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 New Criteria    Revision of Existing Criteria 

 
Executive Summary   
 

Purpose: 

The purpose of this monograph is to provide a review of new therapy to 
determine whether the reviewed drug should be made available on an open 
access basis to prescribers, require a clinical edit or require prior authorization 
for use.  

  

Dosage Forms: 
 
 
Manufacturer: 

Kesimpta is available as a 20 mg/0.4 mL solution for subcutaneous injection 
in a single-dose prefilled syringe. 
 
Novartis Pharmaceuticals Corporation, East Hanover, NJ 07936. 

  
 
 
 
 
Summary of 
Findings: 

Kesimpta is a CD-20 directed cytolytic monoclonal antibody indicated for the 
treatment of relapsing forms of multiple sclerosis, including clinically isolated 
syndrome, relapsing-remitting disease, and active secondary progressive 
disease, in adults.  In a randomized double-blind, double-dummy, active 
comparator-controlled study (N=927) Kesimpta significantly lowered the 
annualized relapse rate compared to teriflunomide (p < 0.001).  The most 
common adverse reactions compared to teriflunomide during the study 
included injection-related reactions, infection, back pain, and decreases in 
blood immunoglobulin M.  Patients should be monitored for signs and 
symptoms of infection, injection-related reactions and reduction in 
immunoglobulins while using Kesimpta. 

 
 

 

Status 
Recommendation: 

 Clinical Edit 
 Open Access 

 PA Required 
 PDL 

   
Type of PA 
Criteria: 

 Appropriate Indications 
 No PA Required 

 Non-Preferred 
 Preferred 
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Purpose 
The purpose of this monograph is to provide a review of new therapy to determine whether the 
reviewed drug should be considered a prior authorization drug, a clinical edit drug or an open 
access drug. While prescription expenditures are increasing at double-digit rates, payers are 
evaluating ways to control these costs by influencing prescriber behavior and guide appropriate 
medication usage. This review will assist in the achievement of qualitative and economic goals 
related to health care resource utilization. Restricting the use of certain medications can reduce 
costs by requiring documentation of appropriate indications for use, and where appropriate, 
encourage the use of less expensive agents within a drug class. 
 

Introduction (1,2) 
Multiple sclerosis (MS) is defined as an immune-mediated inflammatory disease that attacks the 
protective covering of nerves resulting in the destruction of the myelin and axons in the central 
nervous system.  This destruction results in significant physical disability that can present 
months to years into the disease progression.  The most common symptoms of MS include 
vision disturbances, fatigue, pain, sensory loss and impaired coordination.  The exact cause of 
MS is unknown but is believed to be triggered from viral infection, environmental factors or low 
vitamin D levels.  MS is estimated to affect nearly 400,000 patients in the United States and is 
more common in females however, male patients typically have the worst outcomes with a 
higher rate of disease progression.  Current treatment options generally focus on either 
symptom relief or immunomodulatory therapy to address the underlying immune disorder.  
Current disease modifying agents include interferon products, biologic products, monoclonal 
antibodies (including anti-CD20 monoclonal antibodies), sphingosine 1-phosphate receptor 
modulators, pyrimidine synthesis inhibitors and fumaric acid derivatives.  While this list is not 
complete, it is important to note the variety of treatment options and targets for MS 
management.  Kesimpta and Ocrevus are currently the only two anti-CD20 monoclonal 
antibodies available for MS treatment.          
 

Dosage Form (1) 
Kesimpta is available as a 20 mg/0.4 mL solution for subcutaneous injection in a single-dose 
prefilled syringe. 
 

Manufacturer (1) 
Novartis Pharmaceuticals Corporation, East Hanover, NJ 07936. 
 

Indication(s) (1) 
Kesimpta is indicated for the treatment of relapsing forms of multiple sclerosis (MS), to include 
clinically isolated syndrome, relapsing-remitting disease, and active secondary progressive 
disease, in adults. 
                   

Clinical Efficacy (1,2) (mechanism of action/pharmacology, comparative 
efficacy)  
Kesimpta is a CD-20 directed cytolytic monoclonal antibody which binds to the extracellular loops 
of the CD-20 cell surface antigen resulting in potent complement-dependent cell lysis and antibody-
dependent cell-mediated toxicity in cells that overexpress CD-20.   
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Pharmacokinetics: 
Volume of 
Distribution 

5.4 L 

Metabolism Proteolytic enzyme degradation to small peptides and amino acids 
Time to Peak 1.5 hours, delayed 1 hour with high fat meal  
Excretion Target-independent and target-mediated B-cell binding 
Half-life ~16 Days 

 
  

Clinical Trials Experience 
STUDY 1 DESIGN Randomized, double-blind, double-dummy, active comparator-

controlled study (N=927). 
INCLUSION 
CRITERIA 

 Adult patients with at least one relapse form of MS in the previous 
year, 2 relapses in the previous 2 years, or the presence of a T1 
gadolinium-enhancing (GdE) lesion in the previous year. 

 Patients were required to have an Expanded Disability Status 
Scale (EDSS) score from 0 to 5.5. 

 
EXCLUSION 
CRITERIA 

 Patients that did not meet the inclusion criteria were excluded. 

TREATMENT 
REGIMEN 

Patients were randomized to receive Kesimpta 20 mg subcutaneously 
(n=465) on Days 1, 7, and 14 followed by 20 mg every 4 weeks 
thereafter starting at Week 4 with a daily oral placebo, or the active 
comparator, teriflunomide (n=462), at a dose of 14 mg orally once 
daily with a placebo administered subcutaneously at the same 
regimen as the Kesimpta arm.  The primary efficacy endpoint was the 
annualized relapse rate (ARR) over the treatment period.  The 
maximal duration of treatment for an individual was 120 weeks with 
neurologic evaluations performed at baseline, every 3 months during 
blinded treatment and at the time of a suspected relapse.  Brain MRI 
scans were also performed at baseline, 1 year and 2 years.  

RESULTS Kesimpta significantly lowered the ARR compared to teriflunomide (p < 
0.001).  Kesimpta also showed significantly reduced secondary 
endpoints of risk of 3-month confirmed disability progression, number of 
T1 GdE lesions and the rate of new or enlarging T2 lesions compared to 
teriflunomide (p < 0.002, p < 0.001 and p < 0.001 respectively).   

SAFETY Discussed in the Adverse Effects section below. 
 

Contraindications (1) 
 Kesimpta is contraindicated in patients with active hepatitis B virus (HBV) infection.  

 

Warnings and Precautions (1) 
Kesimpta has the following warnings and precautions: 

 Infections: An increased risk of infections has been observed with other anti-CD20 B-
cell depleting therapies including serious bacterial infections, fungal infections, or 
reactivated viral infections. 

 Injection-Related Reactions: Reported local injection reactions most commonly 
presented within 24 hours of the first injection and included erythema, swelling, itching 
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and pain. 
 Reduction in Immunoglobulins: Quantitative serum immunoglobulins should be 

monitored especially in patients with opportunistic or recurrent infections as decreased 
immunoglobulin levels were observed in clinical trials. 

 Fetal Risk: Females of reproductive potential should be advised to use effective 
contraception while taking Kesimpta and for at least 6 months after the last dose as 
Kesimpta can cause fetal harm through B-cell lymphopenia and reduced antibody 
response. 
 

Adverse Effects (1) 
 

Most common, ≥ 2% Kesimpta 20 mg %  

(n=946) 
Teriflunomide 14 mg % 

(n=936) 
Upper respiratory tract infections 39 38 
Injection-related reactions 
(systemic) 

21 15 

Headache 13 12 
Injection-site reactions (local) 11 6 
Urinary tract infection 10 8 
Back pain 8 6 
Blood immunoglobulin M 
decreased 

6 2 

 
 

Drug Interactions (1,2) 
 Immunosuppressive or Immune-Modulating Therapies:  Concomitant administration 

of Kesimpta with immunosuppressant drugs may increase the risk of infection. 
 

Dosage and Administration (1,2) 
The recommended dose of Kesimpta is 20 mg by subcutaneous injection at Weeks 0, 1, and 2, 
followed by subsequent dosing of 20 mg once monthly thereafter starting at Week 4.  Kesimpta 
is intended to be self-administered by the patient in the abdomen, thigh, or outer upper arm 
subcutaneously while avoiding moles, scars, stretch marks or areas of tender, bruised, red 
scaley or hard skin.  Kesimpta is to be stored under refrigeration and removed from the 
refrigerator and allowed to reach room temperature, typically 15 to 30 minutes.  The first 
injection should be done under the guidance of a healthcare professional.     

Cost   
 

Generic Name Brand Name Manufacturer Dose Cost**/ Dose 

Ofatumumab Kesimpta® Novartis 20 mg/0.4 mL (SQ) $6,917/pen or 
$27,668/month 
or $332,016/yr 

** Wholesale Acquisition Cost 
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Conclusion 
Kesimpta is a CD-20 directed cytolytic monoclonal antibody indicated for the treatment of relapsing 
forms of MS including clinically isolated syndrome, relapsing-remitting disease, and active 
secondary progressive disease, in adults.  In a randomized double-blind, double-dummy, active 
comparator-controlled study (N=927) Kesimpta significantly lowered the annualized relapse rate 
compared to teriflunomide (p < 0.001).  The most common adverse reactions compared to 
teriflunomide during the study included injection-related reactions, infection, back pain, and 
decreases in blood immunoglobulin M.  Patients should be monitored for signs and symptoms of 
infection, injection-related reactions and reduction in immunoglobulins while using Kesimpta.  
Females of reproductive potential should be advised to use effective contraception while taking 
Kesimpta and for at least 6 months after the last dose  
 

Recommendation 
This drug is being considered for inclusion in the state specific Preferred Drug List (PDL) as 
non-preferred. 
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