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INTRODUCTION RESULTS (cont) LIMITATIONS

e Published trial data shows that ruxolitinib reduces splenomegaly and improves both - ot : : P : * As in many retrospective medical record abstraction studies, in our study, the
splenorgegal;grelatdec;l] a?]d n?(nspleln?rg]egaly(;\;leé)e:tgd symptoms in patients with Table 1. Patient Characteristics PSS Cat Figure 1. Spleen Size Distribution patients selected were those who were convenient to sample; therefore, our
intermediate-2— and high-risk myelofibrosis ' _ , : : : : : study findings may not be generalizable to the overall low- or intermediate-1-

e However, few trial-based assessments of ruxolitinib in patients with lower-risk (ie, All Patients Low Risk Intermediate-1 Risk 100 (A) Patients With Low-Risk MF (n = 25) (B) Patients With Intermediate-1 MF (n = 83) risk MF populations in the United States
low- and intermediate-1-risk) MF have been conducted to understand whether they (R (n = 25) (n = 83) .. .. : . _
too would benefit from ruxolitinib treatment, and no studies to date have made such nnn B Don’t know * Only physicians who .a greed to participate in the stgdy Cont”bUt?d. data; .
assessments in a real-world population 0 0 0 90 therefor_e, these |.ohyS|C|a.ns may not be rgpresentatlve of all physicians treating

 In this study, we assessed changes in spleen size and symptoms during ruxolitinib 30 B Severe splenomegaly: IO.W_ o |nt.ermed|.ate—1.—r|_sk MF.m the United Sta.te.s |
treatment for lower-risk MF patients in real-world clinical settings < 65 years 91 84.3 25 100.0 66 795 > 20 cm can be e Finally, while no time limit was imposed on phySIClanS. for the CF)rT.lplethl:] of

. 7 57 0 0.0 7 205 -2 20 palpated individual case report forms (CRFs), the CRF was designed to limit the time
> 0 el ' ' ' D burden its use imposed; therefore, the scope of information that could be
METHODS Sex T g B Moderate collected in this study was limited and it is possible that additional information
Male 79 66.7 15 60.0 57 68.7 = splonomedal: could have contributed further to the study findings

* This was a retrospective, observational review of anonymized medical record data Female 25 13 3 10 100 2% 31 3 o 0 palpated
collected in January 2014 by 49 hematologists and oncologists in the United States ' ' ' =%

e Patient inclusion criteria were: Race/ethnicity s 4 Verv mild or mi DISCUSSION AND CONCLUSIONS

D y mild or mild
1. Diagnosed with lower-risk MF (International Prognostic Scoring System [IPSS] White 79 73.1 21 84.0 58 69.9 O 20 splenomegaly: < 10 cm
score of 0 or 1) Black 16 148 ) 3.0 14 16.9 o can be palpated e Results presented here indicate that lower-risk MF patients
2. First treated with ruxolitinib > 3 months before the medical record abstraction date S— ' ' ' 20 may indeed benefit from treatment with ruxolitinib, particularly
3. > 18 years of age at ruxolitinib initiation Hispanic 10 J.3 0 0.0 10 12.0 N ﬁg'gg{&gﬁ;gﬂpab'e’ in splenomegaly reduction and improvement in both
4. Complete medical history from MF diagnosis until the medical record abstraction Other 2 1.9 1 4.0 1 1.2 10 20% 17% splenomegaly splenomegaly-related and non-splenomegaly-related symptoms
date | | | | Don’t know 1 0.9 1 4.0 0 0.0 0 * Reductions in spleen size reported here may be a conservative
5.. Never enrolled in an MF-related interventional trial | o | MF type at diagnosis At MF Diagnosis At Ruxolitinib Best Response At MF Diagnosis At Ruxolitinib Best Response estimate of the maximum spleen size reduction that each patient
e Minimum quotas of n = 50 and n = 25 were set for patients with intermediate-1- _ Initiation While on Ruxolitinib Initiation While on Ruxolitinib experienced during ruxolitinib treatment, since the majority of
and low-risk MF, respectively, with a predetermined maximum of 110 patients in the Primary MF 88 81.5 20 60.0 68 61.9 patients were still on ruxolitinib at last follow-up; with longer
combined total i : L - :
* Spleen size and symptoms were retrospectively observed at MF diagnosis, at \Ijgrsat I\ﬁglycythemla 10 93 3 120 ! 8.4 - - s ctrihait fo(l)lolv(\jl-#:‘,’eltgzg: s(;sbllsaleen;de‘ldat an even more favorable response
ruxolitinib initiation, and at best response while on ruxolitinib : Flgure 2. Symptom Prevalence and Severlty Distribution WOR _
) b - - e - - Post-essential 9 8.3 2 8.0 7 8.4 * For the same reasons noted above, symptom improvements

— “At best response” defined as the time at which the patient’s disease manifestation thrombocythemia MF ' ' ' rted in this stud I t " timat
reached its most improved status during the time the patient was observed on , reporte In_ IS s_u Y may also represen cons_,erva ive e_s Imates
ruxolitinib, even if ruxolitinib treatment was continuing at the time the medical Don’t know 1 0.9 0 0.0 1 1.2 (A) Patients With Low-Risk MF (n = 25) of the maximum improvements that each patient experienced
record abstraction was performed JAK2 V617F mutation test result during ruxolitinib treatment

e Spleen size was captured via predefined categories of no splenomegaly (spleen not et 74 63.5 14 56.0 60 79 3 1e- B Unknown e Only 1 previous study (the ROBUST trial), published by Mead
palpable), very mild or mild splenomegaly (< 10 cm palpated), moderate splenomegaly : 11 44% et al in 2014° has sought to assess in a clinical trial setting
(10-20 cm palpated), or severe splenomegaly (> 20 cm palpated) Negative 21 Jsk d 23.0 J e 0% a0 “0% 20% B Severe the possible therapeutic benefits of ruxolitinib in patients with

e Symptoms of interest included those captured in the Myeloproliferative Neoplasm Test not done 3 2.8 1 4.0 2 2.4 10 lower-risk MF. This study showed that half of patients with
Symptom Assessment Form (MPN-SAF; general fatigue, night sweats, early satiety, T — 10 93 3 12.0 7 34 E 36% 36%  36% 36% ' Moderate intermediate-1-risk MF who received ruxolitinib achieved a
abdo.E'”al %a'”’ twe'ght loss, gCh'n dg/ pru”ug?" alnd ?One pa'g)’ ;Vh,'(Ch Wﬁf[.e categ.o:Lzed T = 0 ild reduction in spleen size of at least 50% at week 48 (vs baseline)

-T-E m|t ,dmo era::I e, or. ste.ver.e aa:,e on r(r;e ica Ino e§ re.ccir et tg tgac ime poin . % o 32% R R R (o e
o e study was descriptive in nature, and so only univariate statistics were presente _ .
y P y P :-rlrlerrrrlll?rr:o deficioncy ) - 0 0.0 ) >4 s 28%  28%  28% e Mead et al also reported improvements in disease-related
virus/AIDS ” . . pa% symptoms, as assessed using the Myelofibrosis Szmptom
R ESU LT S Cerebrovascular £ 6- Assessment Form (MFSAF), for more than half (57%) of
disease 5 4.6 1 4.0 4 4.8 ;—-;_, - 20%  20% . iIntermediate-1-risk patients treated with ruxolitinib
Patient Characteristics Chronic pulmonary s e Taken together, the findings reported by Mead et al and the data
. 9 8.3 1 4.0 8 9.6 S 4 that our study collected from a real-world setting are consistent

e A total of 108 patients were included in the study (25 with low-risk MF and 83 with disease é 120 y 9

intermediate-1-risk MF; Table 1 ' | °
ed ) Congestive heart 0 00 0 00 0 0.0 3 3

e Ruxolitinib start dates spanned January 2012 to November 2013 failure

e All low-risk MF patients were < 65 years of age, and nearly 80% of intermediate-1-risk Connective tissue 2"

MF patients were < 65 years of age disease 4 3.1 1 4.0 3 3.6 . % 4%

e The majority of patients in both risk groups (60% and 69%, respectively) were male e 3 08 0 0.0 3 36 . 1. Yveﬁfgﬁen‘} ¢9Sc7" “SS?Z -g/éb G%Iéb 8J(,) 7Levy RS, Gupta V, DiPersio JF. A double-blind, placebo-controlled trial of ruxolitinib for myelofibrosis.

° A higher proportion of inte.r media.te_1_ri8k patients were positive for the JAK2 V617F Hemiplegia 2 19 0 0.0 2 2 4 ) At MF At | Best AtMF | At | Best At MF At | Best At MF At | Best At MF At | Best At MF At | Best At MF At | Best 2. Harrison CN, Mesa I%A, K.iladjian JJ, et al. Health-related quality of life and symptoms in patients with myelofibrosis treated with ruxolitinib
muta'non (72%) than |OW-r|Sk paﬂents (56%) . . . Diagnosis Tﬁﬁg{fg'nb Resgrc])nse Diagnosis T#églfg:]b Resggnse Diagnosis Tﬁéggghb Resggnse Diagnosis Tﬁﬁg{fghb Resggnse Diagnosis Rﬁﬁﬁg:}b Resggnse Diagnosis Flkrtljl);ggg:]b Resgr?nse Diagnosis Tﬁég{}g;b Resggnse versus best available therapy. Br J Haematol. 2013:162:229-239.

' Pk PR IVE 5 ' Ruxolitinib Ruxolitinib Ruxolitinib Ruxolitinib Ruxolitinib Ruxolitinib Ruxolitinib 3. Cervantes F, Dupriez B, Pereira A, et al. New prognostic scoring system for primary myelofibrosis based on a study of the International

° H th)) errt]er)sll(on was thze4$03tlcommﬁn Comorbgjétg (fro.m the C dh.arlsan (.:Okmort.)ldlty IndeXx ) Ma“gnant Iymphoma 1 09 0 0.0 1 1.2 General Fatigue Night Sweats Early Satiety Abdominal Pain (left subcostal) Weight Loss Iltching/Pruritis Bone Pain Working Group for Myelofibrosis Research and Treatment. Blood. 2009;113:2895-2901.

IN botnh risk groups: o In low-risk patients, o In Intermediate-1-risk patients Malignant solid 4. Scherber R, Dueck AC, Johansson P, et al. The Myeloproliferative Neoplasm Symptom Assessment Form (MPN-SAF): international prospective

e Most patients (low-risk, 92%; intermediate-1-risk, 77%) were still receiving ruxolitinib tumor 3 2.8 1 4.0 2 2.4 validation and reliability trial in 402 patients. Blood. 2011;118:401-408.

' ' ., : - : 5. Charlson ME, Charlson RE, Peterson JC, Marinopoulos SS, Briggs WM, Hollenberg JP. The Charlson comorbidity index is adapted to predict
treat,ment atthe medlce_ll, r.ecord abStra(?tlon date _ _ _ Liver disease / 6.5 1 4.0 6 7.2 (B) Patients With Intermediate-1-Risk MF (n = 83) costs of chronic disease in primary care patients. J Clin Epidemiol. 2008;61:1234-1240.

* Median observed ruxolitinib exposure time was approximately 8 months in both risk . 6. Mead A, Clark R, Chacko J, et al. Response to ruxolitinib in patients with intermediate-1, intermediate-2 and high-risk myelofibrosis: results
groups Mild 6 5.6 1 4.0 5 6.0 gg: 66% of the UK ROBUST trial. Poster presented at: 19th Congress of the European Hematology Association; June 12-15, 2014; Milan, Italy.
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Myocardial infarction 2 1.9 0 0.0 2 2.4 50- DISCL RE

e Inlow-risk patients, the combined proportion of patients with moderate or severe Perinheral vascular jg: 55% Sc OSU S
splenomegaly (> 10 cm palpated spleen) decreased from 64% at MF diagnosis to 16% e egse 1 0.9 0 0.0 1 1.2 = 44- 519, Davis: Employee of RTI Health Solutions, which received research funding for this work from Novartis Pharmaceuticals Corporation. Kaye:
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e Similar findings were observed for intermediate-1-risk patients: The proportion with Ulcer disease 1 0.9 1 4.0 0 0.0 E 38— 46% Off-Label Use: The study discusses use of ruxolitinib in patients with lower-risk (IPSS 0 or 1) MF in real-world practice; currently, ruxolitinib is
moderate or severe splenomegaly decreased from 53% at MF diagnosis to 10% at Diabetes 17 15.7 2 30 15 18.1 P 36- 1% 42% indicated in the United States only for the treatment of higher-risk MF (IPSS >1).
best response (Figure 1B) . 5 9%

With end-organ = 324 37% 37% 37% . . . .
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e |n low-risk patients (Figure 2A), general fatigue, night sweats, and early satiety were daltnggge d-orga 118 13.3 1 4.0 14 16.9 T 2- L — .
the 3 most commonly reported symptoms, experienced by one-third to nearly one-half _ 5 oo Text Message (SMS)
of patients, depending on the observation point and symptom examined Hypertension 35 32.4 6 24.0 29 34.9 = s 22% Text Q68194

e |n intermediate-1-risk patients (Figure 2B), general fatigue, night sweats, and weight Depression / 6.5 0 0.0 / 8.4 £ 12: 17% to: BNOVA (86682) US Only
loss were the 3 most commonly reported symptoms, experienced by approximately e . 36 233 11 44,0 o5 30 1 — 23% 18% 18%
one-half to two-thirds of patients, depending on the observation point and symptom ' ' ' 10+ +18324604729 North, Central, and
examined Other 0 0.0 0 0.0 0 0.0 o " (y South Americas; Caribbean; China

e For most symptoms, distinct shifts in symptom severity from more severe to less Don't know g 7 4 4 16.0 4 4.8 4- . .
severe were observed in both low-risk and intermediate-1-risk patients, proceeding Still litinib at last available foll (2)‘ +447860024038 UK, Europe and Russia
from MF diagnosis through best response while on ruxolitinib Il on ruxolitinib at fast available Tollow-up L AWE A B AWE | A | Bes e | A | Best I AE | AL Bes AWE A B I +46737494608 Sweden and Europe

, . , . , , 1agnosIS UXO |_n| esponse 1agnosIS UXO |_n| esponse 1agnosIS UXO I_I’II esponse 1agnosIS UXO |_n| esponse 1agnosIS UXO |_n| esponse 1agnosIS UXO |_n| esponse iagnosis uxoltni esponse
— In |OW-I’|Sk. pa-nents with fa“gue, for examp|e., the peror'non with moderat.e. O.r Yes 87 80.6 23 92.0 64 7.1 Initiation Ruxglri]tinib Initiation Ruxgl?tinib Initiation Ruxglri]tinib Initiation Ruxc())Iri]tinib Initiation Ruxglri]tinib Initiation Ruxgl?tinib Initiation Ruxglri]tinib Scan this QR code
Severe fatl_gu_e decrea§ed from 90% _at MF dlagnOSIS tO 37% at beSt rUXOIItmIb NO 15 139 2 80 13 157 General Fatigue Early Satiety Weight Loss Night Sweats Abdominal Pain (left subcostal) Bone Pain Itching/Pruritis . ]
response; in intermediate-1-risk patients, the decrease was from 76% at | @ Visit the web at:
MF diagnosis to 42% at best response. For most other symptoms, similar Don't know 6 5.6 0 0.0 6 1.2 http://novartis.medicalcongressposters.com/Default.aspx?doc=68194
Improvements in severity distribution were observed IPSS, International Prognostic Scoring System; MF, myelofibrosis. Standard data or message rates may apply.
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