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CONCLUSIONS

× B cellsare efficiently depleted in most patients within 24 hours of receivingthe first doseof ublituximab, with 99% depletion by all patients by week 4 and
maintainedthe significantreductionat Week24(6 months; N=24).

× NKcellsaresignificantlyreducedwithin 24hrsof receivingthe first doseof ublituximab, indicativeof exhaustiondue to their role in ADCCof the Bcells.
× Modest decreasein the percentageof Tcellsat 24hoursof receivingthe first doseof ublituximab, but this appearsto be due to an increasein monocytes,likely

due to the bonemarrow increasingmonocyteoutput due to lossof Bcells.
× Thefluctuation in NKcells,Tcellsandmonocytesthat occurredin responseto Bcell depletion is correctedwithin 4 weekspost initial ublituximab treatment.
× Dueto the sustainedB cell depletion, there is no significantaffect of ublituximab treatment at Week24 on the NKcells,T cellsor monocytes,illustrating the

immunehomeostasisin the non-Bcell.
× At Week24, 96%of subjectswere confirmedrelapsefree and 79%of subjectsshowedimproved or stableEDSS. Detailedclinical resultsare provided in Poster

#793(26October2017).
× Ublituximabis well tolerated anddemonstratesrapid androbust Bcell depletion with shorter infusion times.
× Thesedata support the recently announcedinternational Phase3 programevaluatingTG-1101(ublituximab) for the treatment of relapsingforms of Multiple

Sclerosis(RMS). ThePhase3 trials, entitled ULTIMATEI andULTIMATEII, arebeingconductedunder SpecialProtocolAssessment(SPA)agreementwith the U.S.
FoodandDrugAdministration (FDA)andwill be led by LawrenceSteinman,MD, of StanfordUniversity.

RESULTS

CD19+ B cells
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Treatment time point. * p<0.05, ANOVA with Bonferroni's Multiple Comparison Test
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CD3+ T cells
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CD56+ NK Cells
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Treatment time point. * p<0.05, ANOVA with Bonferroni's Multiple Comparison Test
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Monocytes
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Strategy to Identify Immune Cell Populations

Flow Cytometric Analysis of Immune Cell Populations over 6 Months

B cells are depleted ~99% at 4 weeks, meeting the primary end point.  T cells, NK cells and monocytes normalize by 4 weeks and remain stable over 6 month analysis.

Immune homeostasis is restored and maintained 
in the T cell, NK cell and monocyte populations.
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×Ublituximab(UTX; TG-1101) is a novelchimericmonoclonalantibody(mAb) that targetsa uniqueepitopeon the CD20
antigen. It is also glycoengineeredto enhanceaffinity for all variantsof �&���v�Z�/�/�/��receptors,thereby demonstrating
greaterantibody-dependentcellularcytotoxicity(ADCC)activitythan rituximabandofatumumab.
×In in vitro studies,ublituximabdemonstrated100 times greaternatural killer (NK)-cell-mediatedADCCthan rituximab
in patient-donorCLLcells(LeGarff-Tavernieret al, 2011).

×TG1101-RMS201 (NCT02738775) is a 52 week randomized,placebocontrolled, multi-center study to test the safety and
efficacyof ublituximab,at dosesmarkedly lessthan those used in ongoingPhase3 oncologystudies,and at a range of
infusiontimes,with a goalof rapid infusions.
×Toqualify for the study,subjectsneededto havea diagnosisof relapsingMS,by 2010McDonaldCriteria,and haveeither
one confirmedMSrelapsein the pastyear,2 relapsesin the pasttwo years,or at leastone activeGdenhancingT1 lesionat
the screeningMRI. Otherinclusion/exclusioncriteriaweredetailedin the studyprotocol.
×Primaryendpoint is the RespondersRate,definedaspercentof subjectswith �H95%reduction in peripheralCD19+ B-cells
within 2 weeksafter the secondinfusion(day15).
×Additionalclinicaland radiologicalmeasuresof efficacyare beingevaluated. Herein,we report the preliminarysafetyand
efficacyat 24weeksof the 48weekstudy,in the first three patient cohorts.

Binding Epitopes of Anti-CD20 Antibodies

CD20

×Todate,over 600patientswith variousB cell malignancieshavebeentreated with ublituximaband two multicenter
PhaseIII trials are complete or in progress(GENUINEand UNITY,respectively). Completedoncologystudieshave
demonstratedrobustactivity,with excellentsafetyandtolerability.
×Theobjectivefor the ublituximabRMSprogramis to determinewhether the enhancedADCCpotencyof ublituximab
cantranslateinto additionalclinicalbenefitsfor MSpatients,in the form of lower dosesandfaster infusiontimesthan
currentanti-CD20 infusedtherapies.

×Patients were enrolled sequentially in treatment 
cohorts 1, 2 and 3 and randomized 3:1 to ublituximab
or placebo.
×Ublituximab or placebo was administered via 
intravenous infusion at the doses and rates shown.
×At study day 28, placebo patients were unblinded
and, after re-screening,receivedthe active drug and
assessments,asshownhere.
×Peripheralblood sampleswere collected for B-Cell
measuresand safety labsat the intervalsshownhere
(B-Cellanalysesarereportedhereup to week25).
×An Independent Data Safety Monitoring Board
(DSMB)reviewed laboratory and clinical safety data
from the first two subjects of each cohort (one
ublituximabandoneplacebo).

Randomization Treatment Period 

Cohort 
Subjects and 

treatment 

Day 1/ 

infusion 

time  

Day 15/ 

infusion time  

Week 24/ 

infusion time  

1 

Placebo (n=2) Placebo / 4h Placebo / 3h -

UTX (n=6) 150 mg / 4h 450 mg / 3h 
450 mg / 

1.5h 

2 

Placebo (n=2) Placebo / 4h 
Placebo / 

1.5h 
-

UTX (n=6) 150 mg / 4h 
450 mg / 

1.5h 
450 mg / 1h 

3 
Placebo (n=2) Placebo / 4h Placebo / 1h -

UTX (n=6) 150 mg / 4h 450 mg / 1h 600 mg / 1h 

Study Cohorts: Doses and Infusion Times

INTRODUCTION

Methods & Study Design
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Baseline Demographics 

Cohort Subjects and Treatment Age (Years)1
Gender

(% Female)

Disease 

Duration (Years)1,2

1
Placebo (n=2) 39±14 50% 15.5±20.4

UTX (n=6) 43±12 67% 7.1±7.3

2
Placebo (n=2) 44±1 0% 0.9±1.2

UTX (n=6) 33±10 100% 5.3±6.4

3
Placebo (n=2) 38±7 50% 11.5±7.5

UTX (n=6) 40±11 67% 13.4±10.0
Total N=24 40±11 67% 8.8±9.0

1 Mean ± Standard Deviation
2 Distribution of times from diagnosis: 11 subjects (45.8%) were less than 5 years, 7 (29.2%) were 5-10 years, and 6 

(25%) were greater than 10 years.
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