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Vitiligo

1. Advances in understanding of pathogenesis

2. New emerging therapies





Gene expression similar in 

mouse and human vitiligo



• Mouse model of vitiligo 
with focused epidermal 
depigmentation

• Interferon-γ(IFN-γ) is 
required for autoreactive 
CD8+ T cell accumulation 
in the skin

• Neutralization of IFN-γ with 
antibody prevents CD8+ T 
cell accumulation and 
depigmentation, 
suggesting therapeutic 
potential

S

K

I

N

T

C

E

L

L

S







Potential therapeutic targets





• 20 week, open-label, proof-of-concept study

• 11 patients, minimum 1% BSA

• 54.5% men

• Mean age, 52 years

• The primary outcome was percent improvement in Vitiligo Area Scoring 
Index (VASI) from baseline to week 20

• A mean improvement of 23% in overall VASI scores was observed in all 
enrolled patients at week 20 (P = .02)

• Four patients with significant facial involvement at baseline had a mean 
improvement of 76% in facial VASI scores at week 20 (P = .001)

• Adverse events were minor



• Retrospective case series

• 10 patients

• Oral Tofacitinib 5mg or 10mg OD/BD

• 5 patients achieved some re-pigmentation

• Sunlight exposure

• Low-dose NBUVB photherapy

• 5 patients who did not experience repigmentation

• 1 reported significant sunlight exposure

• 4 avoided sunlight or practiced photoprotection

• Treatment of vitiligo with JAK inhibitors appears to require light 
exposure



Acne

1. Emerging topical therapies

2. New systemic therapy – late breaking abstract



Olumacostat glasaretil - OG 

(DRM 01)

• Prodrug

• Novel topical sebum inhibitor

• Targets key regulator of sebum production, inhibits 
acetyl coenzyme – A carboxylase
• Inhibits in vitro human sebocyte lipid production in cultures

• Decreases in vivo sebaceous gland size (hamster ears)

• OG-mediated sebum suppression may reduce P. 
acnes growth and biofilm formation, comedogenesis, 
and inflammation

• 7.5% gel, twice daily application

Bissonnette R, Poulin Y, Drew J, Hofland H, Tan J. Olumacostat glasaretil, a novel topical sebum inhibitor, in the treatment 

of acne vulgaris. A phase IIa, multicenter, randomized, vehicle-controlled study. J Am Acad Dermatol 2017;76(1):33-39



Olumacostat glasaretil - OG 

(DRM 01)

• Phase II multicenter, randomized, vehicle-controlled 
study; 12 weeks

• 108 patients, ≥18 years, moderate to severe acne

• Met primary endpoints
• Change in inflammatory and non-inflammatory lesion 

count

• Proportion of patients minimum ≥2 grade improvement 
IGA

• Well-tolerated
• Erythema, dryness

• Phase III trial underway
Bissonnette R, Poulin Y, Drew J, Hofland H, Tan J. Olumacostat glasaretil, a novel topical sebum inhibitor, in the treatment 

of acne vulgaris. A phase IIa, multicenter, randomized, vehicle-controlled study. J Am Acad Dermatol 2017;76(1):33-39





Late-breaking : Evaluation of the Efficacy, Safety, 

and Tolerability of SB204 4% Once Daily in 

Subjects with Moderate to Severe Acne Vulgaris 

Treated Topically for Up to 52 Weeks

• Two phase 3, randomised, vehicle-controlled studies

• ≥ 9 years of age with moderate to severe acne vulgaris 

• Efficacy and safety compared to vehicle (1:1)

• 2637 subjects

• 601 enrolled into a 40-week long term open label safety study

• At the 12-week endpoint, SB204 demonstrated statistically significant reductions 
compared to vehicle in:

• Inflammatory lesion counts (-12.48 vs. -10.88; p<0.001)

• Non-inflammatory lesion counts (-15.06 vs. -12.70; p<0.001)

• Total lesion counts (-27.52 vs. -23.57; p<0.001)

• Improvement ≥2 in the IGA was 21% vs. 16% (p=0.003) 

• Well-tolerated



Late-breaking : Evaluation of the Efficacy, Safety, 

and Tolerability of SB204 4% Once Daily in 

Subjects with Moderate to Severe Acne Vulgaris 

Treated Topically for Up to 52 Weeks

• In the long-term safety study:

• Additional reductions of >50% in inflammatory and non-

inflammatory lesions

• Indicated that treatment with SB204 for up to 52 weeks has 

sustained treatment benefit

• Favourable AE profile

Overall, SB204 demonstrated statistically significant efficacy 

after 12 weeks compared to vehicle on multiple endpoints in the 

treatment of acne vulgaris with a favorable long-term safety 

profile



Effect of A/BPO 0.3%/2.5% vs Vehicle on the 

Risk of Formation of Atrophic Acne Scars 

Moderate to Severe Acne
• Split-face, Investigator-blinded, Vehicle Controlled

• 67 patients; IGA 3 or 4

• Once daily application

• Primary outcome: 

• Total atrophic scar count per half of face at week 24

• 24 weeks, 8 visits 

• Wk 1, 4, 8, 12, 16, 20, 24

A/BPO 

0.3%/2.5% Vehicle

Dreno et al.  Poster, Winter Clinical,Maui HI 2018



A/BPO 0.3%/2.5% vs Vehicle and Scar Formation 

Risk in Moderate to Severe Acne: Percent Change 

From Baseline - Total Atrophic Scar Count
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Topical therapies

• Topical minocycline foam 4% (FMX 101)

• Phase III trials x 2 underway

• 12 weeks; OD application FMX 101 vs. vehicle

• Over 900 patients; moderate to severe acne

• Primary endpoints:

• Reduction in inflammatory lesion count

• IGA 

• Cortexolone 17 alpha propionate 1% cream (CB-03-01 1%)

• Phase III trial underway

• 12 weeks; BD application

• Primary endpoints:

• Reduction in inflammatory and non-inflammatory lesion count

• IGA 



Oral sarecycline

• Novel tetracycline class antibiotic

• Narrow spectrum – potential for:

• Improved efficacy

• Fewer side effects

• Less risk of antibiotic resistance/impact on GI flora?

• More limited activity against gram-negative GI 

organisms than minocycline/doxycycline

• Once daily

Leyden et al.  Presented at AAD 75, Orlando, Fl. 2017



Late-breaking: Once-Daily Oral Sarecycline 

1.5mg/kg/day for Moderate to Severe Acne 

Vulgaris: Pooled Data From Two Phase 3 Pivotal 

Studies

• 2002 patients; aged 9–45 years (mean age 19.9)

• Moderate to severe facial acne 

• (IGA ≥3, 20–50 inflammatory and ≤100 noninflammatory lesions, ≤2 nodules) 

• 1:1 to sarecycline 1.5 mg/kg/day or placebo for 12 weeks 

• Primary endpoints:

• IGA success (≥2-grade improvement and score 0 [clear] or 1 [almost clear]) 

• % change from baseline in inflammatory lesions

• At week 12:

• IGA success rates were 22.2% vs. 13.0% (P<0.0001)

• %  reductions from baseline in inflammatory lesions were 50.4% vs. 34.7% 
(P<0.0001)



Late-breaking: Once-Daily Oral Sarecycline 1.5 

mg/kg/day for Moderate to Severe Acne Vulgaris: 

Pooled Data From Two Phase 3 Pivotal Studies

• TEAEs:
• Nausea (3.2% vs. 1.7%)

• Headache (2.8% vs. 3.8%)

• Nasopharyngitis (2.8% vs. 2.3%)

• Vulvovaginal candidiasis and vulvovaginal mycotic 
infection, sunburn, dizziness, photosensitivity, and 
urticaria, each occurred in <1% of sarecycline patients

• Sarecycline is a novel, tetracycline-class antibiotic 

representing the first narrow spectrum, targeted therapy for 

acne

• Sarecycline was safe, well tolerated, and effective for 

moderate to severe acne



Hidradenitis 

suppurativa

1. Treatment options including emerging treatment options

2. Late-breaking abstracts



Adalimumab remains only FDA approved 

biologic for treatment of HS



• Double-blind, placebo controlled

• 20 patients, ≥18 years; HS II/III

• Primary end point (HiSCR) assessed at 12 weeks

• Concomitant antibiotic allowed

• HiSCR achieved in 60% vs. 10%

• US improvements in treated patients

• Well-tolerated



Secukinumab

• IL17A monoclonal antibody

• 300mg weekly for 1 month, then q4 weeks 

• Case reports of 2 patients, both improved 

Schuch et al. Acta Derm Venereol. 2018 

Thorlacius et al. Br J Dermatol. 2017 

• Clinical trial
• Recruiting

• Open label

• 21 patients; HS II/III

• Treatment x 24 weeks

• 300mg 0,1,2,3, then every 4 weeks



Phase two open label single centre study to 

evaluate the efficacy of apremilast for the 

treatment of hidradenitis suppurativa

• 20 patients; HS I and II

• Primary endpoint (HiSCR 30) week 16

• Active treatment 24 weeks, follow-up to 28 weeks

• 65% achieved HiSCR 30 week 16 and 24

• 55% achieved HiSCR 50 week 16 and 60% week 24

• Improvements PGA, DLQI, modified sartorius, pain 
VAS

• Flares following withdrawal of treatment at week 24

Kerdel F, Azevedo F, Lynn A, Don FA, Kerdel Don C, Fabbrocini G, 

Kerdel FA – unpublished to date



• First study of complement activation in HS

• 54 treatment naïve patients, 14 healthy controls

• Circulating C5a and C5b-9 were significantly 

greater in patient than control plasma

• C5a stimulates over-production of TNFα

May be a future therapeutic target





Late breaking: Efficacy and safety of IFX-1, an anti-

C5a monoclonal antibody, in an open-label, phase 2a 

study in patients with severe HS not eligible for 

adalimumab

• Humanised monoclonal IGG4K antibody that specifically binds to the soluble human 
complement split product C5a

• Open label

• 12 patients; ≥18 years

• 8 weeks treatment, 12 weeks follow-up

• Primary endpoints:

1. Safety and tolerability

2. Adverse effects

• Secondary endpoint:

1. Efficacy – PGA/HiSCR/VAS

• TEAE: 50% of patients

• None related to medication

• 1 patients stopped medication





Late breaking abstract



Late breaking: Vulvar cancer association 

with groin hidradenitis suppurativa: A large 

urban single center mid-western US 

population study



Late breaking: Vulvar cancer association 

with groin hidradenitis suppurativa: A large 

urban single center mid-western US 

population study



Pyoderma 

gangrenosum

1. Co-morbitidies in PG

2. Surgical procedures in patients with PG

3. Emerging treatment options



• Patients stratified by age <65 years vs. ≥65 years

• Mean age: 51.6 years; 75% females

• Lower legs most common site (61.8%)

• Pathergy: 28.1% of cases

• Associated comorbidity 

• 66.3% <65 years vs 68.1% ≥65 years; P = .73

• <65 years:

• IBD (116 of 243 [47.7%] vs 30 of 113 [26.6%]; P < .001)

• ≥65 years:

• RA 13.3% vs 6.2%, ank spond 1.8% vs 0%

• Solid organ malignancies 13.3% vs 8 of 243 3.3%; P < .001, hematologic 
malignancies 9.7% vs 4.1%; P = .04, and hematologic disorders (MGUS, 
MDS, and PV) 10.6% vs 2.1%; P < .001



• Retrospective study

• Patients with history of PG who underwent surgical procedures at Brigham & 
Women’s Hospital and Massachusetts General Hospital from 2000-2015 

• 166 patients; 601 surgeries

• Mean age 52.8 years; 80.1% women

• 33 cases post-surgical PG in 25 patients

• 5.5% recurrence by procedure (33/601)

• 15.1% recurrence by patients (25/166)

• Exacerbation/recurrence rate significantly association with:

1. Procedure type (p=0.022) 

• More invasive procedures such as small and large open surgeries, mohs surgery/skin 
excision and debridement were more likely to be associated with PG recurrence

2. Having chronically present PG (>1 year) at the time of procedure (p=0.041) 



Clinical trials in PG

• STOP GAP trial

• Prednisolone 0.75mg/kg/d vs. Ciclosporin 4mg/kg/d

• 112 pts in 39 centers over 4 years

• Primary outcome: speed of healing over 6/52

• No statistical difference in outcomes

• AE similar for 2 groups, but more serious AE (infection) in 
prednisolone group 

• Infliximab

• Only randomised placebo-controlled trial for therapy in PG

• Infliximab 5mg/kg vs placebo

• Week 2: 46% infliximab improved, 6% placebo

• 29 patients infliximab – 69% beneficial repsonse



Other treatment options –

limited evidence

• TNFα antagonists

• Adalimumab

• Etanercept

• IL-1 antagonists

• Canakinumab

• Anakinra 

• Rapid response – within days

• Beware risk pathergy with 
daily injection

• IL12/23 antagonists

• Ustekinumab

• High doses

• IL17 antagonist

• Secukinumab – clinical trial 
ongoing

• Rifampicin 600mg/day and 
Clindamycin 600mg/day

• Apremilast



Thank you


