
 

 
Jakafi® (ruxolitinib) Fact Sheet 

 
Jakafi® is the first and only FDA-approved treatment for patients with polycythemia vera 
(PV) who have had an inadequate response to or are intolerant of hydroxyurea.  
 

 First-in-class JAK1 and JAK2 inhibitor, discovered by Incyte 
 

 Jakafi is the only treatment for patients with PV shown to provide consistent hematocrit 
control, spleen volume reduction and complete hematological remission by targeting the 
overactive JAK pathway, a critical component of this disease 

 

 

PV Indication & Dosing 

Jakafi is indicated for treatment of patients with polycythemia vera who have had an inadequate 

response to or are intolerant of hydroxyurea.  

Jakafi is an oral prescription therapy with a recommended starting dose of 10 mg, given twice 

daily. Dosage should be adjusted based on safety and efficacy. 

Polycythemia Vera 

PV is a myeloproliferative neoplasm (MPN) and is typically characterized by elevated 

hematocrit, the volume percentage of red blood cells in whole blood, which can lead to a 

thickening of the blood and an increased risk of blood clots, as well as an elevated white blood 

cell and platelet count1. PV may occur at any age but often presents later in life, with a median 

age at diagnosis of 60 years1,2. 

Approximately 100,000 patients in the U.S. are living with PV3. Current standard treatment for 

PV is phlebotomy (the removal of blood from the body) plus aspirin. When phlebotomy can no 

longer control PV, chemotherapy such as hydroxyurea, or interferon, is utilized4,5. Approximately 

one in four (~25,000) patients with PV are considered uncontrolled6,7 because they have an 

inadequate response to or are intolerant of hydroxyurea, the most commonly used 

chemotherapeutic agent for the treatment of PV. 

Patients with PV who fail to consistently maintain appropriate blood count levels, including 

appropriate hematocrit levels, have an approximately four times higher risk of major thrombosis 

(blood clots) or cardiovascular death8. Patients with PV can also suffer from an enlarged spleen 

and a significant symptom burden which may be attributed to thickening of the blood and lack of 



 

oxygen to parts of the body9. These symptoms commonly include fatigue, itching, night sweats, 

bone pain, fever, and weight loss5. 

The JAK Pathway  

While the exact cause of PV is unknown, researchers believe that the condition results from 

overactive cell signaling of a pathway called the JAK (Janus kinase) pathway. The JAK pathway 

involves a number of JAK proteins: JAK1, JAK2, JAK3 and tyrosine kinase 2. These proteins 

are key players in many important biological processes, including the regulation of immune 

function and the formation and development of blood cells10,11. 

Normally, the JAK pathway is tightly controlled to ensure normal blood cell production and 

cytokine signaling. However, in patients with PV, the JAK pathway is overactive. Generally, 

blood cell growth factors work through JAK2, and pro-inflammatory cytokines work though 

JAK112. Since overactive JAK signaling can affect both JAK1 and JAK2, it is associated with 

both overproduction of blood cells and inflammation. 

The overactivity of this pathway may be caused by a number of genetic mutations, such as the 

JAK2V617F, MPL and LNK mutations13. The JAK2V617F mutation is present in more than 95 

percent of patients with PV11. 

Jakafi, a kinase inhibitor, inhibits Janus-associated kinases (JAKs) JAK1 and JAK2 which 

mediate the signaling of a number of cytokines and growth factors that are important for 

hematopoiesis and immune function. 

RESPONSE Clinical Trial Data14  

The sNDA approval of Jakafi® was based on results from the Phase III RESPONSE trial vs. best 

available therapy, in which patients treated with Jakafi demonstrated superior hematocrit control 

and reductions in spleen volume compared to best available therapy (BAT). In addition, a 

greater proportion of patients on the ruxolitinib treatment arm achieved complete hematologic 

remission - which was defined as achieving hematocrit control, and lowering platelet and white 

blood cell counts.  

In the RESPONSE trial, the most common hematologic adverse reactions (incidence > 20%) 

were thrombocytopenia and anemia.  The most common non-hematologic adverse events 

(incidence >10%) were headache, abdominal pain, diarrhea, dizziness, fatigue, pruritus, 

dyspnea and muscle spasms.  

Myelofibrosis Indication 

Jakafi is also indicated for the treatment of patients with intermediate or high-risk MF, including 

primary MF, post–polycythemia vera MF (PPV-MF), and post–essential thrombocythemia MF 

(PET-MF).  



Important Safety Information 

Jakafi can cause serious side effects, including:  

Low blood counts: Jakafi may cause your platelet, red blood cell, or white blood cell counts to 

be lowered. If you develop bleeding, stop taking Jakafi and call your healthcare provider. Your 

healthcare provider will perform blood tests to check your blood counts before you start Jakafi 

and regularly during your treatment. Your healthcare provider may change your dose of Jakafi 

or stop your treatment based on the results of your blood tests. Tell your healthcare provider 

right away if you experience unusual bleeding, bruising, fatigue, shortness of breath, or a fever. 

Infection: You may be at risk for developing a serious infection during treatment with Jakafi. 

Tell your healthcare provider if you develop any of the following symptoms of infection: chills, 

nausea, vomiting, aches, weakness, fever, painful skin rash or blisters. 

Skin cancers: Some people who take Jakafi have developed certain types of non-melanoma 

skin cancers. Tell your healthcare provider if you develop any new or changing skin lesions. 

The most common side effects of Jakafi include: anemia, low platelet count, bruising, 

dizziness, headache.  

These are not all the possible side effects of Jakafi. Ask your pharmacist or healthcare provider 

for more information. Tell your healthcare provider about any side effect that bothers you or that 

does not go away.   

Before taking Jakafi, tell your healthcare provider about all the medications, vitamins, and herbal 

supplements you are taking and all your medical conditions, including if you have an infection, 

have or had tuberculosis (TB), or have been in close contact with someone who has TB, have 

or had liver or kidney problems, are on dialysis, had skin cancer or have any other medical 

condition. Take Jakafi exactly as your healthcare provider tells you. Do not change or stop 

taking Jakafi without first talking to your healthcare provider. Do not drink grapefruit juice while 

on Jakafi. 

Women should not take Jakafi while pregnant or planning to become pregnant, or if breast-

feeding. 

Please see the Full Prescribing Information available at www.jakafi.com or 

www.incyte.com, which includes a more complete discussion of the risks associated 

with Jakafi. 

Novartis Collaboration  

Under the terms of the 2009 Incyte and Novartis worldwide collaboration and license 

agreement, Incyte retained exclusive rights for the development and commercialization of Jakafi 

in the U.S. Novartis received exclusive rights to the development and potential 

commercialization of ruxolitinib (INC424) in all hematology-oncology indications outside of the 

U.S. 

IncyteCARES   

Incyte established IncyteCARES (Connecting to Access, Reimbursement, Education and 

Support), a comprehensive program that connects patients to ongoing support and resources 

http://www.jakafi.com/
http://www.incyte.com/


 

during treatment with Jakafi. The program offers access to trained nurse professionals and 

financial support for eligible patients, as well as access to ongoing education, tools and 

resources.  

Incyte is committed to helping appropriate patients get access to Jakafi and support through 

IncyteCARES. Incyte will provide Jakafi free of charge to eligible patients who do not have 

insurance and will also offer co-pay assistance to eligible individuals with commercial insurance. 

More information about IncyteCARES is available by calling 1-855-4-Jakafi (855-452-5234).   
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Jakafi is a trademark of Incyte Corporation.  
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