legend: DAS28: Disease Activity Score, 28 joints

K. Krlger, G. R. Burmester, S. Wassenberg, M. Bohl-Buhler, M. H. Thomas, BMJ Open 2018;8



Percentages of RA patients with high, moderate, low
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K. Kruger, G. R. Burmester, S. Wassenberg, M. Bohl-Buhler, M. H. Thomas, BMJ Open 2018;8
Legend: DAS28= Disease Activity Score, 28 joints. High disease activity (HDA): DAS28 > 5.1, moderate disease activity (MDA): 3.2 <
DAS28 < 5.1, low disease activity (LDA): 2.6 < DAS28 < 3.2, remission: DAS28 < 2.6



Fig.4 EQ-5D-3L: Euro-QoL Il RA
descriptive system of health-
related quality of life states
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Kruger K. et al, Rheumatol Internat 2019 39:131-140



Functional ability (mean FFbH
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Fig. 5 FFbH: Funktionsfrage-
bogen Hannover. 0 represents
minimal function. 100 optimal
function
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Fig.6 FACIT-Fatigue: func-
tional assessment of chronic
illness therapy-fatigue. On the
FACIT-F. 0 points represent the
worst and 52 the highest pos-
sible state with regard to fatigue



RA patients
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Fig. 3 EQ visual analogue scale
(EQ VAS) from 0 = “worst
imaginable health state’ to 100
= ‘best imaginable health state’.
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Kruger K. et al, Rheumatol Internat 2019 39:131-140
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OBSERVATIONAL RESEARCH

Factors associated with long-term retention of treatment
with golimumab in a real-world setting: an analysis of the Spanish
BIOBADASER registry

Maria V. Hernandez' - Carlos Sanchez-Piedra? - Blanca Garcia-Magallon? - Eduardo Cuende® - Javier Manero® -
Cristina Campos-Fernandez® - Raquel Martin-Domenech’ - Javier del Pino-Montes® - Sara Manrique? -

Maria C. Castro-Villegas'® . Dolores Ruiz-Montesinos'! . Fernando Sanchez-Alonso? - Federico Diaz-Gonzalez!?.
Luis Cea-Calvo' . Juan J. Gémez-Reino' - On behalf of the BIOBADASER Study Group



Kaplan-Meier survival estimates
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Fig.1 Rate of retention of treatment with golimumab according to
the underlying rheumatic disease (log-rank p=0.070)

Hernandez M.et al, Rheumatol Int.2019 Mar;39(3):509-515

Kaplan-Meier survival estimates
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Drug survival on tumour necrosis factor inhibitors in patients with
rheumatoid arthritis in Finland

KJ Aaltonen’, JT Joensuu®’, L Pirila®, M Kauppi®?, T Uutela®, T Varjolahti-Lehtinen®, T Yli-Kerttula’, P Isoma&ki®®,
D Nordstrom®'?, T Sokka'"'"

To golimumab £0¢1Ee kaAUTeEPN emIRiwon oe oxéon Pe Ta infliximab kai certolizumab
pegol kal TouAdyioTov TTapouola pe Ta adalimumab kai etanercept ota 3 érnt

— Finish reqgistry: 2,687 ac0Oeveig

Drug survival K-M plot

= » To Simponi £d€IEE TO PMIKPOTEPO TTOCOOTO
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g ° « Ta Infliximab (HR 2.2, 95% Cl 1.6-3.1)
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2 84 1.3-2.6) £deitav pIkpOTEPN ETTIRIWON O€
£ oxéon e 1o golimumab
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@ 8 adalimumab (HR 1.3, 95% CIl 0.99-1.8)
Adalimumab kal etanercept (HR 1.4, 95% CI 0.99—
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Ta amoteAéopata mou MapoucLalovTal TIPOEPXOVTAL A0 HEAETN KOOPTHG KO OXL ATlO TUXOLOTIOLNUEVN LEAETN AUECNG CUYKPLONG TWV BEPATIEVTIKWY TIOPAYOVIWV.

Aaltonen KJ, et al,Scand J Rheumatol 2016;1-5.
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Treatment persistence among patients with immune-mediated
rheumatic disease newly treated with subcutaneous TNF-alpha
inhibitors and costs associated with non-persistence

- - 2 -y . 3 . - - E,
Johan Dalén' - Axel Svedbom'? - Christopher M. Black® - Ramon Lyu® * Qian Ding” -
s TN T -, . 3
Shiva Sajjan® - Vasilisa Sazonov* - Sumesh Kachroo’

2.0UNdIKA avadPOMIKN MEAETN TTAPATIPNONS KOOPTAG, TTOU agIOAOYNOE TNV TTapaovh oTn Bepartreia e uTTodOPIoUC
avTlI-TNFa Trapayovteg (ADA, ETA, CZP, kai GLM) ota 3 £€1n o€ naive o€ avti TNFa aoBeveic ue PA, AZ i YA

Aedopéva atd apxeia aoBevwyv otn Zoundia Kal agloAdynon Kal TG XPHongS Twv TTOPWYV TOU CUCTIAUATOG UYEIQG
(HCRU) ka1 TnG mBavAG oUoXETIONGS TNG ME TRV W TTapapovr) (HCRU: €10Ikr) @povTida o€ eCWTEPIKA 10TPEIQ,
voonAegia, xprijon yn DMARDs

Opiouo¢ un apauovng: Mn ouvrayoypdenon arro 1o 1EA0¢ TnS TeAsutaiac ouvraync uéxpl kai 60 NUEPES LUETA TV nuUEPOUNVIa TS TEAEUTAIas ouviaynsg

(N=4903; 754 acbeveig EAaBav GLM, 1823ADA, 1704 ETA, 622 CZP)

Dalén J, Svedbom A, Black CM et al. Rheumatol Int. 2016;36(7):987-995



H Trapapovn otn Bgpartreia e golimumab givai
OTATIOTIKA UYPNAOTEPN ATTO O,TI M€ etanercept i
adalimumab oTa 3 €Tn

(b) PSM - GLM vs. ADA (c) PSM - GLM vs. ETA
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H mrapauovr) otn Bepartreia e 1o golimumab ota 3 £1n ATav ap1OuNTIKG aAAd Oxi
OTATIOTIKA UWPnAOTEPN aT1Td OTI UE To certolizumab pegol, (p=0.634, N=924).
H un TTapapovi) KooTilel TTEPICCOTEPO OTO CUCTNHA UYEING

To amoTeAECUATA TTOU TTAPOUGCLALOVTOL TIPOEPXOVTAL ATIO NTPWO a0BeVWY Kal OXL aTtO TUXLOTIOLNEVN UEAETN AECNC CUYKPLONG TWV BEPATIEVTIKWVY TTOPAYOVTIWY, EMOUEVWE §EV UTIOSELKVUOUV CUYKPLON UETAEU QUTWV.
Dalén J, Svedbom A, Black CM et al. Rheumatol Int. 2016;36(7):987-995, supplement



Persistent (n = 1793) Non-persistent (n = 1327) p value

HCRU costs 12 months prior to initiation (USD)*

Specialized outpatient care 2291 (1794) 2492 (1860) <0.001

Inpatient care 1240 (3629) 1978 (4671) <0.001

Non-DMARD medication 565 (971) 764 (1566) <0.001

Total ' 4096 (4872) l 5234 (6205) <0.001
HCRU costs 12 months post-ini

Specialized outpatient care 1635 (1326) 2506 (2082) <0.001

Inpatient care 944 (3410) 2691 (6496) <0.001

Non-DMARD medication 531 (911) 829 (1861) <0.001

Total 3109 (4366) 6026 (8398) <0.001
Difference in HCRU costs post- and prior initiation (USD)®

Specialized outpatient care —656 (1794, p < 0.001) 14 (2038, p = 0.190)

Inpatient care —297 (4234, p < 0.001) 713 (6496, p = 0.001)

Non-DMARD medication —34 (548, p<0.001) 65 (929, p = 0.180)

Total —987 (5013, p < 0.001) 793 (7540, p = 0.105)

Ta QMOTEAEGUATA TTOU TIOPOUOLALOVTOL TIPOEPYOVTOL OTTO UNTPWO OLOOEVWV Kol OXL artd TUXOLOTIOLNUEVN HEAETN AUECNG CUYKPLONG TWV BEPATTEUTIKWY TTapaydVIwyY, EMOUEVWE §EV UTIOSELKVUOUV GUYKPLON UETALY QUTWV.
Dalén J, Svedbom A, Black CM et al. Rheumatol Int. 2016;36(7):987-995, supplement
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Dalén J, Svedbom A, Black CM et al. Rheumatol Int. 2016;36(7):987-995, supplement



