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Vitiligo is a skin disease characterized by selective loss of melanocytes followed by depigmenta-

tion in the affected areas of the skin.1 The disease, which has a complex pathogenesis, can have 

a serious psychosocial impact on patients.1 Although management of vitiligo is complex, there 

are safe, effective treatments available and promising emerging therapies.1,2 In a recent AJMC® Peer 

Exchange™, experts who specialize in treating patients with vitiligo were joined by professionals from 

the insurance industry to explore the clinical and economic burden of vitiligo, review treatment paradigms 

and standard-of-care therapies, and discuss unmet needs and future directions in treatment. The session 

was moderated by Jeffrey D. Dunn, PharmD, MBA, chief clinical officer at Cooperative Benefits Group 

in Salt Lake City, Utah.

DISEASE BURDEN

Vitiligo is a chronic, acquired disease of the skin and mucous membranes that is characterized by 

sharply demarcated, milky white, depigmented macules and patches, with neat borders and vari-

able dimensions and distribution.3,4 There are 2 forms of the disease: segmental and nonsegmental.1,5 

Segmental vitiligo is characterized by unilateral, localized distribution of lesions. It is more common 

in younger children, and often has rapid onset and stabilization with early hair follicle involvement. 

Nonsegmental vitiligo is characterized by bilateral distribution of lesions on the body, with progres-

sive onset and multiple flare-ups, later hair follicle involvement, and an unpredictable course.6

Vitiligo has been dismissed as a cosmetic disease.7 However, patients may experience a severe 

impact on quality of life because the disorder can be psychologically devastating.3.7-9 Vitiligo lesions, 

which typically occur in exposed areas of the skin such as the hands and face, are often mistaken 

for an infectious disease, which contributes to the stigma experienced by patients.1,3,7-9 Furthermore, 

the lesions may have a strong negative impact on patients’ self-esteem and perception of self,3 and 

patients may experience psychological problems such as depression, anxiety, and shame, which 
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* For topical use only. Not for 
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FDA, Food and Drug Administration; JAK, Janus kinase.

For your adult and pediatric members with 
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NOW APPROVED

INTRODUCING the Only
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for Nonsegmental Vitiligo1

MORE THAN SKIN DEEP
Vitiligo is a chronic autoimmune 
disease that can impact your
members for a lifetime.2,3

Please see additional Important Safety Information on following page.
Please see Brief Summary of the Full Prescribing Information, including 
Boxed Warning, on the following pages.

INDICATION
OPZELURA is indicated for the topical treatment of nonsegmental vitiligo in adult and pediatric 
patients 12 years of age and older.

Limitations of Use: Use of OPZELURA in combination with therapeutic biologics, other 
JAK inhibitors, or potent immunosuppressants such as azathioprine or cyclosporine is 
not recommended.

IMPORTANT SAFETY INFORMATION
SERIOUS INFECTIONS
Patients treated with oral Janus kinase inhibitors for inflammatory conditions are at risk for 
developing serious infections that may lead to hospitalization or death. Reported infections 
include:
•   Active tuberculosis, which may present with pulmonary or extrapulmonary disease.
• Invasive fungal infections, including cryptococcosis and pneumocystosis.
•  Bacterial, viral, including herpes zoster, and other infections due to opportunistic pathogens.

Not an OPZELURA™ patient.

CONSIDER OPZELURA™:
A TOPICAL JAK INHIBITOR FOR YOUR MEMBERS 
12 AND OLDER WITH NONSEGMENTAL VITILIGO1*

See the results
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IMPORTANT SAFETY INFORMATION (continued)
SERIOUS INFECTIONS (continued)
Avoid use of OPZELURA in patients with an active, serious infection, including localized infections. If 
a serious infection develops, interrupt OPZELURA until the infection is controlled. Carefully consider 
the benefits and risks of treatment prior to initiating OPZELURA in patients with chronic or recurrent 
infection. Closely monitor patients for the development of signs and symptoms of infection during and 
after treatment with OPZELURA. 
Serious lower respiratory tract infections were reported in the clinical development program with 
topical ruxolitinib.
No cases of active tuberculosis (TB) were reported in clinical trials with OPZELURA. Cases of active TB 
were reported in clinical trials of oral Janus kinase inhibitors used to treat inflammatory conditions. 
Consider evaluating patients for latent and active TB infection prior to administration of OPZELURA. 
During OPZELURA use, monitor patients for the development of signs and symptoms of TB.
Viral reactivation, including cases of herpes virus reactivation (e.g., herpes zoster), were reported 
in clinical trials with Janus kinase inhibitors used to treat inflammatory conditions including 
OPZELURA. If a patient develops herpes zoster, consider interrupting OPZELURA treatment until 
the episode resolves.
Hepatitis B viral load (HBV-DNA titer) increases, with or without associated elevations in alanine 
aminotransferase and aspartate aminotransferase, have been reported in patients with chronic HBV 
infections taking oral ruxolitinib. OPZELURA initiation is not recommended in patients with active 
hepatitis B or hepatitis C.
MORTALITY
In a large, randomized, postmarketing safety study in rheumatoid arthritis (RA) patients 50 years of 
age and older with at least one cardiovascular risk factor comparing an oral JAK inhibitor to tumor 
necrosis factor (TNF) blocker treatment, a higher rate of all-cause mortality, including sudden 
cardiovascular death, was observed with the JAK inhibitor. Consider the benefits and risks for the 
individual patient prior to initiating or continuing therapy with OPZELURA.
MALIGNANCIES
Malignancies were reported in patients treated with OPZELURA. Lymphoma and other 
malignancies have been observed in patients receiving JAK inhibitors used to treat inflammatory 
conditions. In RA patients treated with an oral JAK inhibitor, a higher rate of malignancies 
(excluding non-melanoma skin cancer (NMSC)) was observed when compared with TNF blockers. 
Patients who are current or past smokers are at additional increased risk.
Consider the benefits and risks for the individual patient prior to initiating or continuing therapy 
with OPZELURA, particularly in patients with a known malignancy (other than successfully treated 
non-melanoma skin cancers), patients who develop a malignancy when on treatment, and patients 
who are current or past smokers.
Non-melanoma skin cancers, including basal cell and squamous cell carcinoma, have occurred in 
patients treated with OPZELURA. Perform periodic skin examinations during OPZELURA treatment 
and following treatment as appropriate. Exposure to sunlight and UV light should be limited by 
wearing protective clothing and using broad-spectrum sunscreen.
MAJOR ADVERSE CARDIOVASCULAR EVENTS (MACE)
In RA patients 50 years of age and older with at least one cardiovascular risk factor treated with 
an oral JAK inhibitor, a higher rate of major adverse cardiovascular events (MACE) (defined as 
cardiovascular death, myocardial infarction, and stroke), was observed when compared with TNF 
blockers. Patients who are current or past smokers are at additional increased risk. Discontinue 
OPZELURA in patients who have experienced a myocardial infarction or stroke. 

Consider the benefits and risks for the individual patient prior to initiating or continuing therapy 
with OPZELURA, particularly in patients who are current or past smokers and patients with 
other cardiovascular risk factors. Patients should be informed about the symptoms of serious 
cardiovascular events and the steps to take if they occur. Discontinue OPZELURA in patients that 
have experienced a myocardial infarction or stroke.
THROMBOSIS
Thromboembolic events were observed in trials with OPZELURA. Thrombosis, including 
pulmonary embolism (PE), deep venous thrombosis (DVT), and arterial thrombosis have been 
reported in patients receiving JAK inhibitors used to treat inflammatory conditions. Many of 
these adverse reactions were serious and some resulted in death. In RA patients 50 years of age 
and older with at least one cardiovascular risk factor treated with an oral JAK inhibitor, a higher 
rate of thrombosis was observed when compared with TNF blockers. Avoid OPZELURA in patients 
at risk. If symptoms of thrombosis occur, discontinue OPZELURA and treat appropriately.
Thrombocytopenia, Anemia, and Neutropenia
Thrombocytopenia, anemia, and neutropenia were reported in the clinical trials with OPZELURA. 
Consider the benefits and risks for individual patients who have a known history of these events 
prior to initiating therapy with OPZELURA. Perform CBC monitoring as clinically indicated. If signs 
and/or symptoms of clinically significant thrombocytopenia, anemia, and neutropenia occur, 
patients should discontinue OPZELURA.
Lipid Elevations
Treatment with oral ruxolitinib has been associated with increases in lipid parameters including 
total cholesterol, low-density lipoprotein (LDL) cholesterol, and triglycerides.
Adverse Reactions
In nonsegmental vitiligo, the most common adverse reactions (incidence ≥1%) are application site 
acne (6%), application site pruritus (5%), nasopharyngitis (4%), headache (4%), urinary tract infection 
(2%), application site erythema (2%), and pyrexia (1%).  
Pregnancy
There is a pregnancy registry that monitors pregnancy outcomes in pregnant persons exposed to 
OPZELURA during pregnancy. Pregnant persons exposed to OPZELURA and healthcare providers 
should report OPZELURA exposure by calling 1-855-463-3463.
Lactation
Advise women not to breastfeed during treatment with OPZELURA and for approximately four 
weeks after the last dose (approximately 5-6 elimination half-lives).

OPZELURA is a trademark of Incyte. 
Incyte and the Incyte logo are registered trademarks of Incyte. 
© 2022, Incyte Corporation. MAT-OPZ-00247  07/22

Please see Brief Summary of the Full Prescribing Information, including
Boxed Warning, on the following pages.
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IMPORTANT SAFETY INFORMATION (continued)
SERIOUS INFECTIONS (continued)
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these adverse reactions were serious and some resulted in death. In RA patients 50 years of age 
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IMPORTANT SAFETY INFORMATION (continued)
SERIOUS INFECTIONS (continued)
Avoid use of OPZELURA in patients with an active, serious infection, including localized infections. If 
a serious infection develops, interrupt OPZELURA until the infection is controlled. Carefully consider 
the benefits and risks of treatment prior to initiating OPZELURA in patients with chronic or recurrent 
infection. Closely monitor patients for the development of signs and symptoms of infection during and 
after treatment with OPZELURA. 
Serious lower respiratory tract infections were reported in the clinical development program with 
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infections taking oral ruxolitinib. OPZELURA initiation is not recommended in patients with active 
hepatitis B or hepatitis C.
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In a large, randomized, postmarketing safety study in rheumatoid arthritis (RA) patients 50 years of 
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necrosis factor (TNF) blocker treatment, a higher rate of all-cause mortality, including sudden 
cardiovascular death, was observed with the JAK inhibitor. Consider the benefits and risks for the 
individual patient prior to initiating or continuing therapy with OPZELURA.
MALIGNANCIES
Malignancies were reported in patients treated with OPZELURA. Lymphoma and other 
malignancies have been observed in patients receiving JAK inhibitors used to treat inflammatory 
conditions. In RA patients treated with an oral JAK inhibitor, a higher rate of malignancies 
(excluding non-melanoma skin cancer (NMSC)) was observed when compared with TNF blockers. 
Patients who are current or past smokers are at additional increased risk.
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these adverse reactions were serious and some resulted in death. In RA patients 50 years of age 
and older with at least one cardiovascular risk factor treated with an oral JAK inhibitor, a higher 
rate of thrombosis was observed when compared with TNF blockers. Avoid OPZELURA in patients 
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IMPORTANT SAFETY INFORMATION (continued)
SERIOUS INFECTIONS (continued)
Avoid use of OPZELURA in patients with an active, serious infection, including localized infections. If 
a serious infection develops, interrupt OPZELURA until the infection is controlled. Carefully consider 
the benefits and risks of treatment prior to initiating OPZELURA in patients with chronic or recurrent 
infection. Closely monitor patients for the development of signs and symptoms of infection during and 
after treatment with OPZELURA. 
Serious lower respiratory tract infections were reported in the clinical development program with 
topical ruxolitinib.
No cases of active tuberculosis (TB) were reported in clinical trials with OPZELURA. Cases of active TB 
were reported in clinical trials of oral Janus kinase inhibitors used to treat inflammatory conditions. 
Consider evaluating patients for latent and active TB infection prior to administration of OPZELURA. 
During OPZELURA use, monitor patients for the development of signs and symptoms of TB.
Viral reactivation, including cases of herpes virus reactivation (e.g., herpes zoster), were reported 
in clinical trials with Janus kinase inhibitors used to treat inflammatory conditions including 
OPZELURA. If a patient develops herpes zoster, consider interrupting OPZELURA treatment until 
the episode resolves.
Hepatitis B viral load (HBV-DNA titer) increases, with or without associated elevations in alanine 
aminotransferase and aspartate aminotransferase, have been reported in patients with chronic HBV 
infections taking oral ruxolitinib. OPZELURA initiation is not recommended in patients with active 
hepatitis B or hepatitis C.
MORTALITY
In a large, randomized, postmarketing safety study in rheumatoid arthritis (RA) patients 50 years of 
age and older with at least one cardiovascular risk factor comparing an oral JAK inhibitor to tumor 
necrosis factor (TNF) blocker treatment, a higher rate of all-cause mortality, including sudden 
cardiovascular death, was observed with the JAK inhibitor. Consider the benefits and risks for the 
individual patient prior to initiating or continuing therapy with OPZELURA.
MALIGNANCIES
Malignancies were reported in patients treated with OPZELURA. Lymphoma and other 
malignancies have been observed in patients receiving JAK inhibitors used to treat inflammatory 
conditions. In RA patients treated with an oral JAK inhibitor, a higher rate of malignancies 
(excluding non-melanoma skin cancer (NMSC)) was observed when compared with TNF blockers. 
Patients who are current or past smokers are at additional increased risk.
Consider the benefits and risks for the individual patient prior to initiating or continuing therapy 
with OPZELURA, particularly in patients with a known malignancy (other than successfully treated 
non-melanoma skin cancers), patients who develop a malignancy when on treatment, and patients 
who are current or past smokers.
Non-melanoma skin cancers, including basal cell and squamous cell carcinoma, have occurred in 
patients treated with OPZELURA. Perform periodic skin examinations during OPZELURA treatment 
and following treatment as appropriate. Exposure to sunlight and UV light should be limited by 
wearing protective clothing and using broad-spectrum sunscreen.
MAJOR ADVERSE CARDIOVASCULAR EVENTS (MACE)
In RA patients 50 years of age and older with at least one cardiovascular risk factor treated with 
an oral JAK inhibitor, a higher rate of major adverse cardiovascular events (MACE) (defined as 
cardiovascular death, myocardial infarction, and stroke), was observed when compared with TNF 
blockers. Patients who are current or past smokers are at additional increased risk. Discontinue 
OPZELURA in patients who have experienced a myocardial infarction or stroke. 

Consider the benefits and risks for the individual patient prior to initiating or continuing therapy 
with OPZELURA, particularly in patients who are current or past smokers and patients with 
other cardiovascular risk factors. Patients should be informed about the symptoms of serious 
cardiovascular events and the steps to take if they occur. Discontinue OPZELURA in patients that 
have experienced a myocardial infarction or stroke.
THROMBOSIS
Thromboembolic events were observed in trials with OPZELURA. Thrombosis, including 
pulmonary embolism (PE), deep venous thrombosis (DVT), and arterial thrombosis have been 
reported in patients receiving JAK inhibitors used to treat inflammatory conditions. Many of 
these adverse reactions were serious and some resulted in death. In RA patients 50 years of age 
and older with at least one cardiovascular risk factor treated with an oral JAK inhibitor, a higher 
rate of thrombosis was observed when compared with TNF blockers. Avoid OPZELURA in patients 
at risk. If symptoms of thrombosis occur, discontinue OPZELURA and treat appropriately.
Thrombocytopenia, Anemia, and Neutropenia
Thrombocytopenia, anemia, and neutropenia were reported in the clinical trials with OPZELURA. 
Consider the benefits and risks for individual patients who have a known history of these events 
prior to initiating therapy with OPZELURA. Perform CBC monitoring as clinically indicated. If signs 
and/or symptoms of clinically significant thrombocytopenia, anemia, and neutropenia occur, 
patients should discontinue OPZELURA.
Lipid Elevations
Treatment with oral ruxolitinib has been associated with increases in lipid parameters including 
total cholesterol, low-density lipoprotein (LDL) cholesterol, and triglycerides.
Adverse Reactions
In nonsegmental vitiligo, the most common adverse reactions (incidence ≥1%) are application site 
acne (6%), application site pruritus (5%), nasopharyngitis (4%), headache (4%), urinary tract infection 
(2%), application site erythema (2%), and pyrexia (1%).  
Pregnancy
There is a pregnancy registry that monitors pregnancy outcomes in pregnant persons exposed to 
OPZELURA during pregnancy. Pregnant persons exposed to OPZELURA and healthcare providers 
should report OPZELURA exposure by calling 1-855-463-3463.
Lactation
Advise women not to breastfeed during treatment with OPZELURA and for approximately four 
weeks after the last dose (approximately 5-6 elimination half-lives).
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IMPORTANT SAFETY INFORMATION (continued)
SERIOUS INFECTIONS (continued)
Avoid use of OPZELURA in patients with an active, serious infection, including localized infections. If 
a serious infection develops, interrupt OPZELURA until the infection is controlled. Carefully consider 
the benefits and risks of treatment prior to initiating OPZELURA in patients with chronic or recurrent 
infection. Closely monitor patients for the development of signs and symptoms of infection during and 
after treatment with OPZELURA. 
Serious lower respiratory tract infections were reported in the clinical development program with 
topical ruxolitinib.
No cases of active tuberculosis (TB) were reported in clinical trials with OPZELURA. Cases of active TB 
were reported in clinical trials of oral Janus kinase inhibitors used to treat inflammatory conditions. 
Consider evaluating patients for latent and active TB infection prior to administration of OPZELURA. 
During OPZELURA use, monitor patients for the development of signs and symptoms of TB.
Viral reactivation, including cases of herpes virus reactivation (e.g., herpes zoster), were reported 
in clinical trials with Janus kinase inhibitors used to treat inflammatory conditions including 
OPZELURA. If a patient develops herpes zoster, consider interrupting OPZELURA treatment until 
the episode resolves.
Hepatitis B viral load (HBV-DNA titer) increases, with or without associated elevations in alanine 
aminotransferase and aspartate aminotransferase, have been reported in patients with chronic HBV 
infections taking oral ruxolitinib. OPZELURA initiation is not recommended in patients with active 
hepatitis B or hepatitis C.
MORTALITY
In a large, randomized, postmarketing safety study in rheumatoid arthritis (RA) patients 50 years of 
age and older with at least one cardiovascular risk factor comparing an oral JAK inhibitor to tumor 
necrosis factor (TNF) blocker treatment, a higher rate of all-cause mortality, including sudden 
cardiovascular death, was observed with the JAK inhibitor. Consider the benefits and risks for the 
individual patient prior to initiating or continuing therapy with OPZELURA.
MALIGNANCIES
Malignancies were reported in patients treated with OPZELURA. Lymphoma and other 
malignancies have been observed in patients receiving JAK inhibitors used to treat inflammatory 
conditions. In RA patients treated with an oral JAK inhibitor, a higher rate of malignancies 
(excluding non-melanoma skin cancer (NMSC)) was observed when compared with TNF blockers. 
Patients who are current or past smokers are at additional increased risk.
Consider the benefits and risks for the individual patient prior to initiating or continuing therapy 
with OPZELURA, particularly in patients with a known malignancy (other than successfully treated 
non-melanoma skin cancers), patients who develop a malignancy when on treatment, and patients 
who are current or past smokers.
Non-melanoma skin cancers, including basal cell and squamous cell carcinoma, have occurred in 
patients treated with OPZELURA. Perform periodic skin examinations during OPZELURA treatment 
and following treatment as appropriate. Exposure to sunlight and UV light should be limited by 
wearing protective clothing and using broad-spectrum sunscreen.
MAJOR ADVERSE CARDIOVASCULAR EVENTS (MACE)
In RA patients 50 years of age and older with at least one cardiovascular risk factor treated with 
an oral JAK inhibitor, a higher rate of major adverse cardiovascular events (MACE) (defined as 
cardiovascular death, myocardial infarction, and stroke), was observed when compared with TNF 
blockers. Patients who are current or past smokers are at additional increased risk. Discontinue 
OPZELURA in patients who have experienced a myocardial infarction or stroke. 

Consider the benefits and risks for the individual patient prior to initiating or continuing therapy 
with OPZELURA, particularly in patients who are current or past smokers and patients with 
other cardiovascular risk factors. Patients should be informed about the symptoms of serious 
cardiovascular events and the steps to take if they occur. Discontinue OPZELURA in patients that 
have experienced a myocardial infarction or stroke.
THROMBOSIS
Thromboembolic events were observed in trials with OPZELURA. Thrombosis, including 
pulmonary embolism (PE), deep venous thrombosis (DVT), and arterial thrombosis have been 
reported in patients receiving JAK inhibitors used to treat inflammatory conditions. Many of 
these adverse reactions were serious and some resulted in death. In RA patients 50 years of age 
and older with at least one cardiovascular risk factor treated with an oral JAK inhibitor, a higher 
rate of thrombosis was observed when compared with TNF blockers. Avoid OPZELURA in patients 
at risk. If symptoms of thrombosis occur, discontinue OPZELURA and treat appropriately.
Thrombocytopenia, Anemia, and Neutropenia
Thrombocytopenia, anemia, and neutropenia were reported in the clinical trials with OPZELURA. 
Consider the benefits and risks for individual patients who have a known history of these events 
prior to initiating therapy with OPZELURA. Perform CBC monitoring as clinically indicated. If signs 
and/or symptoms of clinically significant thrombocytopenia, anemia, and neutropenia occur, 
patients should discontinue OPZELURA.
Lipid Elevations
Treatment with oral ruxolitinib has been associated with increases in lipid parameters including 
total cholesterol, low-density lipoprotein (LDL) cholesterol, and triglycerides.
Adverse Reactions
In nonsegmental vitiligo, the most common adverse reactions (incidence ≥1%) are application site 
acne (6%), application site pruritus (5%), nasopharyngitis (4%), headache (4%), urinary tract infection 
(2%), application site erythema (2%), and pyrexia (1%).  
Pregnancy
There is a pregnancy registry that monitors pregnancy outcomes in pregnant persons exposed to 
OPZELURA during pregnancy. Pregnant persons exposed to OPZELURA and healthcare providers 
should report OPZELURA exposure by calling 1-855-463-3463.
Lactation
Advise women not to breastfeed during treatment with OPZELURA and for approximately four 
weeks after the last dose (approximately 5-6 elimination half-lives).
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IMPORTANT SAFETY INFORMATION (continued)
SERIOUS INFECTIONS (continued)
Avoid use of OPZELURA in patients with an active, serious infection, including localized infections. If 
a serious infection develops, interrupt OPZELURA until the infection is controlled. Carefully consider 
the benefits and risks of treatment prior to initiating OPZELURA in patients with chronic or recurrent 
infection. Closely monitor patients for the development of signs and symptoms of infection during and 
after treatment with OPZELURA. 
Serious lower respiratory tract infections were reported in the clinical development program with 
topical ruxolitinib.
No cases of active tuberculosis (TB) were reported in clinical trials with OPZELURA. Cases of active TB 
were reported in clinical trials of oral Janus kinase inhibitors used to treat inflammatory conditions. 
Consider evaluating patients for latent and active TB infection prior to administration of OPZELURA. 
During OPZELURA use, monitor patients for the development of signs and symptoms of TB.
Viral reactivation, including cases of herpes virus reactivation (e.g., herpes zoster), were reported 
in clinical trials with Janus kinase inhibitors used to treat inflammatory conditions including 
OPZELURA. If a patient develops herpes zoster, consider interrupting OPZELURA treatment until 
the episode resolves.
Hepatitis B viral load (HBV-DNA titer) increases, with or without associated elevations in alanine 
aminotransferase and aspartate aminotransferase, have been reported in patients with chronic HBV 
infections taking oral ruxolitinib. OPZELURA initiation is not recommended in patients with active 
hepatitis B or hepatitis C.
MORTALITY
In a large, randomized, postmarketing safety study in rheumatoid arthritis (RA) patients 50 years of 
age and older with at least one cardiovascular risk factor comparing an oral JAK inhibitor to tumor 
necrosis factor (TNF) blocker treatment, a higher rate of all-cause mortality, including sudden 
cardiovascular death, was observed with the JAK inhibitor. Consider the benefits and risks for the 
individual patient prior to initiating or continuing therapy with OPZELURA.
MALIGNANCIES
Malignancies were reported in patients treated with OPZELURA. Lymphoma and other 
malignancies have been observed in patients receiving JAK inhibitors used to treat inflammatory 
conditions. In RA patients treated with an oral JAK inhibitor, a higher rate of malignancies 
(excluding non-melanoma skin cancer (NMSC)) was observed when compared with TNF blockers. 
Patients who are current or past smokers are at additional increased risk.
Consider the benefits and risks for the individual patient prior to initiating or continuing therapy 
with OPZELURA, particularly in patients with a known malignancy (other than successfully treated 
non-melanoma skin cancers), patients who develop a malignancy when on treatment, and patients 
who are current or past smokers.
Non-melanoma skin cancers, including basal cell and squamous cell carcinoma, have occurred in 
patients treated with OPZELURA. Perform periodic skin examinations during OPZELURA treatment 
and following treatment as appropriate. Exposure to sunlight and UV light should be limited by 
wearing protective clothing and using broad-spectrum sunscreen.
MAJOR ADVERSE CARDIOVASCULAR EVENTS (MACE)
In RA patients 50 years of age and older with at least one cardiovascular risk factor treated with 
an oral JAK inhibitor, a higher rate of major adverse cardiovascular events (MACE) (defined as 
cardiovascular death, myocardial infarction, and stroke), was observed when compared with TNF 
blockers. Patients who are current or past smokers are at additional increased risk. Discontinue 
OPZELURA in patients who have experienced a myocardial infarction or stroke. 

Consider the benefits and risks for the individual patient prior to initiating or continuing therapy 
with OPZELURA, particularly in patients who are current or past smokers and patients with 
other cardiovascular risk factors. Patients should be informed about the symptoms of serious 
cardiovascular events and the steps to take if they occur. Discontinue OPZELURA in patients that 
have experienced a myocardial infarction or stroke.
THROMBOSIS
Thromboembolic events were observed in trials with OPZELURA. Thrombosis, including 
pulmonary embolism (PE), deep venous thrombosis (DVT), and arterial thrombosis have been 
reported in patients receiving JAK inhibitors used to treat inflammatory conditions. Many of 
these adverse reactions were serious and some resulted in death. In RA patients 50 years of age 
and older with at least one cardiovascular risk factor treated with an oral JAK inhibitor, a higher 
rate of thrombosis was observed when compared with TNF blockers. Avoid OPZELURA in patients 
at risk. If symptoms of thrombosis occur, discontinue OPZELURA and treat appropriately.
Thrombocytopenia, Anemia, and Neutropenia
Thrombocytopenia, anemia, and neutropenia were reported in the clinical trials with OPZELURA. 
Consider the benefits and risks for individual patients who have a known history of these events 
prior to initiating therapy with OPZELURA. Perform CBC monitoring as clinically indicated. If signs 
and/or symptoms of clinically significant thrombocytopenia, anemia, and neutropenia occur, 
patients should discontinue OPZELURA.
Lipid Elevations
Treatment with oral ruxolitinib has been associated with increases in lipid parameters including 
total cholesterol, low-density lipoprotein (LDL) cholesterol, and triglycerides.
Adverse Reactions
In nonsegmental vitiligo, the most common adverse reactions (incidence ≥1%) are application site 
acne (6%), application site pruritus (5%), nasopharyngitis (4%), headache (4%), urinary tract infection 
(2%), application site erythema (2%), and pyrexia (1%).  
Pregnancy
There is a pregnancy registry that monitors pregnancy outcomes in pregnant persons exposed to 
OPZELURA during pregnancy. Pregnant persons exposed to OPZELURA and healthcare providers 
should report OPZELURA exposure by calling 1-855-463-3463.
Lactation
Advise women not to breastfeed during treatment with OPZELURA and for approximately four 
weeks after the last dose (approximately 5-6 elimination half-lives).

OPZELURA is a trademark of Incyte. 
Incyte and the Incyte logo are registered trademarks of Incyte. 
© 2022, Incyte Corporation. MAT-OPZ-00247  07/22

Please see Brief Summary of the Full Prescribing Information, including
Boxed Warning, on the following pages.

References: 1. OPZELURA™ (ruxolitinib) cream. Prescribing Information. Incyte Corporation. 2. Ezzedine K, Eleftheriadou V, Whitton M, 
van Geel N. Vitiligo. Lancet. 2015;386(9988):74-84. 3. Bergqvist C, Ezzedine K. Vitiligo: a review. Dermatol. 2020;236(6):571-592.

IMPORTANT SAFETY INFORMATION (continued)
SERIOUS INFECTIONS (continued)
Avoid use of OPZELURA in patients with an active, serious infection, including localized infections. If 
a serious infection develops, interrupt OPZELURA until the infection is controlled. Carefully consider 
the benefits and risks of treatment prior to initiating OPZELURA in patients with chronic or recurrent 
infection. Closely monitor patients for the development of signs and symptoms of infection during and 
after treatment with OPZELURA. 
Serious lower respiratory tract infections were reported in the clinical development program with 
topical ruxolitinib.
No cases of active tuberculosis (TB) were reported in clinical trials with OPZELURA. Cases of active TB 
were reported in clinical trials of oral Janus kinase inhibitors used to treat inflammatory conditions. 
Consider evaluating patients for latent and active TB infection prior to administration of OPZELURA. 
During OPZELURA use, monitor patients for the development of signs and symptoms of TB.
Viral reactivation, including cases of herpes virus reactivation (e.g., herpes zoster), were reported 
in clinical trials with Janus kinase inhibitors used to treat inflammatory conditions including 
OPZELURA. If a patient develops herpes zoster, consider interrupting OPZELURA treatment until 
the episode resolves.
Hepatitis B viral load (HBV-DNA titer) increases, with or without associated elevations in alanine 
aminotransferase and aspartate aminotransferase, have been reported in patients with chronic HBV 
infections taking oral ruxolitinib. OPZELURA initiation is not recommended in patients with active 
hepatitis B or hepatitis C.
MORTALITY
In a large, randomized, postmarketing safety study in rheumatoid arthritis (RA) patients 50 years of 
age and older with at least one cardiovascular risk factor comparing an oral JAK inhibitor to tumor 
necrosis factor (TNF) blocker treatment, a higher rate of all-cause mortality, including sudden 
cardiovascular death, was observed with the JAK inhibitor. Consider the benefits and risks for the 
individual patient prior to initiating or continuing therapy with OPZELURA.
MALIGNANCIES
Malignancies were reported in patients treated with OPZELURA. Lymphoma and other 
malignancies have been observed in patients receiving JAK inhibitors used to treat inflammatory 
conditions. In RA patients treated with an oral JAK inhibitor, a higher rate of malignancies 
(excluding non-melanoma skin cancer (NMSC)) was observed when compared with TNF blockers. 
Patients who are current or past smokers are at additional increased risk.
Consider the benefits and risks for the individual patient prior to initiating or continuing therapy 
with OPZELURA, particularly in patients with a known malignancy (other than successfully treated 
non-melanoma skin cancers), patients who develop a malignancy when on treatment, and patients 
who are current or past smokers.
Non-melanoma skin cancers, including basal cell and squamous cell carcinoma, have occurred in 
patients treated with OPZELURA. Perform periodic skin examinations during OPZELURA treatment 
and following treatment as appropriate. Exposure to sunlight and UV light should be limited by 
wearing protective clothing and using broad-spectrum sunscreen.
MAJOR ADVERSE CARDIOVASCULAR EVENTS (MACE)
In RA patients 50 years of age and older with at least one cardiovascular risk factor treated with 
an oral JAK inhibitor, a higher rate of major adverse cardiovascular events (MACE) (defined as 
cardiovascular death, myocardial infarction, and stroke), was observed when compared with TNF 
blockers. Patients who are current or past smokers are at additional increased risk. Discontinue 
OPZELURA in patients who have experienced a myocardial infarction or stroke. 

Consider the benefits and risks for the individual patient prior to initiating or continuing therapy 
with OPZELURA, particularly in patients who are current or past smokers and patients with 
other cardiovascular risk factors. Patients should be informed about the symptoms of serious 
cardiovascular events and the steps to take if they occur. Discontinue OPZELURA in patients that 
have experienced a myocardial infarction or stroke.
THROMBOSIS
Thromboembolic events were observed in trials with OPZELURA. Thrombosis, including 
pulmonary embolism (PE), deep venous thrombosis (DVT), and arterial thrombosis have been 
reported in patients receiving JAK inhibitors used to treat inflammatory conditions. Many of 
these adverse reactions were serious and some resulted in death. In RA patients 50 years of age 
and older with at least one cardiovascular risk factor treated with an oral JAK inhibitor, a higher 
rate of thrombosis was observed when compared with TNF blockers. Avoid OPZELURA in patients 
at risk. If symptoms of thrombosis occur, discontinue OPZELURA and treat appropriately.
Thrombocytopenia, Anemia, and Neutropenia
Thrombocytopenia, anemia, and neutropenia were reported in the clinical trials with OPZELURA. 
Consider the benefits and risks for individual patients who have a known history of these events 
prior to initiating therapy with OPZELURA. Perform CBC monitoring as clinically indicated. If signs 
and/or symptoms of clinically significant thrombocytopenia, anemia, and neutropenia occur, 
patients should discontinue OPZELURA.
Lipid Elevations
Treatment with oral ruxolitinib has been associated with increases in lipid parameters including 
total cholesterol, low-density lipoprotein (LDL) cholesterol, and triglycerides.
Adverse Reactions
In nonsegmental vitiligo, the most common adverse reactions (incidence ≥1%) are application site 
acne (6%), application site pruritus (5%), nasopharyngitis (4%), headache (4%), urinary tract infection 
(2%), application site erythema (2%), and pyrexia (1%).  
Pregnancy
There is a pregnancy registry that monitors pregnancy outcomes in pregnant persons exposed to 
OPZELURA during pregnancy. Pregnant persons exposed to OPZELURA and healthcare providers 
should report OPZELURA exposure by calling 1-855-463-3463.
Lactation
Advise women not to breastfeed during treatment with OPZELURA and for approximately four 
weeks after the last dose (approximately 5-6 elimination half-lives).
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IMPORTANT SAFETY INFORMATION (continued)
SERIOUS INFECTIONS (continued)
Avoid use of OPZELURA in patients with an active, serious infection, including localized infections. If 
a serious infection develops, interrupt OPZELURA until the infection is controlled. Carefully consider 
the benefits and risks of treatment prior to initiating OPZELURA in patients with chronic or recurrent 
infection. Closely monitor patients for the development of signs and symptoms of infection during and 
after treatment with OPZELURA. 
Serious lower respiratory tract infections were reported in the clinical development program with 
topical ruxolitinib.
No cases of active tuberculosis (TB) were reported in clinical trials with OPZELURA. Cases of active TB 
were reported in clinical trials of oral Janus kinase inhibitors used to treat inflammatory conditions. 
Consider evaluating patients for latent and active TB infection prior to administration of OPZELURA. 
During OPZELURA use, monitor patients for the development of signs and symptoms of TB.
Viral reactivation, including cases of herpes virus reactivation (e.g., herpes zoster), were reported 
in clinical trials with Janus kinase inhibitors used to treat inflammatory conditions including 
OPZELURA. If a patient develops herpes zoster, consider interrupting OPZELURA treatment until 
the episode resolves.
Hepatitis B viral load (HBV-DNA titer) increases, with or without associated elevations in alanine 
aminotransferase and aspartate aminotransferase, have been reported in patients with chronic HBV 
infections taking oral ruxolitinib. OPZELURA initiation is not recommended in patients with active 
hepatitis B or hepatitis C.
MORTALITY
In a large, randomized, postmarketing safety study in rheumatoid arthritis (RA) patients 50 years of 
age and older with at least one cardiovascular risk factor comparing an oral JAK inhibitor to tumor 
necrosis factor (TNF) blocker treatment, a higher rate of all-cause mortality, including sudden 
cardiovascular death, was observed with the JAK inhibitor. Consider the benefits and risks for the 
individual patient prior to initiating or continuing therapy with OPZELURA.
MALIGNANCIES
Malignancies were reported in patients treated with OPZELURA. Lymphoma and other 
malignancies have been observed in patients receiving JAK inhibitors used to treat inflammatory 
conditions. In RA patients treated with an oral JAK inhibitor, a higher rate of malignancies 
(excluding non-melanoma skin cancer (NMSC)) was observed when compared with TNF blockers. 
Patients who are current or past smokers are at additional increased risk.
Consider the benefits and risks for the individual patient prior to initiating or continuing therapy 
with OPZELURA, particularly in patients with a known malignancy (other than successfully treated 
non-melanoma skin cancers), patients who develop a malignancy when on treatment, and patients 
who are current or past smokers.
Non-melanoma skin cancers, including basal cell and squamous cell carcinoma, have occurred in 
patients treated with OPZELURA. Perform periodic skin examinations during OPZELURA treatment 
and following treatment as appropriate. Exposure to sunlight and UV light should be limited by 
wearing protective clothing and using broad-spectrum sunscreen.
MAJOR ADVERSE CARDIOVASCULAR EVENTS (MACE)
In RA patients 50 years of age and older with at least one cardiovascular risk factor treated with 
an oral JAK inhibitor, a higher rate of major adverse cardiovascular events (MACE) (defined as 
cardiovascular death, myocardial infarction, and stroke), was observed when compared with TNF 
blockers. Patients who are current or past smokers are at additional increased risk. Discontinue 
OPZELURA in patients who have experienced a myocardial infarction or stroke. 

Consider the benefits and risks for the individual patient prior to initiating or continuing therapy 
with OPZELURA, particularly in patients who are current or past smokers and patients with 
other cardiovascular risk factors. Patients should be informed about the symptoms of serious 
cardiovascular events and the steps to take if they occur. Discontinue OPZELURA in patients that 
have experienced a myocardial infarction or stroke.
THROMBOSIS
Thromboembolic events were observed in trials with OPZELURA. Thrombosis, including 
pulmonary embolism (PE), deep venous thrombosis (DVT), and arterial thrombosis have been 
reported in patients receiving JAK inhibitors used to treat inflammatory conditions. Many of 
these adverse reactions were serious and some resulted in death. In RA patients 50 years of age 
and older with at least one cardiovascular risk factor treated with an oral JAK inhibitor, a higher 
rate of thrombosis was observed when compared with TNF blockers. Avoid OPZELURA in patients 
at risk. If symptoms of thrombosis occur, discontinue OPZELURA and treat appropriately.
Thrombocytopenia, Anemia, and Neutropenia
Thrombocytopenia, anemia, and neutropenia were reported in the clinical trials with OPZELURA. 
Consider the benefits and risks for individual patients who have a known history of these events 
prior to initiating therapy with OPZELURA. Perform CBC monitoring as clinically indicated. If signs 
and/or symptoms of clinically significant thrombocytopenia, anemia, and neutropenia occur, 
patients should discontinue OPZELURA.
Lipid Elevations
Treatment with oral ruxolitinib has been associated with increases in lipid parameters including 
total cholesterol, low-density lipoprotein (LDL) cholesterol, and triglycerides.
Adverse Reactions
In nonsegmental vitiligo, the most common adverse reactions (incidence ≥1%) are application site 
acne (6%), application site pruritus (5%), nasopharyngitis (4%), headache (4%), urinary tract infection 
(2%), application site erythema (2%), and pyrexia (1%).  
Pregnancy
There is a pregnancy registry that monitors pregnancy outcomes in pregnant persons exposed to 
OPZELURA during pregnancy. Pregnant persons exposed to OPZELURA and healthcare providers 
should report OPZELURA exposure by calling 1-855-463-3463.
Lactation
Advise women not to breastfeed during treatment with OPZELURA and for approximately four 
weeks after the last dose (approximately 5-6 elimination half-lives).
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IMPORTANT SAFETY INFORMATION (continued)
SERIOUS INFECTIONS (continued)
Avoid use of OPZELURA in patients with an active, serious infection, including localized infections. If 
a serious infection develops, interrupt OPZELURA until the infection is controlled. Carefully consider 
the benefits and risks of treatment prior to initiating OPZELURA in patients with chronic or recurrent 
infection. Closely monitor patients for the development of signs and symptoms of infection during and 
after treatment with OPZELURA. 
Serious lower respiratory tract infections were reported in the clinical development program with 
topical ruxolitinib.
No cases of active tuberculosis (TB) were reported in clinical trials with OPZELURA. Cases of active TB 
were reported in clinical trials of oral Janus kinase inhibitors used to treat inflammatory conditions. 
Consider evaluating patients for latent and active TB infection prior to administration of OPZELURA. 
During OPZELURA use, monitor patients for the development of signs and symptoms of TB.
Viral reactivation, including cases of herpes virus reactivation (e.g., herpes zoster), were reported 
in clinical trials with Janus kinase inhibitors used to treat inflammatory conditions including 
OPZELURA. If a patient develops herpes zoster, consider interrupting OPZELURA treatment until 
the episode resolves.
Hepatitis B viral load (HBV-DNA titer) increases, with or without associated elevations in alanine 
aminotransferase and aspartate aminotransferase, have been reported in patients with chronic HBV 
infections taking oral ruxolitinib. OPZELURA initiation is not recommended in patients with active 
hepatitis B or hepatitis C.
MORTALITY
In a large, randomized, postmarketing safety study in rheumatoid arthritis (RA) patients 50 years of 
age and older with at least one cardiovascular risk factor comparing an oral JAK inhibitor to tumor 
necrosis factor (TNF) blocker treatment, a higher rate of all-cause mortality, including sudden 
cardiovascular death, was observed with the JAK inhibitor. Consider the benefits and risks for the 
individual patient prior to initiating or continuing therapy with OPZELURA.
MALIGNANCIES
Malignancies were reported in patients treated with OPZELURA. Lymphoma and other 
malignancies have been observed in patients receiving JAK inhibitors used to treat inflammatory 
conditions. In RA patients treated with an oral JAK inhibitor, a higher rate of malignancies 
(excluding non-melanoma skin cancer (NMSC)) was observed when compared with TNF blockers. 
Patients who are current or past smokers are at additional increased risk.
Consider the benefits and risks for the individual patient prior to initiating or continuing therapy 
with OPZELURA, particularly in patients with a known malignancy (other than successfully treated 
non-melanoma skin cancers), patients who develop a malignancy when on treatment, and patients 
who are current or past smokers.
Non-melanoma skin cancers, including basal cell and squamous cell carcinoma, have occurred in 
patients treated with OPZELURA. Perform periodic skin examinations during OPZELURA treatment 
and following treatment as appropriate. Exposure to sunlight and UV light should be limited by 
wearing protective clothing and using broad-spectrum sunscreen.
MAJOR ADVERSE CARDIOVASCULAR EVENTS (MACE)
In RA patients 50 years of age and older with at least one cardiovascular risk factor treated with 
an oral JAK inhibitor, a higher rate of major adverse cardiovascular events (MACE) (defined as 
cardiovascular death, myocardial infarction, and stroke), was observed when compared with TNF 
blockers. Patients who are current or past smokers are at additional increased risk. Discontinue 
OPZELURA in patients who have experienced a myocardial infarction or stroke. 

Consider the benefits and risks for the individual patient prior to initiating or continuing therapy 
with OPZELURA, particularly in patients who are current or past smokers and patients with 
other cardiovascular risk factors. Patients should be informed about the symptoms of serious 
cardiovascular events and the steps to take if they occur. Discontinue OPZELURA in patients that 
have experienced a myocardial infarction or stroke.
THROMBOSIS
Thromboembolic events were observed in trials with OPZELURA. Thrombosis, including 
pulmonary embolism (PE), deep venous thrombosis (DVT), and arterial thrombosis have been 
reported in patients receiving JAK inhibitors used to treat inflammatory conditions. Many of 
these adverse reactions were serious and some resulted in death. In RA patients 50 years of age 
and older with at least one cardiovascular risk factor treated with an oral JAK inhibitor, a higher 
rate of thrombosis was observed when compared with TNF blockers. Avoid OPZELURA in patients 
at risk. If symptoms of thrombosis occur, discontinue OPZELURA and treat appropriately.
Thrombocytopenia, Anemia, and Neutropenia
Thrombocytopenia, anemia, and neutropenia were reported in the clinical trials with OPZELURA. 
Consider the benefits and risks for individual patients who have a known history of these events 
prior to initiating therapy with OPZELURA. Perform CBC monitoring as clinically indicated. If signs 
and/or symptoms of clinically significant thrombocytopenia, anemia, and neutropenia occur, 
patients should discontinue OPZELURA.
Lipid Elevations
Treatment with oral ruxolitinib has been associated with increases in lipid parameters including 
total cholesterol, low-density lipoprotein (LDL) cholesterol, and triglycerides.
Adverse Reactions
In nonsegmental vitiligo, the most common adverse reactions (incidence ≥1%) are application site 
acne (6%), application site pruritus (5%), nasopharyngitis (4%), headache (4%), urinary tract infection 
(2%), application site erythema (2%), and pyrexia (1%).  
Pregnancy
There is a pregnancy registry that monitors pregnancy outcomes in pregnant persons exposed to 
OPZELURA during pregnancy. Pregnant persons exposed to OPZELURA and healthcare providers 
should report OPZELURA exposure by calling 1-855-463-3463.
Lactation
Advise women not to breastfeed during treatment with OPZELURA and for approximately four 
weeks after the last dose (approximately 5-6 elimination half-lives).
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IMPORTANT SAFETY INFORMATION (continued)
SERIOUS INFECTIONS (continued)
Avoid use of OPZELURA in patients with an active, serious infection, including localized infections. If 
a serious infection develops, interrupt OPZELURA until the infection is controlled. Carefully consider 
the benefits and risks of treatment prior to initiating OPZELURA in patients with chronic or recurrent 
infection. Closely monitor patients for the development of signs and symptoms of infection during and 
after treatment with OPZELURA. 
Serious lower respiratory tract infections were reported in the clinical development program with 
topical ruxolitinib.
No cases of active tuberculosis (TB) were reported in clinical trials with OPZELURA. Cases of active TB 
were reported in clinical trials of oral Janus kinase inhibitors used to treat inflammatory conditions. 
Consider evaluating patients for latent and active TB infection prior to administration of OPZELURA. 
During OPZELURA use, monitor patients for the development of signs and symptoms of TB.
Viral reactivation, including cases of herpes virus reactivation (e.g., herpes zoster), were reported 
in clinical trials with Janus kinase inhibitors used to treat inflammatory conditions including 
OPZELURA. If a patient develops herpes zoster, consider interrupting OPZELURA treatment until 
the episode resolves.
Hepatitis B viral load (HBV-DNA titer) increases, with or without associated elevations in alanine 
aminotransferase and aspartate aminotransferase, have been reported in patients with chronic HBV 
infections taking oral ruxolitinib. OPZELURA initiation is not recommended in patients with active 
hepatitis B or hepatitis C.
MORTALITY
In a large, randomized, postmarketing safety study in rheumatoid arthritis (RA) patients 50 years of 
age and older with at least one cardiovascular risk factor comparing an oral JAK inhibitor to tumor 
necrosis factor (TNF) blocker treatment, a higher rate of all-cause mortality, including sudden 
cardiovascular death, was observed with the JAK inhibitor. Consider the benefits and risks for the 
individual patient prior to initiating or continuing therapy with OPZELURA.
MALIGNANCIES
Malignancies were reported in patients treated with OPZELURA. Lymphoma and other 
malignancies have been observed in patients receiving JAK inhibitors used to treat inflammatory 
conditions. In RA patients treated with an oral JAK inhibitor, a higher rate of malignancies 
(excluding non-melanoma skin cancer (NMSC)) was observed when compared with TNF blockers. 
Patients who are current or past smokers are at additional increased risk.
Consider the benefits and risks for the individual patient prior to initiating or continuing therapy 
with OPZELURA, particularly in patients with a known malignancy (other than successfully treated 
non-melanoma skin cancers), patients who develop a malignancy when on treatment, and patients 
who are current or past smokers.
Non-melanoma skin cancers, including basal cell and squamous cell carcinoma, have occurred in 
patients treated with OPZELURA. Perform periodic skin examinations during OPZELURA treatment 
and following treatment as appropriate. Exposure to sunlight and UV light should be limited by 
wearing protective clothing and using broad-spectrum sunscreen.
MAJOR ADVERSE CARDIOVASCULAR EVENTS (MACE)
In RA patients 50 years of age and older with at least one cardiovascular risk factor treated with 
an oral JAK inhibitor, a higher rate of major adverse cardiovascular events (MACE) (defined as 
cardiovascular death, myocardial infarction, and stroke), was observed when compared with TNF 
blockers. Patients who are current or past smokers are at additional increased risk. Discontinue 
OPZELURA in patients who have experienced a myocardial infarction or stroke. 

Consider the benefits and risks for the individual patient prior to initiating or continuing therapy 
with OPZELURA, particularly in patients who are current or past smokers and patients with 
other cardiovascular risk factors. Patients should be informed about the symptoms of serious 
cardiovascular events and the steps to take if they occur. Discontinue OPZELURA in patients that 
have experienced a myocardial infarction or stroke.
THROMBOSIS
Thromboembolic events were observed in trials with OPZELURA. Thrombosis, including 
pulmonary embolism (PE), deep venous thrombosis (DVT), and arterial thrombosis have been 
reported in patients receiving JAK inhibitors used to treat inflammatory conditions. Many of 
these adverse reactions were serious and some resulted in death. In RA patients 50 years of age 
and older with at least one cardiovascular risk factor treated with an oral JAK inhibitor, a higher 
rate of thrombosis was observed when compared with TNF blockers. Avoid OPZELURA in patients 
at risk. If symptoms of thrombosis occur, discontinue OPZELURA and treat appropriately.
Thrombocytopenia, Anemia, and Neutropenia
Thrombocytopenia, anemia, and neutropenia were reported in the clinical trials with OPZELURA. 
Consider the benefits and risks for individual patients who have a known history of these events 
prior to initiating therapy with OPZELURA. Perform CBC monitoring as clinically indicated. If signs 
and/or symptoms of clinically significant thrombocytopenia, anemia, and neutropenia occur, 
patients should discontinue OPZELURA.
Lipid Elevations
Treatment with oral ruxolitinib has been associated with increases in lipid parameters including 
total cholesterol, low-density lipoprotein (LDL) cholesterol, and triglycerides.
Adverse Reactions
In nonsegmental vitiligo, the most common adverse reactions (incidence ≥1%) are application site 
acne (6%), application site pruritus (5%), nasopharyngitis (4%), headache (4%), urinary tract infection 
(2%), application site erythema (2%), and pyrexia (1%).  
Pregnancy
There is a pregnancy registry that monitors pregnancy outcomes in pregnant persons exposed to 
OPZELURA during pregnancy. Pregnant persons exposed to OPZELURA and healthcare providers 
should report OPZELURA exposure by calling 1-855-463-3463.
Lactation
Advise women not to breastfeed during treatment with OPZELURA and for approximately four 
weeks after the last dose (approximately 5-6 elimination half-lives).
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INDICATION
OPZELURA is indicated for the topical treatment of nonsegmental vitiligo in adult and pediatric 
patients 12 years of age and older.

Limitations of Use: Use of OPZELURA in combination with therapeutic biologics, other 
JAK inhibitors, or potent immunosuppressants such as azathioprine or cyclosporine is 
not recommended.

IMPORTANT SAFETY INFORMATION
SERIOUS INFECTIONS
Patients treated with oral Janus kinase inhibitors for inflammatory conditions are at risk for 
developing serious infections that may lead to hospitalization or death. Reported infections 
include:
•   Active tuberculosis, which may present with pulmonary or extrapulmonary disease.
• Invasive fungal infections, including cryptococcosis and pneumocystosis.
•  Bacterial, viral, including herpes zoster, and other infections due to opportunistic pathogens.
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OPZELURA™ (ruxolitinib) cream, for topical use

Brief Summary of FULL PRESCRIBING INFORMATION

INDICATIONS AND USAGE: OPZELURA is indicated for the topical treatment of 
nonsegmental vitiligo in adult and pediatric patients 12 years of age and older.

Limitations of Use: Use of OPZELURA in combination with therapeutic biologics, other 
JAK inhibitors, or potent immunosuppressants such as azathioprine or cyclosporine is 
not recommended.

WARNING: SERIOUS INFECTIONS, MORTALITY, MALIGNANCY, MAJOR 
ADVERSE CARDIOVASCULAR EVENTS, AND THROMBOSIS

SERIOUS INFECTIONS
Patients treated with oral Janus kinase inhibitors for inflammatory conditions 
are at risk for developing serious infections that may lead to hospitalization or 
death [see Warnings and Precautions and Adverse Reactions]. 
Reported infections include:

•  Active tuberculosis, which may present with pulmonary or 
extrapulmonary disease. 

• Invasive fungal infections, including cryptococcosis, and pneumocystosis. 
•  Bacterial, viral, including herpes zoster, and other infections due to 

opportunistic pathogens.
Avoid use of OPZELURA in patients with an active, serious infection, including 
localized infections. If a serious infection develops, interrupt OPZELURA until 
the infection is controlled.

The risks and benefits of treatment with OPZELURA should be carefully 
considered prior to initiating therapy in patients with chronic or 
recurrent infection.

Patients should be closely monitored for the development of signs and 
symptoms of infection during and after treatment with OPZELURA [see 
Warnings and Precautions].

MORTALITY
In a large, randomized, postmarketing safety study in rheumatoid arthritis (RA) 
patients 50 years of age and older with at least one cardiovascular risk factor 
comparing an oral JAK inhibitor to tumor necrosis factor (TNF) blocker treatment, 
a higher rate of all-cause mortality, including sudden cardiovascular death, was 
observed with the JAK inhibitor [see Warnings and Precautions].

MALIGNANCIES
Malignancies were reported in patients treated with OPZELURA. Lymphoma 
and other malignancies have been observed in patients receiving JAK 
inhibitors used to treat inflammatory conditions. In RA patients treated with an 
oral JAK inhibitor, a higher rate of malignancies (excluding non-melanoma 
skin cancer (NMSC)) was observed when compared with TNF blockers. 
Patients who are current or past smokers are at additional increased risk [see 
Warnings and Precautions].

MAJOR ADVERSE CARDIOVASCULAR EVENTS (MACE)
In RA patients 50 years of age and older with at least one cardiovascular risk 
factor treated with an oral JAK inhibitor, a higher rate of major adverse 
cardiovascular events (MACE) (defined as cardiovascular death, myocardial 
infarction, and stroke), was observed when compared with TNF blockers. 
Patients who are current or past smokers are at additional increased risk. 
Discontinue OPZELURA in patients who have experienced a myocardial 
infarction or stroke [see Warnings and Precautions].

THROMBOSIS
Thromboembolic events were observed in trials with OPZELURA. Thrombosis, 
including pulmonary embolism (PE), deep venous thrombosis (DVT), and arterial 
thrombosis have been reported in patients receiving JAK inhibitors used to treat 
inflammatory conditions. Many of these adverse reactions were serious and 
some resulted in death. In RA patients 50 years of age and older with at least one 
cardiovascular risk factor treated with an oral JAK inhibitor, a higher rate of 
thrombosis was observed when compared with TNF blockers. Avoid OPZELURA in 
patients at risk. If symptoms of thrombosis occur, discontinue OPZELURA  
and treat appropriately [see Warnings and Precautions].

WARNINGS AND PRECAUTIONS 
Serious Infections: Serious and sometimes fatal infections due to bacterial, 
mycobacterial, invasive fungal, viral, or other opportunistic pathogens have been 
reported in patients receiving oral Janus kinase inhibitors. Serious lower respiratory 
tract infections were reported in the clinical development program with topical 
ruxolitinib. Avoid use of OPZELURA in patients with an active, serious infection, 
including localized infections. Consider the risks and benefits of treatment prior to 

initiating OPZELURA in patients: with chronic or recurrent infection; with a history 
of a serious or an opportunistic infection; who have been exposed to tuberculosis; 
who have resided or traveled in areas of endemic tuberculosis or endemic mycoses; 
or with underlying conditions that may predispose them to infection. Closely 
monitor patients for the development of signs and symptoms of infection during 
and after treatment with OPZELURA. Interrupt OPZELURA if a patient develops a 
serious infection, an opportunistic infection, or sepsis. Do not resume OPZELURA 
until the infection is controlled. 

Tuberculosis: No cases of active tuberculosis (TB) were reported in clinical trials with 
OPZELURA. Cases of active TB were reported in clinical trials of oral Janus kinase 
inhibitors used to treat inflammatory conditions. Consider evaluating patients for latent 
and active TB infection prior to administration of OPZELURA. During OPZELURA use, 
monitor patients for the development of signs and symptoms of TB.

Viral Reactivation: Viral reactivation, including cases of herpes virus reactivation  
(e.g., herpes zoster), were reported in clinical trials with Janus kinase inhibitors used 
to treat inflammatory conditions including OPZELURA. If a patient develops herpes 
zoster, consider interrupting OPZELURA treatment until the episode resolves.

Hepatitis B and C: The impact of Janus kinase inhibitors used to treat inflammatory 
conditions including OPZELURA on chronic viral hepatitis reactivation is unknown. 
Patients with a history of hepatitis B or C infection were excluded from clinical trials.

Hepatitis B viral load (HBV-DNA titer) increases, with or without associated elevations 
in alanine aminotransferase and aspartate aminotransferase, have been reported in 
patients with chronic HBV infections taking oral ruxolitinib. OPZELURA initiation is not 
recommended in patients with active hepatitis B or hepatitis C.

Mortality: In a large, randomized, postmarketing safety study of an oral JAK inhibitor 
in rheumatoid arthritis (RA) patients 50 years of age and older with at least one 
cardiovascular risk factor, a higher rate of all-cause mortality, including sudden 
cardiovascular death, was observed in patients treated with the JAK inhibitor 
compared with TNF blockers. Consider the benefits and risks for the individual patient 
prior to initiating or continuing therapy with OPZELURA.

Malignancy and Lymphoproliferative Disorders: Malignancies, including 
lymphomas, were observed in clinical trials of oral JAK inhibitors used to treat 
inflammatory conditions. Patients who are current or past smokers are at additional 
increased risk. Malignancies, including lymphomas, have occurred in patients 
receiving JAK inhibitors used to treat inflammatory conditions. In a large, 
randomized, postmarketing safety study of an oral JAK inhibitor in RA patients, a 
higher rate of malignancies (excluding non-melanoma skin cancer) was observed 
in patients treated with the JAK inhibitor compared to those treated with TNF 
blockers. A higher rate of lymphomas was observed in patients treated with the 
JAK inhibitor compared to those treated with TNF blockers. A higher rate of lung 
cancers was observed in current or past smokers treated with the JAK inhibitor 
compared to those treated with TNF blockers. In this study, current or past smokers 
had an additional increased risk of overall malignancies. Consider the benefits and 
risks for the individual patient prior to initiating or continuing therapy with 
OPZELURA, particularly in patients with a known malignancy (other than 
successfully treated non-melanoma skin cancers), patients who develop a 
malignancy when on treatment, and patients who are current or past smokers.

Non-melanoma Skin Cancers: Non-melanoma skin cancers including basal cell and 
squamous cell carcinoma have occurred in patients treated with OPZELURA. Perform 
periodic skin examinations during OPZELURA treatment and following treatment as 
appropriate. Exposure to sunlight and UV light should be limited by wearing protective 
clothing and using broad-spectrum sunscreen.

Major Adverse Cardiovascular Events (MACE): In a large, randomized, 
postmarketing safety study of an oral JAK inhibitor in RA patients 50 years of age 
and older with at least one cardiovascular risk factor, a higher rate of major adverse 
cardiovascular events (MACE) defined as cardiovascular death, non-fatal 
myocardial infarction (MI), and non-fatal stroke was observed with the JAK inhibitor 
compared to those treated with TNF blockers. Patients who are current or past 
smokers are at additional increased risk. Consider the benefits and risks for the 
individual patient prior to initiating or continuing therapy with OPZELURA, 
particularly in patients who are current or past smokers and patients with other 
cardiovascular risk factors. Patients should be informed about the symptoms of 
serious cardiovascular events and the steps to take if they occur. Discontinue 
OPZELURA in patients that have experienced a myocardial infarction or stroke.

Thrombosis: Thromboembolic events were observed in clinical trials with OPZELURA. 
Thrombosis, including deep vein thrombosis (DVT), pulmonary embolism (PE), and 
arterial thrombosis have been reported in patients receiving JAK inhibitors used to 
treat inflammatory conditions. Many of these adverse reactions were serious and 
some resulted in death. In a large, randomized, postmarketing safety study of an oral 
JAK inhibitor in RA patients 50 years of age and older with at least one cardiovascular 
risk factor, higher rates of overall thrombosis, DVT, and PE were observed compared to 
those treated with TNF blockers. Avoid OPZELURA in patients who may be at increased 
risk of thrombosis. If symptoms of thrombosis occur, discontinue OPZELURA and 
evaluate and treat patients appropriately.

Data: Lactating rats were administered a single dose of [14C]-labeled ruxolitinib 
(30 mg/kg) on postnatal Day 10, after which plasma and milk samples were collected 
for up to 24 hours. The AUC for total radioactivity in milk was approximately 13 times 
the maternal plasma AUC. Additional analysis showed the presence of ruxolitinib and 
several of its metabolites in milk, all at levels higher than those in maternal plasma.
Pediatric Use: Nonsegmental Vitiligo: The safety and effectiveness of OPZELURA for 
the topical treatment of nonsegmental vitiligo have been established in pediatric 
patients aged 12 to 17 years of age. Use of OPZELURA in this age group is supported 
by evidence from TRuE-V1 and TRuE-V2, which included 55 pediatric subjects aged 
12 to 17 years with nonsegmental vitiligo. No clinically meaningful differences in 
safety or effectiveness were observed between adult and pediatric subjects. The 
safety and effectiveness of OPZELURA in pediatric patients younger than 12 years of 
age with nonsegmental vitiligo have not been established.
Juvenile Animal Toxicity Data: Oral administration of ruxolitinib to juvenile rats resulted in 
effects on growth and bone measures. When administered starting at postnatal day 7 
(the equivalent of a human newborn) at doses of 1.5 to 75 mg/kg/day, evidence of 
fractures occurred at doses ≥ 30 mg/kg/day, and effects on body weight and other bone 
measures [e.g., bone mineral content, peripheral quantitative computed tomography, and 
x-ray analysis] occurred at doses ≥ 5 mg/kg/day. When administered starting at postnatal 
day 21 (the equivalent of a human 2-3 years of age) at doses of 5 to 60 mg/kg/day, effects 
on body weight and bone occurred at doses ≥ 15 mg/kg/day, which were considered 
adverse at 60 mg/kg/day. Males were more severely affected than females in all age 
groups, and effects were generally more severe when administration was initiated earlier 
in the postnatal period. These findings were observed at systemic exposures that are at 
least 40% the MRHD clinical systemic exposure.
Geriatric Use: Of the 831 total subjects enrolled with nonsegmental vitiligo in clinical 
trials with OPZELURA, 65 (8%) were 65 years of age and older. Clinical trials of 
OPZELURA in subjects with nonsegmental vitiligo did not include sufficient numbers of 
subjects 65 years of age and older to determine whether they respond differently from 
younger adult subjects.

PATIENT COUNSELING INFORMATION
Advise the patient or caregivers to read the FDA-approved patient labeling 
(Medication Guide).
Infections: Inform patients that they may be at increased risk for developing infections, 
including serious infections, when taking Janus kinase inhibitors. Instruct patients to tell their 
healthcare provider if they develop any signs or symptoms of an infection. Advise patients that 
Janus kinase inhibitors increase the risk of herpes zoster, and some cases can be serious [see 
Warnings and Precautions].
Malignancies and Lymphoproliferative Disorders: Inform patients that Janus kinase 
inhibitors may increase the risk for developing lymphomas and other malignancies 
including skin cancer. Instruct patients to inform their health care provider if they have ever 
had any type of cancer. Inform patients that periodic skin examinations should be 
performed while using OPZELURA. Advise patients that exposure to sunlight, and UV light 
should be limited by wearing protective clothing and using a broad-spectrum sunscreen 
[see Warnings and Precautions].
Major Adverse Cardiovascular Events: Advise patients that events of major adverse 
cardiovascular events (MACE) including non-fatal myocardial infarction, non-fatal 
stroke, and cardiovascular death, have been reported in clinical studies with Janus 
kinase inhibitors used to treat inflammatory conditions. Instruct all patients, especially 
current or past smokers or patients with other cardiovascular risk factors, to be alert 
for the development of signs and symptoms of cardiovascular events [see Warnings 
and Precautions].
Thrombosis: Advise patients that events of DVT and PE have been reported in clinical 
studies with Janus kinase inhibitors used to treat inflammatory conditions. Instruct patients 
to tell their healthcare provider if they develop any signs or symptoms of a DVT or PE [see 
Warnings and Precautions].
Thrombocytopenia, Anemia, and Neutropenia: Advise patients of the risk of 
thrombocytopenia, anemia, and neutropenia with OPZELURA. Instruct patients to tell 
their healthcare provider if they develop any signs or symptoms of thrombocytopenia, 
anemia, or neutropenia [see Warnings and Precautions]. 
Administration Instructions: Advise patients or caregivers that OPZELURA is for topical 
use only [see Dosage and Administration].
Advise patients to limit treatment to one 60 gram tube per week or one 100 gram tube 
per 2 weeks [see Dosage and Administration]. 
Pregnancy: Inform patients to report their pregnancy to Incyte Corporation at 
1-855-463-3463 [see Use in Specific Populations].
Lactation: Advise a patient not to breastfeed during treatment with OPZELURA and for 
about four weeks after the last dose [see Use in Specific Populations].
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Thrombocytopenia, Anemia, and Neutropenia: Thrombocytopenia, anemia, and 
neutropenia were reported in the clinical trials with OPZELURA. Consider the benefits 
and risks for individual patients who have a known history of these events prior to 
initiating therapy with OPZELURA. Perform CBC monitoring as clinically indicated. If 
signs and/or symptoms of clinically significant thrombocytopenia, anemia, and 
neutropenia occur, patients should discontinue OPZELURA.

Lipid Elevations: Treatment with oral ruxolitinib has been associated with increases 
in lipid parameters including total cholesterol, low-density lipoprotein (LDL) 
cholesterol, and triglycerides.

ADVERSE REACTIONS
Clinical Trials Experience: Because clinical trials are conducted under widely varying 
conditions, adverse reaction rates observed in the clinical trials of a drug cannot be directly 
compared to rates in the clinical trials of another drug and may not reflect the rates observed 
in practice. In two double-blind, vehicle-controlled clinical trials (TRuE-V1 and TRuE-V2), 
449 adult and pediatric subjects 12 years of age and older with nonsegmental vitiligo were 
treated with OPZELURA twice daily for 24 weeks. In the OPZELURA group, 55% of subjects 
were females, and 81% of subjects were White, 5% were Black, and 4% were Asian. The 
adverse reactions reported by OPZELURA treated subjects with an incidence of ≥ 1% and at 
least 1% greater incidence than in the vehicle arm in the 24-week double-blind period are as 
follows for OPZELURA (N=449) vs Vehicle (N=224), respectively: Subjects with any treatment 
emergent adverse event (TEAE) 214 (48%) vs 79 (35%), Application site acne 26 (6%) vs 2 
(1%), Application site pruritus 23 (5%) vs 6 (3%), Nasopharyngitis 19 (4%) vs 5 (2%), Headache 
17 (4%) vs 6 (3%), Urinary tract infection 7 (2%) vs 1 (<1%), Application site erythema 7 (2%) 
vs 1 (<1%), and Pyrexia 6 (1%) vs 0 (0%). 

Adverse reactions that occurred in TRuE-V1 and TRuE-V2 in ≥ 0.5% to < 1% of subjects in 
the OPZELURA group and none in the vehicle group were: application site dermatitis, 
hypertension, anxiety, application site discoloration, application site folliculitis, contusion, 
dermatitis contact, diarrhea, ear infection, gastritis, gastroenteritis, hordeolum, 
influenza-like illness, insomnia, nasal congestion, and vomiting.

DRUG INTERACTIONS 
Drug interaction studies with OPZELURA have not been conducted. Ruxolitinib is 
known to be a substrate for cytochrome P450 3A4 (CYP3A4). Inhibitors of CYP3A4 
may increase ruxolitinib systemic concentrations whereas inducers of CYP3A4 may 
decrease ruxolitinib systemic concentrations. 

Strong Inhibitors of CYP3A4: Avoid concomitant use of OPZELURA with strong 
inhibitors of CYP3A4 as there is a potential to increase the systemic exposure of 
ruxolitinib and could increase the risk of OPZELURA adverse reactions.

USE IN SPECIFIC POPULATIONS

Pregnancy 
Pregnancy Exposure Registry: There is a pregnancy registry that monitors pregnancy 
outcomes in pregnant persons exposed to OPZELURA during pregnancy. Pregnant 
persons exposed to OPZELURA and healthcare providers should report OPZELURA 
exposure by calling 1-855-463-3463.

Risk Summary: Available data from pregnancies reported in clinical trials with OPZELURA 
are not sufficient to evaluate a drug-associated risk for major birth defects, miscarriage, 
or other adverse maternal or fetal outcomes. In animal reproduction studies, oral 
administration of ruxolitinib to pregnant rats and rabbits during the period of organogenesis 
resulted in adverse developmental outcomes at doses associated with maternal toxicity.

The background risks of major birth defects and miscarriage for the indicated 
populations are unknown. All pregnancies carry some risk of birth defects, loss, or 
other adverse outcomes. The background risk in the U.S. general population of major 
birth defects and miscarriage is 2-4% and 15-20%, respectively.

Data
Animal Data: Ruxolitinib was administered orally to pregnant rats or rabbits during the period 
of organogenesis, at doses of 15, 30, or 60 mg/kg/day in rats and 10, 30, or 60 mg/kg/day 
in rabbits. There were no treatment-related malformations at any dose. A decrease in fetal 
weight of approximately 9% was noted in rats at the highest and maternally toxic dose of 
60 mg/kg/day. This dose resulted in systemic exposure approximately 22 times the clinical 
systemic exposure at the maximum recommended human dose (MRHD; the clinical systemic 
exposure from ruxolitinib cream, 1.5% applied twice daily to 25-40% atopic dermatitis-
affected body surface area is used for calculation of multiples of human exposure). In rabbits, 
lower fetal weights of approximately 8% and increased late resorptions were noted at the 
highest and maternally toxic dose of 60 mg/kg/day. This dose resulted in systemic exposure 
approximately 70% the MRHD clinical systemic exposure. In a pre-and post-natal 
development study in rats, pregnant animals were dosed with ruxolitinib from implantation 
through lactation at doses up to 30 mg/kg/day. There were no drug-related adverse effects 
on embryofetal survival, postnatal growth, development parameters or offspring reproductive 
function at the highest dose evaluated (3.1 times the MRHD clinical systemic exposure).

Lactation
Risk Summary: There are no data on the presence of ruxolitinib in human milk, the effects 
on the breastfed child, or the effects on milk production. Ruxolitinib was present in the milk 
of lactating rats. When a drug is present in animal milk, it is likely that the drug will be 
present in human milk. Because of the serious adverse findings in adults, including risks of 
serious infections, thrombocytopenia, anemia, and neutropenia, advise women not to 
breastfeed during treatment with OPZELURA and for approximately four weeks after the 
last dose (approximately 5-6 elimination half-lives). 



OPZELURA™ (ruxolitinib) cream, for topical use

Brief Summary of FULL PRESCRIBING INFORMATION

INDICATIONS AND USAGE: OPZELURA is indicated for the topical treatment of 
nonsegmental vitiligo in adult and pediatric patients 12 years of age and older.

Limitations of Use: Use of OPZELURA in combination with therapeutic biologics, other 
JAK inhibitors, or potent immunosuppressants such as azathioprine or cyclosporine is 
not recommended.

WARNING: SERIOUS INFECTIONS, MORTALITY, MALIGNANCY, MAJOR 
ADVERSE CARDIOVASCULAR EVENTS, AND THROMBOSIS

SERIOUS INFECTIONS
Patients treated with oral Janus kinase inhibitors for inflammatory conditions 
are at risk for developing serious infections that may lead to hospitalization or 
death [see Warnings and Precautions and Adverse Reactions]. 
Reported infections include:

•  Active tuberculosis, which may present with pulmonary or 
extrapulmonary disease. 

• Invasive fungal infections, including cryptococcosis, and pneumocystosis. 
•  Bacterial, viral, including herpes zoster, and other infections due to 

opportunistic pathogens.
Avoid use of OPZELURA in patients with an active, serious infection, including 
localized infections. If a serious infection develops, interrupt OPZELURA until 
the infection is controlled.

The risks and benefits of treatment with OPZELURA should be carefully 
considered prior to initiating therapy in patients with chronic or 
recurrent infection.

Patients should be closely monitored for the development of signs and 
symptoms of infection during and after treatment with OPZELURA [see 
Warnings and Precautions].

MORTALITY
In a large, randomized, postmarketing safety study in rheumatoid arthritis (RA) 
patients 50 years of age and older with at least one cardiovascular risk factor 
comparing an oral JAK inhibitor to tumor necrosis factor (TNF) blocker treatment, 
a higher rate of all-cause mortality, including sudden cardiovascular death, was 
observed with the JAK inhibitor [see Warnings and Precautions].

MALIGNANCIES
Malignancies were reported in patients treated with OPZELURA. Lymphoma 
and other malignancies have been observed in patients receiving JAK 
inhibitors used to treat inflammatory conditions. In RA patients treated with an 
oral JAK inhibitor, a higher rate of malignancies (excluding non-melanoma 
skin cancer (NMSC)) was observed when compared with TNF blockers. 
Patients who are current or past smokers are at additional increased risk [see 
Warnings and Precautions].

MAJOR ADVERSE CARDIOVASCULAR EVENTS (MACE)
In RA patients 50 years of age and older with at least one cardiovascular risk 
factor treated with an oral JAK inhibitor, a higher rate of major adverse 
cardiovascular events (MACE) (defined as cardiovascular death, myocardial 
infarction, and stroke), was observed when compared with TNF blockers. 
Patients who are current or past smokers are at additional increased risk. 
Discontinue OPZELURA in patients who have experienced a myocardial 
infarction or stroke [see Warnings and Precautions].

THROMBOSIS
Thromboembolic events were observed in trials with OPZELURA. Thrombosis, 
including pulmonary embolism (PE), deep venous thrombosis (DVT), and arterial 
thrombosis have been reported in patients receiving JAK inhibitors used to treat 
inflammatory conditions. Many of these adverse reactions were serious and 
some resulted in death. In RA patients 50 years of age and older with at least one 
cardiovascular risk factor treated with an oral JAK inhibitor, a higher rate of 
thrombosis was observed when compared with TNF blockers. Avoid OPZELURA in 
patients at risk. If symptoms of thrombosis occur, discontinue OPZELURA  
and treat appropriately [see Warnings and Precautions].

WARNINGS AND PRECAUTIONS 
Serious Infections: Serious and sometimes fatal infections due to bacterial, 
mycobacterial, invasive fungal, viral, or other opportunistic pathogens have been 
reported in patients receiving oral Janus kinase inhibitors. Serious lower respiratory 
tract infections were reported in the clinical development program with topical 
ruxolitinib. Avoid use of OPZELURA in patients with an active, serious infection, 
including localized infections. Consider the risks and benefits of treatment prior to 

initiating OPZELURA in patients: with chronic or recurrent infection; with a history 
of a serious or an opportunistic infection; who have been exposed to tuberculosis; 
who have resided or traveled in areas of endemic tuberculosis or endemic mycoses; 
or with underlying conditions that may predispose them to infection. Closely 
monitor patients for the development of signs and symptoms of infection during 
and after treatment with OPZELURA. Interrupt OPZELURA if a patient develops a 
serious infection, an opportunistic infection, or sepsis. Do not resume OPZELURA 
until the infection is controlled. 

Tuberculosis: No cases of active tuberculosis (TB) were reported in clinical trials with 
OPZELURA. Cases of active TB were reported in clinical trials of oral Janus kinase 
inhibitors used to treat inflammatory conditions. Consider evaluating patients for latent 
and active TB infection prior to administration of OPZELURA. During OPZELURA use, 
monitor patients for the development of signs and symptoms of TB.

Viral Reactivation: Viral reactivation, including cases of herpes virus reactivation  
(e.g., herpes zoster), were reported in clinical trials with Janus kinase inhibitors used 
to treat inflammatory conditions including OPZELURA. If a patient develops herpes 
zoster, consider interrupting OPZELURA treatment until the episode resolves.

Hepatitis B and C: The impact of Janus kinase inhibitors used to treat inflammatory 
conditions including OPZELURA on chronic viral hepatitis reactivation is unknown. 
Patients with a history of hepatitis B or C infection were excluded from clinical trials.

Hepatitis B viral load (HBV-DNA titer) increases, with or without associated elevations 
in alanine aminotransferase and aspartate aminotransferase, have been reported in 
patients with chronic HBV infections taking oral ruxolitinib. OPZELURA initiation is not 
recommended in patients with active hepatitis B or hepatitis C.

Mortality: In a large, randomized, postmarketing safety study of an oral JAK inhibitor 
in rheumatoid arthritis (RA) patients 50 years of age and older with at least one 
cardiovascular risk factor, a higher rate of all-cause mortality, including sudden 
cardiovascular death, was observed in patients treated with the JAK inhibitor 
compared with TNF blockers. Consider the benefits and risks for the individual patient 
prior to initiating or continuing therapy with OPZELURA.

Malignancy and Lymphoproliferative Disorders: Malignancies, including 
lymphomas, were observed in clinical trials of oral JAK inhibitors used to treat 
inflammatory conditions. Patients who are current or past smokers are at additional 
increased risk. Malignancies, including lymphomas, have occurred in patients 
receiving JAK inhibitors used to treat inflammatory conditions. In a large, 
randomized, postmarketing safety study of an oral JAK inhibitor in RA patients, a 
higher rate of malignancies (excluding non-melanoma skin cancer) was observed 
in patients treated with the JAK inhibitor compared to those treated with TNF 
blockers. A higher rate of lymphomas was observed in patients treated with the 
JAK inhibitor compared to those treated with TNF blockers. A higher rate of lung 
cancers was observed in current or past smokers treated with the JAK inhibitor 
compared to those treated with TNF blockers. In this study, current or past smokers 
had an additional increased risk of overall malignancies. Consider the benefits and 
risks for the individual patient prior to initiating or continuing therapy with 
OPZELURA, particularly in patients with a known malignancy (other than 
successfully treated non-melanoma skin cancers), patients who develop a 
malignancy when on treatment, and patients who are current or past smokers.

Non-melanoma Skin Cancers: Non-melanoma skin cancers including basal cell and 
squamous cell carcinoma have occurred in patients treated with OPZELURA. Perform 
periodic skin examinations during OPZELURA treatment and following treatment as 
appropriate. Exposure to sunlight and UV light should be limited by wearing protective 
clothing and using broad-spectrum sunscreen.

Major Adverse Cardiovascular Events (MACE): In a large, randomized, 
postmarketing safety study of an oral JAK inhibitor in RA patients 50 years of age 
and older with at least one cardiovascular risk factor, a higher rate of major adverse 
cardiovascular events (MACE) defined as cardiovascular death, non-fatal 
myocardial infarction (MI), and non-fatal stroke was observed with the JAK inhibitor 
compared to those treated with TNF blockers. Patients who are current or past 
smokers are at additional increased risk. Consider the benefits and risks for the 
individual patient prior to initiating or continuing therapy with OPZELURA, 
particularly in patients who are current or past smokers and patients with other 
cardiovascular risk factors. Patients should be informed about the symptoms of 
serious cardiovascular events and the steps to take if they occur. Discontinue 
OPZELURA in patients that have experienced a myocardial infarction or stroke.

Thrombosis: Thromboembolic events were observed in clinical trials with OPZELURA. 
Thrombosis, including deep vein thrombosis (DVT), pulmonary embolism (PE), and 
arterial thrombosis have been reported in patients receiving JAK inhibitors used to 
treat inflammatory conditions. Many of these adverse reactions were serious and 
some resulted in death. In a large, randomized, postmarketing safety study of an oral 
JAK inhibitor in RA patients 50 years of age and older with at least one cardiovascular 
risk factor, higher rates of overall thrombosis, DVT, and PE were observed compared to 
those treated with TNF blockers. Avoid OPZELURA in patients who may be at increased 
risk of thrombosis. If symptoms of thrombosis occur, discontinue OPZELURA and 
evaluate and treat patients appropriately.

Data: Lactating rats were administered a single dose of [14C]-labeled ruxolitinib 
(30 mg/kg) on postnatal Day 10, after which plasma and milk samples were collected 
for up to 24 hours. The AUC for total radioactivity in milk was approximately 13 times 
the maternal plasma AUC. Additional analysis showed the presence of ruxolitinib and 
several of its metabolites in milk, all at levels higher than those in maternal plasma.
Pediatric Use: Nonsegmental Vitiligo: The safety and effectiveness of OPZELURA for 
the topical treatment of nonsegmental vitiligo have been established in pediatric 
patients aged 12 to 17 years of age. Use of OPZELURA in this age group is supported 
by evidence from TRuE-V1 and TRuE-V2, which included 55 pediatric subjects aged 
12 to 17 years with nonsegmental vitiligo. No clinically meaningful differences in 
safety or effectiveness were observed between adult and pediatric subjects. The 
safety and effectiveness of OPZELURA in pediatric patients younger than 12 years of 
age with nonsegmental vitiligo have not been established.
Juvenile Animal Toxicity Data: Oral administration of ruxolitinib to juvenile rats resulted in 
effects on growth and bone measures. When administered starting at postnatal day 7 
(the equivalent of a human newborn) at doses of 1.5 to 75 mg/kg/day, evidence of 
fractures occurred at doses ≥ 30 mg/kg/day, and effects on body weight and other bone 
measures [e.g., bone mineral content, peripheral quantitative computed tomography, and 
x-ray analysis] occurred at doses ≥ 5 mg/kg/day. When administered starting at postnatal 
day 21 (the equivalent of a human 2-3 years of age) at doses of 5 to 60 mg/kg/day, effects 
on body weight and bone occurred at doses ≥ 15 mg/kg/day, which were considered 
adverse at 60 mg/kg/day. Males were more severely affected than females in all age 
groups, and effects were generally more severe when administration was initiated earlier 
in the postnatal period. These findings were observed at systemic exposures that are at 
least 40% the MRHD clinical systemic exposure.
Geriatric Use: Of the 831 total subjects enrolled with nonsegmental vitiligo in clinical 
trials with OPZELURA, 65 (8%) were 65 years of age and older. Clinical trials of 
OPZELURA in subjects with nonsegmental vitiligo did not include sufficient numbers of 
subjects 65 years of age and older to determine whether they respond differently from 
younger adult subjects.

PATIENT COUNSELING INFORMATION
Advise the patient or caregivers to read the FDA-approved patient labeling 
(Medication Guide).
Infections: Inform patients that they may be at increased risk for developing infections, 
including serious infections, when taking Janus kinase inhibitors. Instruct patients to tell their 
healthcare provider if they develop any signs or symptoms of an infection. Advise patients that 
Janus kinase inhibitors increase the risk of herpes zoster, and some cases can be serious [see 
Warnings and Precautions].
Malignancies and Lymphoproliferative Disorders: Inform patients that Janus kinase 
inhibitors may increase the risk for developing lymphomas and other malignancies 
including skin cancer. Instruct patients to inform their health care provider if they have ever 
had any type of cancer. Inform patients that periodic skin examinations should be 
performed while using OPZELURA. Advise patients that exposure to sunlight, and UV light 
should be limited by wearing protective clothing and using a broad-spectrum sunscreen 
[see Warnings and Precautions].
Major Adverse Cardiovascular Events: Advise patients that events of major adverse 
cardiovascular events (MACE) including non-fatal myocardial infarction, non-fatal 
stroke, and cardiovascular death, have been reported in clinical studies with Janus 
kinase inhibitors used to treat inflammatory conditions. Instruct all patients, especially 
current or past smokers or patients with other cardiovascular risk factors, to be alert 
for the development of signs and symptoms of cardiovascular events [see Warnings 
and Precautions].
Thrombosis: Advise patients that events of DVT and PE have been reported in clinical 
studies with Janus kinase inhibitors used to treat inflammatory conditions. Instruct patients 
to tell their healthcare provider if they develop any signs or symptoms of a DVT or PE [see 
Warnings and Precautions].
Thrombocytopenia, Anemia, and Neutropenia: Advise patients of the risk of 
thrombocytopenia, anemia, and neutropenia with OPZELURA. Instruct patients to tell 
their healthcare provider if they develop any signs or symptoms of thrombocytopenia, 
anemia, or neutropenia [see Warnings and Precautions]. 
Administration Instructions: Advise patients or caregivers that OPZELURA is for topical 
use only [see Dosage and Administration].
Advise patients to limit treatment to one 60 gram tube per week or one 100 gram tube 
per 2 weeks [see Dosage and Administration]. 
Pregnancy: Inform patients to report their pregnancy to Incyte Corporation at 
1-855-463-3463 [see Use in Specific Populations].
Lactation: Advise a patient not to breastfeed during treatment with OPZELURA and for 
about four weeks after the last dose [see Use in Specific Populations].
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Thrombocytopenia, Anemia, and Neutropenia: Thrombocytopenia, anemia, and 
neutropenia were reported in the clinical trials with OPZELURA. Consider the benefits 
and risks for individual patients who have a known history of these events prior to 
initiating therapy with OPZELURA. Perform CBC monitoring as clinically indicated. If 
signs and/or symptoms of clinically significant thrombocytopenia, anemia, and 
neutropenia occur, patients should discontinue OPZELURA.

Lipid Elevations: Treatment with oral ruxolitinib has been associated with increases 
in lipid parameters including total cholesterol, low-density lipoprotein (LDL) 
cholesterol, and triglycerides.

ADVERSE REACTIONS
Clinical Trials Experience: Because clinical trials are conducted under widely varying 
conditions, adverse reaction rates observed in the clinical trials of a drug cannot be directly 
compared to rates in the clinical trials of another drug and may not reflect the rates observed 
in practice. In two double-blind, vehicle-controlled clinical trials (TRuE-V1 and TRuE-V2), 
449 adult and pediatric subjects 12 years of age and older with nonsegmental vitiligo were 
treated with OPZELURA twice daily for 24 weeks. In the OPZELURA group, 55% of subjects 
were females, and 81% of subjects were White, 5% were Black, and 4% were Asian. The 
adverse reactions reported by OPZELURA treated subjects with an incidence of ≥ 1% and at 
least 1% greater incidence than in the vehicle arm in the 24-week double-blind period are as 
follows for OPZELURA (N=449) vs Vehicle (N=224), respectively: Subjects with any treatment 
emergent adverse event (TEAE) 214 (48%) vs 79 (35%), Application site acne 26 (6%) vs 2 
(1%), Application site pruritus 23 (5%) vs 6 (3%), Nasopharyngitis 19 (4%) vs 5 (2%), Headache 
17 (4%) vs 6 (3%), Urinary tract infection 7 (2%) vs 1 (<1%), Application site erythema 7 (2%) 
vs 1 (<1%), and Pyrexia 6 (1%) vs 0 (0%). 

Adverse reactions that occurred in TRuE-V1 and TRuE-V2 in ≥ 0.5% to < 1% of subjects in 
the OPZELURA group and none in the vehicle group were: application site dermatitis, 
hypertension, anxiety, application site discoloration, application site folliculitis, contusion, 
dermatitis contact, diarrhea, ear infection, gastritis, gastroenteritis, hordeolum, 
influenza-like illness, insomnia, nasal congestion, and vomiting.

DRUG INTERACTIONS 
Drug interaction studies with OPZELURA have not been conducted. Ruxolitinib is 
known to be a substrate for cytochrome P450 3A4 (CYP3A4). Inhibitors of CYP3A4 
may increase ruxolitinib systemic concentrations whereas inducers of CYP3A4 may 
decrease ruxolitinib systemic concentrations. 

Strong Inhibitors of CYP3A4: Avoid concomitant use of OPZELURA with strong 
inhibitors of CYP3A4 as there is a potential to increase the systemic exposure of 
ruxolitinib and could increase the risk of OPZELURA adverse reactions.

USE IN SPECIFIC POPULATIONS

Pregnancy 
Pregnancy Exposure Registry: There is a pregnancy registry that monitors pregnancy 
outcomes in pregnant persons exposed to OPZELURA during pregnancy. Pregnant 
persons exposed to OPZELURA and healthcare providers should report OPZELURA 
exposure by calling 1-855-463-3463.

Risk Summary: Available data from pregnancies reported in clinical trials with OPZELURA 
are not sufficient to evaluate a drug-associated risk for major birth defects, miscarriage, 
or other adverse maternal or fetal outcomes. In animal reproduction studies, oral 
administration of ruxolitinib to pregnant rats and rabbits during the period of organogenesis 
resulted in adverse developmental outcomes at doses associated with maternal toxicity.

The background risks of major birth defects and miscarriage for the indicated 
populations are unknown. All pregnancies carry some risk of birth defects, loss, or 
other adverse outcomes. The background risk in the U.S. general population of major 
birth defects and miscarriage is 2-4% and 15-20%, respectively.

Data
Animal Data: Ruxolitinib was administered orally to pregnant rats or rabbits during the period 
of organogenesis, at doses of 15, 30, or 60 mg/kg/day in rats and 10, 30, or 60 mg/kg/day 
in rabbits. There were no treatment-related malformations at any dose. A decrease in fetal 
weight of approximately 9% was noted in rats at the highest and maternally toxic dose of 
60 mg/kg/day. This dose resulted in systemic exposure approximately 22 times the clinical 
systemic exposure at the maximum recommended human dose (MRHD; the clinical systemic 
exposure from ruxolitinib cream, 1.5% applied twice daily to 25-40% atopic dermatitis-
affected body surface area is used for calculation of multiples of human exposure). In rabbits, 
lower fetal weights of approximately 8% and increased late resorptions were noted at the 
highest and maternally toxic dose of 60 mg/kg/day. This dose resulted in systemic exposure 
approximately 70% the MRHD clinical systemic exposure. In a pre-and post-natal 
development study in rats, pregnant animals were dosed with ruxolitinib from implantation 
through lactation at doses up to 30 mg/kg/day. There were no drug-related adverse effects 
on embryofetal survival, postnatal growth, development parameters or offspring reproductive 
function at the highest dose evaluated (3.1 times the MRHD clinical systemic exposure).

Lactation
Risk Summary: There are no data on the presence of ruxolitinib in human milk, the effects 
on the breastfed child, or the effects on milk production. Ruxolitinib was present in the milk 
of lactating rats. When a drug is present in animal milk, it is likely that the drug will be 
present in human milk. Because of the serious adverse findings in adults, including risks of 
serious infections, thrombocytopenia, anemia, and neutropenia, advise women not to 
breastfeed during treatment with OPZELURA and for approximately four weeks after the 
last dose (approximately 5-6 elimination half-lives). 



can result in social isolation.1,7 In fact, recent 

systematic reviews of the available evidence 

for the psychosocial burden in vitiligo found 

that depression and anxiety were the most 

commonly reported psychological disorders; 

feelings of stigmatization, adjustment disor-

ders, sleep disturbance, relationship difficulties 

such as sexual dysfunction, and avoidance or 

restriction behavior were the most prevalent 

psychosocial comorbidities; female sex, visible 

or genital lesions, age younger than 30 years 

(particularly adolescents), and greater body 

surface area involvement were factors associ-

ated with a significantly higher psychosocial 

burden; and lesion concealment was the most 

common coping strategy.9,10 Importantly, most 

interventions significantly improved quality of 

life for patients.10 Therefore, it is important to 

assess quality of life during consultations and 

refer patients to psychological help, if needed.1,3,9 

Finally, vitiligo carries a significant 

economic burden as management of the disease 

is associated with high direct and indirect 

costs.7 Costs include those for prescription and 

OTC medications, medical office visits, photo-

therapy, lost workdays, public avoidance, and 

impaired quality of life.11 Because patients with 

insurance are more likely to receive treatment, 

it is important that payers understand that 

early treatment of vitiligo lesions has better 

results, as well as benefits via early detection 

of associated autoimmune diseases.7,12

EPIDEMIOLOGY 
AND PATHOGENESIS

The average age of onset follows a bimodal 

pattern, with early onset at a mean of 7.3 years 

and late onset at a mean of 40.5 years; the overall 

mean (SD) age of onset is 31.8 (20.2) years.13,14 

Although vitiligo can occur in individuals of 

all genetic backgrounds, the prevalence varies 

widely across geographic areas, ranging from 

a low of 0.06% to a high of 2.28%.1,15 In the 

United States, the prevalence of vitiligo varies 

between 0.76% based on clinician adjudication 

and 1.38% based on self-report.16 The incidence 

and prevalence of segmental vitiligo is not well 

established1; however, it is less common than 

nonsegmental vitiligo and affects between 5% 

and 16% of patients.17,18

Vitiligo has a complex multifactorial patho-

genesis.4 However, the exact mechanisms that 

integrate the genetic susceptibility of each 

individual with melanocyte auto-aggression 

and failure of immune tolerance mechanisms 

are not fully elucidated.19 The most common 

theory for the pathogenesis of vitiligo is that 

a convergence of immunological and nonim-

munological factors ultimately leads to the 

development of the disease. Patients with 

a background of genetic susceptibility and 

intrinsic skin abnormalities are more suscep-

tible to oxidative stress damage, which triggers 

the release of various factors that activate the 

immune system and lead to melanocyte loss.4

There is strong evidence for the importance 

of genetic factors in the development of vitiligo; 

however, these influences are complex and the 

genetic risk is not absolute.1 The disease tends 

to aggregate in families, as approximately 20% 

of patients have at least 1 first-degree relative 

with vitiligo, and the relative risk of vitiligo for 

first-degree relatives is increased.20 However, 

monozygotic twins have only a 23% concor-

dance rate, highlighting the importance of 

additional stochastic or environmental factors 

in the development of the disease.21 There are 

nearly 50 different genetic loci that confer 

a vitiligo risk, with relevant genes involved 

in the innate and adaptive immune system, 

melanogenesis, and apoptosis. Furthermore, 

several of these genes are associated with 

other pigmentary and autoinflammatory disor-

ders, as well as autoimmune disorders such 

as thyroid disease, type 1 diabetes, and rheu-

matoid arthritis.22 

Intrinsic alterations in the skin of patients 

with vitiligo include a thicker epidermis with 

a reduced number of basal melanocytes and 

the presence of degenerated keratinocytes 

with swollen mitochondria, increased levels 

of reactive oxygen species (ROS), and reduced 

E-cadherin expression. The melanocytes have 

a senescent phenotype with high intracel-

lular ROS levels, reduced antioxidant activity, 

abnormalities in mitochondrial function, and 

release of senescence-associated proteins. The 

fibroblasts have a myofibroblast phenotype, 

increased intracellular ROS, and mediators that 

contribute to the downregulation of E-cadherin. 

Finally, there is a decrease in microbial diversity, 

possibly due to the altered microenvironment 

of the skin.4

In this background of intrinsic skin alter-

ations together with genetic susceptibility, 

(CONTINUED FROM PAGE 1)
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additional environmental stress causes widespread alterations in 

the antioxidant system.1 Oxidative stress leads to the secretion of 

interferon-γ (IFN-γ) by natural killer (NK) cells and innate lymphoid 

cells (ILCs).4 The increase in IFN-γ levels has several effects, starting 

with the release of CXCL9 and CXCL10, which recruit CD8+ T cells, and 

MMP9, which contributes to the detachment of melanocytes from 

the basal layer, from damaged keratinocytes. Damaged melanocytes 

release damage-associated molecular patterns, heat shock protein 

70, and HMGB1, which further activates NK cells and ILCs, acting as 

a positive feedback loop, and activates dendritic cells, further poten-

tiating the development of a specific immune response through the 

activation of autoreactive CD8+ T cells. Following this autoimmune 

reaction, a portion of T cells remains in the skin as resident memory 

T cells (TRM), which may be responsible for the recurrence of vitiligo 

following repigmentation.1,4 

DIAGNOSIS AND ASSESSMENT

The diagnosis of vitiligo is generally straightforward and made clini-

cally based on appearance of the characteristic lesions. It usually does 

not require confirmatory laboratory tests, and a skin biopsy is only used 

to exclude other disorders. The diagnosis may be facilitated by use of 

a handheld UV irradiation device that emits UVA, commonly referred 

to as a Wood lamp. Under the Wood lamp, the vitiligo lesions emit a 

bright blue-white fluorescence and appear sharply demarcated, which 

helps identify focal melanocyte loss and detect areas of depigmenta-

tion that may not be visible to the eye.3,6,23 

Physicians should reserve enough time for a careful initial assess-

ment of a patient with vitiligo. The evaluation entails a detailed history 

and complete skin examination to assess disease severity and indi-

vidual prognostic factors. An assessment form created by the Vitiligo 

European Task Force summarizes the personal and family history 

elements of the clinical examination items and may be useful for eval-

uation. It is important to routinely ask patients about family history 

of vitiligo and premature hair graying and about personal and family 

history of thyroid disease or other autoimmune diseases. Aspects 

that should be assessed include the skin phototype, disease duration, 

extent, activity, rate of progression or spread of lesions, presence of 

the Koebner phenomenon, presence of halo nevi, previous treatments 

(including their type, duration, and effectiveness), previous episodes 

of repigmentation, and occupational history/exposure to chemicals.6

Finally, the quality of life of patients with vitiligo should be assessed 

regularly. Assessment tools used in the research setting include the 

Short Form-12, the Dermatology Life Quality Index, the Vitiligo Impact 

Scale, the Vitiligo-Specific Health-Related Quality of Life Instrument, 

and the Vitiligo Impact Patient Scale.1 All patients with vitiligo should 

be offered psychological support and counseling.23

STAKEHOLDER INSIGHTS

More than 1 million individuals in the United States have vitiligo. 

However, “it is very hard to know the exact incidence and prevalence 

of vitiligo in the population,” said David Rosmarin, MD, vice chair of 

education and research at Tufts Medical Center in Boston, Massachusetts. 

This is because many patients do not seek care for their disease. They 

may not be aware of it or may have received a misdiagnosis. Therefore, 

some patients may be missed when the incidence and prevalence are 

calculated. The reason for the reported differences in incidence is not 

well understood, as vitiligo can affect any individual. However, “how 

it affects somebody in terms of their quality of life may vary greatly 

depending on the culture and some of the subgroups,” Rosmarin said. 

He underscored that it is the burden on mental health that clinicians 

are particularly concerned about when it comes to vitiligo. Although 

some individuals adapt to their disease, perhaps because it is less 

noticeable on fair skin or because they are older, others find that it 

has a significant impact on their quality of life. 

Brett King, MD, PhD, associate professor of dermatology at Yale 

School of Medicine in New Haven, Connecticut, emphasized the social 

impact of the disease. “Imagine having white spots all over [your] face 

or having white spots just surrounding your eyes, having big raccoon 

eyes, having white spots all over your arms and your hands,” he said. 

Other individuals may react negatively to these lesions, thinking they 

are infectious, and avoid touching them. In other words, vitiligo is 

associated with stigma. Therefore, patients can find day-to-day life 

challenging. There are data showing the impact that the disease has 

on work productivity, life decisions, and quality of life.

In terms of the economic burden of vitiligo, David Epstein, MD, 

MBA, an independent consultant, shared that from the payer perspective, 

this is not being tracked because most medications are not expensive. 

Dunn agreed and said that the challenge, from the payer perspective, will 

be how to manage the direct costs once new treatments are approved. 

But from the perspective of the patient, there certainly is an economic 

impact associated with the treatment, Rosmarin said, especially with 

phototherapy sessions, which may require patients to miss work.

The fact that vitiligo is an autoimmune disease was emphasized 

by Rosmarin and King. A further clinical clue about the autoimmune 

nature of vitiligo is the fact that it is sometimes associated with auto-

immune thyroid disease, King said. The autoimmune nature of vitiligo 

also points to the other causative aspect of the disease, which is the 

genetic predisposition that is probably present in all patients. This 

genetic predisposition is likely what explains the well-documented 

association between autoimmune thyroid disease and vitiligo, which 

is also seen in patients with other autoimmune skin diseases. Finally, 

[Vitiligo is] an acquired disease that’s autoimmune in 
nature.…It affects both genders, all races, ethnicities.… 
How it affects somebody in terms of their quality of life 
may vary greatly depending on the culture and some of 
the subgroups, but in terms of just the incidence and 
prevalence, we think it’s roughly the same across those 
different categories and baseline demographics.

David Rosmarin, MD
Tufts Medical Center

Boston, MA
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although emerging data suggest there is systemic inflammation in 

vitiligo, it is not clear whether patients are predisposed to any other 

internal organ disease, King said.

Although several tools are used in the research setting to assess 

quality of life of patients with vitiligo, there are no standardized tools 

used in clinical practice, Rosmarin said. Clinicians typically ask ques-

tions, such as whether patients have switched to different clothing or 

changed their going-out habits or whether they feel people are staring at 

them, to determine how the disease is affecting patients. Furthermore, 

Rosmarin wished there were better tools to assess quality of life of 

patients with vitiligo in the research setting as well.

MANAGEMENT OF VITILIGO

Several guidelines have been published for the treatment of patients 

with vitiligo.23-26 As most of the therapeutic options are time-consuming 

and require long-term follow-up, management of vitiligo requires a 

personalized treatment approach that considers the preferences of 

the patient. The choice of treatment depends on factors including the 

subtype of vitiligo, as well as the extent, distribution, and activity of the 

disease. The patient’s age, phototype, effect on quality of life, and moti-

vation for treatment also play a role in the decision-making process.1 

The areas that have the best response to treatment are the face, neck, 

trunk, and midextremities, whereas the lips and distal extremities are 

more resistant. The repigmentation starts at the periphery of the lesions 

in a perifollicular pattern, and at least 2 to 3 months of continued treat-

ment is necessary to determine efficacy for the individual patient.1 

Commonly used treatments for vitiligo are topical corticosteroids 

(TCSs) and topical calcineurin inhibitors (TCIs). TCSs can be used for 

patients with limited lesions that are not on the face. The first choice 

should be a less potent TCS, and treatment should be no longer than 

3 months if administered daily, or 6 months if following a discontin-

uous scheme. TCIs are as effective as TCSs on facial lesions and have 

less severe adverse effects.24 

UV light–based therapy is associated with an improved outcome 

when combined with an additional therapy. Phototherapy treatments 

include narrowband UV-B (NBUVB) and psoralen and UVA (PUVA). 

NBUVB is indicated for generalized nonsegmental vitiligo, with total 

body treatments being suggested for lesions involving more than 15% 

to 20% of the body area, whereas targeted phototherapies are indicated 

for localized and small lesions.24 

The combination of phototherapy and TCS and TCI treatments appears 

safe and leads to better results. Additionally, phototherapy should be 

used for 3 to 4 weeks following surgical procedures to enhance repig-

mentation. There is less evidence for combining phototherapy with 

antioxidant therapy; however, it might be beneficial. The only therapy 

for which combination with phototherapy is not recommended is 

therapy with vitamin D analogues.24

Systemic steroid treatment may also be used in some cases. Patients 

experiencing rapid disease progression may be treated with systemic 

oral minipulse steroids, a treatment that consists of twice-a-week corti-

costeroid administration.24 For patients with more resistant vitiligo, 

options include surgical grafting as a third-line therapy and depig-

menting treatments as a fourth-line therapy.1

Additionally, patients should be offered advice on cosmetic camou-

flage by a cosmetician or a specialized nurse, as this can be beneficial 

for patients with vitiligo lesions in exposed areas. Cosmetic camou-

flage includes foundation-based cosmetics and self-tanning products 

containing dihydroxyacetone. Patients may also opt to have cosmetic 

tattoos, especially on the lips and nipples.1,24

STAKEHOLDER INSIGHTS

Although there are other agents available, the main 3 therapies used 

in the front line are TCSs, TCIs, and phototherapy, which can be used 

alone or in combination, Rosmarin said. Corticosteroids are inexpen-

sive but can be difficult to use for prolonged periods, which are typically 

needed for repigmentation. Calcineurin inhibitors generally work well 

for repigmentation of the face. However, as it is a large molecule, it 

does not work as well on other parts of the body. Phototherapy is also 

very effective, as it stimulates the melanocytes to migrate back to the 

lesion and calms the immune system. However, it can be inconvenient 

for patients to go to the clinic 3 times a week for treatments, especially 

if they live far away and must miss work. 

Treatment goals vary by patient, Rosmarin said. Some patients just 

want to get a diagnosis and they do not want any treatment. Others 

experience severe anxiety about spread of the lesions and want to 

stop progression, which is easier to do than repigmenting. For some 

patients, the goal is to repigment at least some areas. Finally, the goal 

can also be repigmentation maintenance, which may be helped by 

twice-a-week application of a TCI. Vitiligo is a chronic disease with 

no permanent cure, and new spots may appear at any time. Existing 

and emerging therapies manage the underlying cause of an overactive 

immune system but do not cure the disease. 

On the other hand, it is possible to achieve remission without 

continued treatment, King noted, which is not the case for other auto-

immune diseases such as psoriasis. Furthermore, once repigmentation 

has been achieved, it is also likely that patients will be less moti-

vated to continue treatment as diligently, which ends up also being 

a cost-saving mechanism. King emphasized that it is important for 

patients, providers, and payers to understand that vitiligo treatment 

What’s really clear when we think about the effect of 
vitiligo on people is quality of life and, in a sense, the life 
trajectory of patients with this disease.…Imagine having 
white spots all over [your] face or having white spots just 
surrounding your eyes, having big raccoon eyes, having 
white spots all over your arms and your hands.…Anybody 
who’s human is going to understand that a day in the life of 
that person is going to be very challenging.

Brett King, MD, PhD
Yale School of Medicine

New Haven, CT
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is a monthslong process. There are data indicating that a significant 

proportion of patients achieves success in 6 months, but others need 

up to a year. 

In terms of insurance coverage, some payers will not cover even the 

diagnosis of vitiligo, although this is rare. As for treatment, cortico-

steroids are generally covered and do not require prior authorization, 

Rosmarin said. However, both Rosmarin and King expressed that 

coverage for calcineurin inhibitors and phototherapy varies depending 

on the payer and the plan and is frequently denied. 

From the payer perspective, vitiligo is acknowledged as a disease 

and assessed in a way similar to other diseases, with a focus on the 

standard of care, Epstein said. Coverage for the management of vitiligo 

is based on the opinions from experts and key opinion leaders. The 

main concern of payers at this moment is the potential manipulation 

of information from the manufacturer side. Dunn concurred with the 

idea that payers view vitiligo as a disease and not merely a cosmetic 

problem. Part of the problem, in his view, is that right now most of 

the therapies used to treat vitiligo are relatively inexpensive, as there 

are a lot of generic medications available; however, as more expensive 

options become available, there will be a need to work with providers 

to determine the best use for these medications. Together, they must 

determine who are the appropriate patients for the new medications 

and how to assess whether the new medications are working. Both 

agreed that there will probably be a need to use payer tools to control 

costs, such as initial authorization followed by reauthorization after 

a period, with physician attestation as to progress. 

King agreed that it is important to have documentation that patients are 

getting better with treatment. This is also important from the physician 

and patient point of view, as neither would normally want to continue 

a treatment that is not working. He further said that payers and formu-

lary managers will need to be thoughtful about which patients are likely 

to get better and which are not, and to develop decision trees around 

those parameters. A key question will be the appropriate amount of 

time to determine whether a patient is having a meaningful clinical 

response to treatment; that is, what percentage of skin repigmentation 

in a set period would be the cutoff for continuing treatment.

EMERGING THERAPIES AND UNMET NEEDS 
IN VITILIGO 

There are various agents being tested for the treatment of patients with 

vitiligo, including calcineurin inhibitors, MC1R agonists, antioxidants, 

metabolism inhibitors, cytokine inhibitors, and kinase inhibitors.27 

The most promising new therapies are the Janus kinase (JAK) inhibi-

tors tofacitinib and ruxolitinib.

Tofacitinib
Oral tofacitinib, a JAK 1/3 inhibitor, demonstrated promising repig-

mentation results in case studies and a retrospective observational 

study. The addition of NBUVB therapy seems to improve its efficacy. It 

is well tolerated in most patients, and adverse events include respira-

tory tract infections, diarrhea, arthralgia, weight gain, and mild lipid 

and liver enzyme elevation. In rare cases it can lead to malignancies.2 

Ruxolitinib
Ruxolitinib is a JAK 1/2 inhibitor that has been tested in 2 phase 2 clinical 

trials (NCT02809976 and NCT03099304) and is being evaluated in 3 phase 

3 trials (NCT04052425, NCT04057573, and NCT04530344).28 The phase 2 

trials’ results showed that ruxolitinib may be a good option for vitiligo 

management as patients had substantial repigmentation and good dose 

tolerance.28 Furthermore, results from the phase 3 trials presented at 

the 2022 American Academy of Dermatology Annual Meeting showed 

that approximately half the patients treated with ruxolitinib cream 

achieved at least 75% improvement in the facial lesions at 52 weeks, 

leading to FDA approval of ruxolitinib cream (Opzelura) in July 2022.29,30 

STAKEHOLDER INSIGHTS

Dunn explained that, in a setting where there are various options that 

work, from the payers’ perspective there is a fiduciary responsibility to 

encourage the use of the most cost-effective therapy first. Therefore, 

there may be a need for payers to influence the first therapy choice 

without overstepping their bounds in determining whether a drug 

works. On the other hand, King said the fact that vitiligo is an autoim-

mune disease that responds to JAK inhibitors, as do other autoimmune 

diseases, may also be a factor in the decision algorithm; using the more 

expensive treatment might lead to less expenditure over the lifetime of 

the patient. Epstein stressed that payers would be looking at specialists, 

key opinion leaders, and specialty societies to make these determina-

tions and indicate when these drugs would best be used in the front 

line. There will need to be collaboration between specialists to deter-

mine the best treatment for each patient and minimize burden, King 

said. On the other hand, Epstein noted that the safety profiles of some 

of the new agents will also have to be considered.

In terms of managing costs, payers used to focus on disease states. 

However, that focus has switched dramatically to the drugs, Epstein 

explained. So, for JAK inhibitors, the focus of payers will not be on 

the use of this agent in vitiligo but on how to manage the use of JAK 

inhibitors more broadly. This change is putting pressure on insurance 

purchasers, which eventually gets passed down to patients through 

deductibles, coinsurance, and premiums. This is a challenge because 

patient affordability is likely to become an issue, Dunn said. 

Rosmarin and King suggested that the fact that none of these thera-

pies are specifically approved for the treatment of vitiligo is influencing 

their coverage and that approval of a new agent would change this 

From the payer perspective, [vitiligo] is acknowledged as 
a disease.…The coverage for the treatment of the disease 
is going to come from where all the others come from, and 
that is the [key opinion leaders] and the society experts. 
I don’t think at this point payers are pushing back and 
saying, ‘Well, this isn’t really a disease.’

David Epstein, MD, MBA
Independent Consultant

Atlanta, GA
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scenario because they would be significantly less expensive than the 

new agent. Dunn suggested that a step approach, where patients must 

try a generic medication before getting approval for a biologic agent, 

may be a solution. However, Rosmarin cautioned that although a step 

approach may be reasonable for treatment of facial lesions, which 

respond well to calcineurin inhibitors, it would not be advisable for 

other areas such as the hands, which are notoriously challenging to 

treat. Therefore, the newer agents might be more adequate as first-line 

therapies for the extremities, genitals, and trunk. 

Considering this, it is possible that payers may restrict coverage for the 

treatment of sensitive areas such as the head, neck, and hands, Epstein 

said. King agreed that this might make sense; however, he cautioned 

that these decisions should be driven by data. Physicians will always 

advocate for the patient to get the treatment, because having vitiligo 

in any part of the body can be debilitating. However, if the data say a 

certain treatment works well in one location but not so well in another, 

then it is reasonable that it should be covered for the locations where 

it works. Physicians would then have to make the argument if they 

want to use it for the location where it does not typically work as well.

On the other hand, this approach may be challenging to implement 

with the introduction of new agents such as ruxolitinib. Ruxolitinib 

has shown a significant effect in all areas of the body, with a greater 

effect on the face. This is not surprising, as all therapies work better on 

the face. If payers cover ruxolitinib treatment only for facial lesions, 

because that is where it is more effective, then patients would lose 

access to the best medication available for repigmentation of other 

areas, Rosmarin explained. However, he agrees that starting with a 

generic medication before introducing a JAK inhibitor may be the way 

forward, with the key being that these requirements are data driven.

The greatest unmet need for patients was the lack of an FDA-approved 

treatment for vitiligo, Rosmarin said. Vitiligo is a difficult disease to treat. 

Whereas all it takes for the disease to develop is an overactive immune 

system that destroys the melanocytes, treatment is a 2-step process. 

The immune system must be regulated so that there is a more hospi-

table environment for the melanocytes, which then must be coaxed to 

migrate back to the lesions. Treatment can often facilitate both processes.

JAK inhibitors, especially ruxolitinib, have shown the greatest 

promise for patients with vitiligo, Rosmarin said. Results from 2 phase 3 

trials have shown that after 1 year of treatment with ruxolitinib cream, 

patients regain 75% or more of pigmentation on the face and 50% or 

more on the whole body. Furthermore, its safety profile is also prom-

ising, and it was approved for the treatment of atopic dermatitis in 

September 2021. The choice of JAK inhibitors for vitiligo was delib-

erate, King explained. JAK inhibitors disrupt the signaling pathway that 

induces the T cells to attack and destroy the melanocytes. Therefore, 

there are ample data to support the use of JAK inhibitors in vitiligo.

King mentioned the concept behind the REVEAL trial (NCT04338581) 

that is testing an antibody of IL-15, which is necessary for the survival 

of TRMs. Targeting IL-15 would dampen or even abolish the survival 

signal, which could lead to a durable disease remission without ongoing 

treatment. Although this provocative concept is not ready to be used 

in practice, it could revolutionize the field if it is safe and effective. 

Rosmarin added that depending on what the data show, there is a possi-

bility that a combination of therapies including the IL-15 antibody at 

the end might be the best option for some patients.

In the next 5 years, it is expected that there will be several new agents 

approved for vitiligo, which will change how the disease is managed 

and will have implications for all stakeholders. This has already started 

with the approval of ruxolitinib cream and will probably be followed by 

oral JAK inhibitors and then other novel agents. Rosmarin concluded 

by saying, “There is going to be some work to do to decide how these 

different treatments fit into the paradigm, and we just don’t know that 

yet, but it’s important to be data driven and follow that pathway so we 

can make those best decisions for patients.” •
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