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METHODS (cont) RESULTS (cont)

INTRODUCTION

e Overall survival (OS) of patients (pts) with refractory or
relapsed and refractory multiple myeloma (RRMM) has

Key Eligibility Criteria

Table 1. Patient Characteristics

Response

CONCLUSIONS

e The STRATUS trial demonstrated that in pts with
moderate RI, POM + LoDEX had a manageable safety

population with 91 centers across Europe (Figure 1)

e As of January 23, 2015, 682 pts have been enrolled

Grade 3-4 non-hematologic TEAESs occurring in 2 10% of pts

moderate Rl (CrCl =2 60 mL/min, P = .1644; Figure 3)

_ e All pts had to be refractory to last therapy e Responses were not different across subgroups, with a . L
been extended by treatment (Tx) with newer agents, e > 2 prior therapies With Moderate Rl | Without Moderate RI median follow-up of 12.8 mos (Figure 2) profile and was efficacious
such as lenalidomide (LEN) and bortezomib (BORT)! =<P P ShEIERIE A S SEOLll - | = @0l Sl . | . e Tolerability was similar in pts with or without moderate
e Renal impairment (RI), a major cause of death in this — 2 2 conseculive cycles of LEN and BORT (alone or =2 ek ~ With moderate Ri (Crcl < 60 mL/min): ORR = 33%; Rl and consistent with results from the pivotal MM-002
. % . i inati - median DOR = 6.7 mos . )
pt population, occurs in = 20% - 40% of pts with MM?23 Zldcomblnatlc_)n) vlator th t » o I\/Ie:zhan age (range), yrs 72 (44-88) 63 (37-85) Without moderate Rl (CrCl = 60 mL/min): ORR and MM-003 trials
. — Male, % 45 62 — Without moderate rCl = 60 mL/min): = . .
e |In pts with RRMM that was not successfully treated Squate prior aiylator terapy (S em cetiranspian = _ . _ e ORRs with POM + LoDEX were consistent between pt
. . . [SCT] or =2 4 cycles or progressive disease (PD) ECOG performance status 33%; median DOR = 8.4 mos o . .
with LEN and BORT, pomalidomide (POM) + low-dose following = 2 cycles) 01112, % 36153/ 4714419 groups, despite differences in renal function
dexamethasone (LoDEX) extended progression-free } . ISS stage at study entry e There was a slightly longer median PFS in pts without
survival (PFS) and OS vs high-dose dexamethasone in e All pts must have failed I_'D’O_RT and LEN \/I/11/missing, % 1113874615 2114zlztis Figure 2. Response (IMWG Criteria) moderate RI, but this did not meet statistical
the phase 3 MM-003 trial, which included pts with — Pt progressed on or within 60 days Median fime since diagnosis | ¢ o ¢ o 1) 5.3 (0.6.21.3) significance (P = .1644)
moderate RI (creatinine clearance [CrCl] =245 to — Pt with PR must have progressed within 6 mos (range), yrs | _ aPR  EVGPR  mCR e Two ongoing trials, MM-008 (US) and MM-013 (EU)
< 60 mL/min)? — Intolerant to BORT ?/'Ed'ar)‘ prior Tx regimens 4 (2-15) 4 (2-18) 0 ORR: 33% ORR: 33% are currently evalu’ating POM in pts with RRMM and
: .. _ range - ; 0
— Efficacy of POM + LoDEX was similar across renal e Refractory or relapsed and refractory disease Prior LEN, % 100 100 20 1 1 severe RI
function subgroups in the MM-002 trial, in which pts — Primary refractory: never achieved better than PD to Prior BORT, % 100 100 S
with serum creatinine = 3 mg/dL were excluded® any therapy Prior THAL, % A9 57 2
e Here, we examine the safety and efficacy of POM + — Relapsed and refractory: relapsed after having Prior CFZ, % 4 3 s 2 REFERENCES
LoDEX in pts with RRMM based on their Rl status in achieved = stable disease for = 2 cycles of Tx to Prior SCT, % 48 76 *
the phase 3b STRATUS trial (MM-010) > one prior regimen and then developed PD < 60 LEN refractory, %O 90 96 10 1 1. Kumar SK, et al. Leukemia. 2012;26:149-157.
days of completing last therapy BORT refractory, % 85 83 2. Korbet SM, et al. J Am Soc Nephrol. 2006;17:2533-
LEN and BORT refractory, % 80 80 0 2545
OBJECTIVE Assessments B e, 00 s oo OrCo0y 0 o With Moderate R Without Moderate RI . oo
e Response was assessed using International Myeloma T, treatment CrCl < (Eozgng/mln CrCl 2 §o4213umm 3. Kagtrltls E, et al. Haematologlca. 2007;92:1351-1358.
e To further evaluate the safety and efficacy of POM + Working Group Criteria according to investigator Vedian DOR (27_ ) 214_ ) 4. Weisel KC, et al. J Clin Oncol. 2013;31(suppl)
LOoDEX in pts with RRMM, including those pts with assessment Table 2. Safety Profile ‘?9'5%/2‘ cn (4.93?55) (6:5-T00.481) [a"ostracF 8510; poster presentation].
varying degrees of RI e Renal function was calculated using the Cockcroft- | . 5. Vi R. Clin Lymphoma Myeloma Leuk. 2013;13:5125
With Moderate RI Without Moderate RI Values may not add up to ORR due to rounding. [a NStract P-l?O’ pOSter presentauon]
Gault method TEAE, % CrCl'<60 mL/min | CrCl 260 mL/min Group: ORR, overall resporiss ato; PR, parti response, Rl renal mpaiment, VGPR, very good parta rosponse,
METHODS e Adverse event (AE) severity was graded according to (n = 235) (n = 441)
NCICTCAE v 4.0 Grade 3/4 hematologic TEAEs occurring in = 10% of pts
Study Design TR Neutropenia 15 2 PFS ACKNOWLEDGEMENTS
: : : Febrile neutropenia 4 6 e Median PFS was 3.7 mos for pts with moderate RI .
e STRATUS is a multicenter, single-arm, open-label _ - Anemia 36 28 (CrCl < 60 mL/min) vs 4.7 mog for pts without e \We thank all the patients, nurses, study personnel,
phase 3b trial of POM + LoDEX in a large RRMM pt Baseline Characteristics Thrombocytopenia 23 23 | and investigators who participated in this study

e The authors acknowledge the financial support for this

- Infections 30 31 - -
: and 676 have received POM + LoDEX ons study from Celgene Corporation. The authors received
Study Endpoints - Pneumonia 12 1 Figure 3. PES by Renal Function Status e - - -
Primarv: Safet — 35% of pts had moderate Rl (CrCl < 60 mL/min) Grade 3-4 TEAES of interest ' editorial assistance from MediTech Media (Skye
o : : CL . : : At
Y | Y | e Baseline characteristics were similar across subgroups DVT/PE 3 1 1004 edian PES Geherin, PhD, and Peter Simon, PhD) and printing
. Secon0>|ary I.nC|Uded. Overall response rate with the exception of age, sex, and performance status Peripheral neuropathy | 1 | 1 (95% Cl) support from MediTech Media, sponsored by Celgene
(ggg, _PFI):aSrtlg response [I\;’R]), duration of response (Table 1) ludes e prfera o ooty perheral perrlseory nvropaty, pestioss et 080 Without Moderate Ri 4.7 mos Corporation
’ ’ ’ an eX Osure ] ] ] CrCl, creatinine clearance; DVT, deep vein thrombosis; PE, pulmonary embolism; pt, patient; RI, renal impairment; . CrCl = 60 L/mi . = 443 4.1-5.6
( ) P — Pts with CrCl =2 60 mL/min were more likely to be TEAE, treatment-emergent adverse even fNrth — mt ";I" n=449) (37 )
7] I oderate ./ MOS
younger, male, have better performance status and 2 §60- (CrCl < 60 mL/min; n= 239) (2.9-4.6)
Figure 1. MM-010 Trial Design have had prior SCT vs pts with CrCl < 60 mL/min Table 3. POM Dose Modification Due to AEs and Dose °
— Pts were heavily pretreated, with a median of 4 prior Intensity s 0.40 -
. B .
’ . Tx regimens With Moderate Rl | Without Moderate R S
Pts with Follow-up for CrCl <60 mL/min CrCl 2 60 mL/min T
refractory e ] subsequent Safety (n = 235) (n = 441) A 0.20
or relapsed Tx, OS, and . :
and o SPM until e Grade (Gr) 3/4 hematologic and non-hematologic _ _ N
refractory Intolerable 5 yrs after TR Median Tx duration range,
AE treatment-emergent AEs (TEAES) were similar in pts 16.7 (1-93) 20.3 (1-106) 0.00
MM enrollment of ) _ weeks
(up to 720) last pt with vs those without moderate RI (Table 2) . .
Median relative dose 0.927 0.933 ' ' ' I | | I I | Scan this QR code to receive the PDF file of the poster
— Gr 3/4 deep vein thrombosis and peripheral intensity? | | o 3 6 9 12 15 18 21 24 POSTET.
' Discontinuation due to
Thromboprophylaxis with low-dose aspirin, low-molecular-weight heparin, or neuropathy WETe Infrequent TEAE. % 8 0 Pts at Risk PFS, mos
equivalent was required for all pts e 8% of ptS with moderate Rl and 5% of ptS without : Without 443 251 144 75 48 22 10 6 0
. - - “ I 0
Registered at ClinicalTrials.gov as NCT01712789 and at EudraCTas 2012-001888-78. . . mOderate RI reqUIred dlscontlnuatlon Of POM due tO Reducuon due to TEAE’ /o 20 18 \I\//lv(i)tierate <!
e e PO P35 TEAES (Table 3) Interruption due to TEAE, % 60 62 ModerateRI 2% M7 0431910600
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e Median relative POM dose intensity was consistent
between subgroups (93% in each group, Table 3)

& Relative dose intensity = dose intensity/planned dose intensity.
CrCl, creatinine clearance; POM, pomalidomide; RI, renal impairment; TEAE, treatment-emergent adverse event;

Tx, treatment.

CrCl, creatinine clearance; PFS, progression-free survival; RI, renal impairment.
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