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– Consultant and/or Principal Investigator: 
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Priovant, Johnson & Johnson, Lilly

• Therapies reviewed in this 
presentation involve off-label use of 
medications

The Dermatology 
Foundation has supported 
and advanced my career



3

Case 1
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Failed: prednisone, HCQ, MTX, 

mycophenolate mofetil, lenalidomide, 

dapsone, IVIG
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Tofacitinib 10mg BID
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Tofacitinib 10mg BID



7Kurtzman D and Vleugels RA

◼ Mean decrease in CDASI: 12

◼ Decreased pruritus



8Tofacitinib 5 mg BID



ACR 20 = American College of Rheumatology scale.

Fleischmann R, et al. N Engl J Med. 2012;367(6):495-507.

• At month 3 – at least 20% improvement 

in ACR20

• Placebo: 26.7%

• 5 mg BID: 59.8%

• 10 mg BID: 65.7%



2012

FDA Approval Timeline

RA = rheumatoid arthritis

US Food and Drug Administration. Drugs@FDA: FDA-Approved Drugs. Accessed August 2, 2021. www.accessdata.fda.gov/scripts/cder/daf/.



2012 2017 2018 20202019

FDA Approval Timeline

RA = rheumatoid arthritis; PsA = psoriatic arthritis; UC = ulcerative colitis; pJIA = polyarticular juvenile idiopathic arthritis.

US Food and Drug Administration. Drugs@FDA: FDA-Approved Drugs. Accessed August 2, 2021. www.accessdata.fda.gov/scripts/cder/daf/.

2021
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Case 2



Tofacitinib

10 mg BID





Tofacitinib 5 mg BID



Tofacitinib 5 mg BID
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King, et al. NEJM. March 2022 (ahead of print).
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Baricitinib 2mg QD



Baricitinib 2mg QD
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Clinical Pearls over a Decade: JAK Inhibitors

• Many skin diseases warrant higher dose

• Children reach adult doses by 40kg, often sooner
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Clinical Pearls over a Decade: JAK Inhibitors

• Many skin diseases warrant higher dose

• Children reach adult doses by 40kg, often sooner

• Rapid onset of action

• Safe to combine with MTX

• Pre-JAK inhibitors, MTX was a “go-to” systemic for AA

• Shingrix – killed shingles vaccine (now recommended by 
CDC in anyone 18+ who will be immunosuppressed)

• Extremely well-tolerated day-to-day
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Case 3





How do I counsel about a boxed warning? 





Winterfield L, Vleugels RA. The Value of the Black Box Warning in Dermatology. J Drugs Dermatol. 2015 Jul;14(7):660-6.

> 50 drugs used in dermatology have a boxed warning 



Winterfield L, Vleugels RA, Park KK. The Value of the Black Box Warning in Dermatology. J Drugs Dermatol. 2015 Jul;14(7):660-6.

Antimicrobials

> 50 drugs used in dermatology have a boxed warning 



Winterfield L, Vleugels RA. The Value of the Black Box Warning in Dermatology. J Drugs Dermatol. 2015 Jul;14(7):660-6.

Isotretinoin

Retinoids

> 50 drugs used in dermatology have a boxed warning 



Winterfield L, Vleugels RA. The Value of the Black Box Warning in Dermatology. J Drugs Dermatol. 2015 Jul;14(7):660-6.

Botulinum Toxins

> 50 drugs used in dermatology have a boxed warning 



Winterfield L, Vleugels RA. The Value of the Black Box Warning in Dermatology. J Drugs Dermatol. 2015 Jul;14(7):660-6.

Immunosuppressives

> 50 drugs used in dermatology have a boxed warning 



Winterfield L, Vleugels RA. The Value of the Black Box Warning in Dermatology. J Drugs Dermatol. 2015 Jul;14(7):660-6.

TNF-α Inhibitors

> 50 drugs used in dermatology have a boxed warning 



Winterfield L, Vleugels RA. The Value of the Black Box Warning in Dermatology. J Drugs Dermatol. 2015 Jul;14(7):660-6.

Immunomodulatory

> 50 drugs used in dermatology have a boxed warning 



JAK inhibitors: Appropriate Patient Selection

• Start with explaining JAKis approved ~13 years – for 
AA/AD, the indication may be new, but not the medicine

VTEs = venous thromboembolic events; MACE = major adverse cardiovascular events
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JAK inhibitors: Appropriate Patient Selection

• Start with explaining JAKis approved ~13 years – for 
AA/AD, the indication may be new, but not the medicine

• Risk related to VTE, MACE, cancer
• Clot hx? 

• Heart attack or stroke?

• Active malignancy? Cancer history/up to date on screening? 

• Signal for zoster 

• Follow: CBC with diff, LFTs, renal function, lipids

VTEs = venous thromboembolic events; MACE = major adverse cardiovascular events





• Man in his 40s; also has mild 
inflammatory bowel disease

• Risk related to VTE, MACE, cancer
• Clot hx? NO

• Heart attack or stroke? NO

• Active malignancy? Cancer 
history/up to date on screening?    
NO cancer history and up to date



Baricitinib 4mg QD

3 months



Baricitinib 4mg QD

1 year





• Woman in her 30s

• Risk related to VTE, MACE, cancer
• Clot hx? NO

• Heart attack or stroke? NO
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NO cancer history and up to date





• Man in his late 40s

• Risk related to VTE, MACE, cancer
• Clot hx? NO

• Heart attack or stroke? NO, but does 
have hyperlipidemia and HTN

• Active malignancy? Cancer 
history/up to date on screening?    
NO cancer history and up to date



Baricitinib 4mg QD





• Woman in her 50s

• Risk related to VTE, MACE, cancer
• Clot hx? YES, provoked DVT years ago, 

on coumadin

• Heart attack or stroke? NO

• Active malignancy? Cancer history/up to 
date on screening?  Early stage breast 
cancer, considered cured, up to data on 
screening



Baricitinib 4mg QD

3 months



Baricitinib 4mg QD

3 months



Baricitinib 4mg QD

3 months



Baricitinib 4mg QD

1 year



• Risk related to VTE, MACE, cancer

• Clot hx? Hx unprovoked clot, not on 
anticoagulation

• Heart attack or stroke? With non-
controlled ongoing risk factors

• Active malignancy? Cancer history/up to 
date on screening? Active cancer or 
cancer with high risk of recurrence

JAKi Contraindicated?
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Case 4



• 48 y/o M

• Baseline lipids wnl

• Nurse notes 1 month f/u labs: 
LDL 160, remaining normal

• Plan?



• 48 y/o M

• Baseline lipids wnl

• Nurse notes 1 month f/u labs: 
LDL 160, remaining normal

• Plan? Not fasting
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Baricitinib 4mg QD

3 months
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Baricitinib 4mg QD  3 months
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Baricitinib 4mg QD

3 months
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• 48 y/o M
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• 48 y/o M

• Baseline lipids elevated with 
LDL 210 fasting

• Plan?



• 48 y/o M

• Baseline lipids elevated with 
TG 300 fasting

• Plan?
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Case 5





Alopecia Areata Scale (AASc):

A multidimensional tool for assessing severity of AA1 

Secondary Criteria

Examples of Severity of 

Scalp Hair Loss2 

Primary Criterion

MILD

≤20% scalp hair loss
MODERATE

21%-49% scalp hair loss

SEVERE

50%-100% scalp hair loss

If any secondary criteria are present, 

increase severity rating by one level.

• Noticeable involvement of eyebrows or eyelashes

• Negative impact on psychosocial functioning resulting from AA

• Inadequate response after 6 months of treatment

• Diffuse (multifocal) positive hair pull test consistent with rapidly 

progressing AA

1. King BA et al. J Am Acad Dermatol. 2022;86(2):359-364. doi:10.1016/j.jaad.2021.08.043.

Lilly CONFIDENTIAL, 2024. For Use Solely in Connection with Lilly Business Purposes. INT-LI-US-1108, 07/2024, CPS REG1092557
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• 16 y/o M

• Nurse notes 3 month f/u: 
Calling with acne flare

• Plan?

Baricitinib 4mg QD



Simpson EL, Papp KA, Blauvelt A, et al. Efficacy and Safety of Upadacitinib in Patients With Moderate to Severe Atopic Dermat itis: Analysis of Follow-up 
Data From the Measure Up 1 and Measure Up 2 Randomized Clinical Trials. JAMA Dermatol. 2022;158(4):404–413. doi:10.1001/jamadermatol.2022.0029

Reich K, Thyssen JP, Blauvelt A, Eyerich K, Soong W, Rice ZP, Hong HC, Katoh N, Valenzuela F, DiBonaventura M, Bratt TA, Zhang F, Clibborn C, Rojo 
R, Valdez H, Kerkmann U. Efficacy and safety of abrocitinib versus dupilumab in adults with moderate-to-severe atopic dermatitis: a randomised, double-

blind, multicentre phase 3 trial. Lancet. 2022 Jul 23;400(10348):273-282. doi: 10.1016/S0140-6736(22)01199-0. PMID: 35871814.

■ 10% of patients on 15 mg daily, 15% of those on 30 mg daily
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Simpson EL, Papp KA, Blauvelt A, et al. Efficacy and Safety of Upadacitinib in Patients With Moderate to Severe Atopic Dermat itis: Analysis of Follow-up 
Data From the Measure Up 1 and Measure Up 2 Randomized Clinical Trials. JAMA Dermatol. 2022;158(4):404–413. doi:10.1001/jamadermatol.2022.0029

Reich K, Thyssen JP, Blauvelt A, Eyerich K, Soong W, Rice ZP, Hong HC, Katoh N, Valenzuela F, DiBonaventura M, Bratt TA, Zhang F, Clibborn C, Rojo 
R, Valdez H, Kerkmann U. Efficacy and safety of abrocitinib versus dupilumab in adults with moderate-to-severe atopic dermatitis: a randomised, double-

blind, multicentre phase 3 trial. Lancet. 2022 Jul 23;400(10348):273-282. doi: 10.1016/S0140-6736(22)01199-0. PMID: 35871814.

■ 10% of patients on 15 mg daily, 15% of those on 30 mg daily

■ No QOL difference in those who developed acne

■ 45% required no treatment



Heymann W, King B, Craiglow B. “JAKNE is on the horizon.” Dermatology World Insights and Inquiries. 4(30). July 27, 2022

Our Experience: JAKne

• Typically exacerbation of pre-existing disease

• Ok to use oral retinoids concomitantly
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Key Practice Take Aways

• Patients with more severe disease 
need higher dose

• For patients with alopecia totalis or 
universalis, may take a year for 
response

• JAK inhibitors should be standard of 

care in patients with alopecia 
areata who desire treatment
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