Incidence of Infusion-Associated Reactions Decreases With Subsequent Courses of Alemtuzumab:
5-Year Data From the CARE-MS Extension Study

Lori Mayer,! Edward J Fox,! Christopher LaGanke,? Bhuphendra Khatri,® Ann D Bass,* David H Margolin,® Linda Kasten,® Tricia Pagnotta’; on behalf of the CARE-MS | and Il Investigators

'Central Texas Neurology Consultants, Round Rock, TX, USA;

SPROMETRIKA, LLC, Cambridge, MA, USA; "Neurology Associates, PA, Maitland, FL, USA

(6{0)

SIO

orth Central Neurology Associates, Cullman, AL, USA; 3Wheaton Franciscan Regional MS Center, Milwaukee, WI, USA; “Neurology Center of San Antonio, San Antonio, TX, USA; 5Sanofi Genzyme, Cambridge, MA, USA;

OBJECTIVE

* To report on infusion-associated reactions (IARs)
associated with alemtuzumab during 3 years of the

* IARs were common with alemtuzumab, but decreased after Course 1 and were infrequently serious
— Incidence was highest on Day 1 of each of Courses 1-5

* IARs were managed with pretreatment, patient education, appropriate symptomatic medication, monitoring, and
adjustment of rate of infusion

ongoing CARE-MS extension study (5-year total
follow-up)

INTRODUCTION

.

Alemtuzumab is a humanized anti-CD52 monoclonal antibody
approved for the treatment of RRMS in >50 countries

.

Alemtuzumab demonstrated greater improvements in clinical and

IAR Assessments and Treatment

« IARs were defined as any AE that occurred between the start of any
alemtuzumab infusion and 24 hours after the end of the infusion
IAR incidence was based on the number of treated patients in each
treatment course

IAR management included measures before, during, and after
infusion (Figure 1)6.7

Statistical Analyses

— 36.1% of patients who entered the extension received at least
a third course of alemtuzumab (19.3% received Course 3 during
Year 3, 9.4% during Year 4 and 7.4% during Year 5)

— 10.5% of patients who entered the extension received at least a
fourth course of alemtuzumab (6.1% received Course 4 during
Year 4 and 4.4% during Year 5)

— 25.6%, 9.0% and 1.5% received a total of 3, 4 and 5 courses
over 5 years

= CARE-MS I: 31.5% received >2 courses

* Among patients who received a third course, the incidence of IARs
was 62.9% (0.7% serious) in those who received Course 3 during
Year 3 (n=143), 71.4% (none serious) in those who received Course
3 during Year 4 (n=70) and 60.0% (1.8% serious) in those who
received Course 3 during Year 5 (n=55)

— The incidence of IARs was 71.1% (none serious) in those who
received Course 4 during Year 4 (n=45), and 51.5% (none
serious) in those who received Course 4 during Year 5 (n=33)

Most IAR types decreased in incidence from Course 1 to Courses 4
and 5

Serious IARs through Year 5 included pyrexia (n=3 [0.4%)]), urticaria
(n=3 [0.4%]), atrial fibrillation, nausea, chest discomfort, incorrect dose
administered, headache, and hypotension (all n=2 [0.2%])

— Incidences of serious Grade 3 or serious Grade 4 IARs were
low (<1.0%) during each course

— Anaphylaxis occurred in 1 patient, during Course 1
The frequency of IARs was highest on the first infusion day of
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Alemtuzumab is approved in many countries around the world for treatment of adults with relapsing forms of MS. In the US, the indication provides that, because of its safety profile, the use of alemtuzumab should be reserved for patients who generally have had an inadequate response to 2 or more therapies indicated for the treatment of MS. In the EU, it is approved to treat patients with relapsing-remitting MS
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