
discontinued at the 12-week assessment due to limited efficacy

or adverse events, associated with the OC patches.

The main limitation of this study is the small number of

patients. However, the efficacy results are similar to the previ-

ously published OC gel 10% case series with an even better safety

profile. This suggests that the optimal dose could be the 50 mg

OC applied twice daily and the cream or gel is the most promis-

ing formulations.
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Efficacy and safety of
tildrakizumab 100 mg for plaque
psoriasis in patients randomized
to treatment continuation vs
treatment withdrawal with
retreatment upon relapse in
reSURFACE 1
Editor

Chronic moderate-to-severe plaque psoriasis frequently requires

long-term biologic treatment, but treatment gaps resulting in

relapse are not uncommon.1–4 Biologic efficacy can be recap-

tured during subsequent retreatment but typically at a lower

rate, or to a lesser extent, than the response achieved during ini-

tial treatment.5–7

Tildrakizumab is a high-affinity, humanized, immunoglobu-

lin G1j, anti–interleukin-23p19 monoclonal antibody approved

to treat plaque psoriasis.8–10 The 64-week phase 3 reSURFACE 1

(NCT01722331) study in adult patients with moderate-to-severe

plaque psoriasis required tildrakizumab-treated patients who

achieved ≥75% improvement from baseline Psoriasis Area and

Severity Index score (PASI 75; responders) at Week 28 to be

rerandomized to either continued tildrakizumab treatment or

withdrawal (placebo) with retreatment with their initial dose of

tildrakizumab upon relapse (loss of 50% of maximum PASI ben-

efit from baseline).8 This post hoc analysis evaluated residual dis-

ease in tildrakizumab 100 mg responders in reSURFACE 1 who

were continuously treated and those rerandomized to treatment

interruption and retreatment upon relapse. Time to response

and extent of response after retreatment were also evaluated.

Data were summarized using descriptive statistics. Missing data

were imputed by last observation carried forward.

Disease activity (as median absolute PASI score) assessed at

baseline, Week 28, Week 52 and Week 64 is shown in Table 1.

Of 116 patients continuously treated with tildrakizumab 100 mg

after Week 28, 92.6%, 81.5% and 49.6% achieved PASI 50, PASI

75 and PASI 90, respectively, at Week 64 (Fig. 1). Complete

clearance was achieved by 27.4% of patients at Week 64. At

Week 64, the median [interquartile range (IQR)] percentage

improvement (decrease) from baseline PASI score was 92.4%

(84.4%, 100.0%).

Of 113 patients rerandomized to placebo at Week 28 (last til-

drakizumab dose at week 16), 52 (46%) did not relapse for

48 weeks following their last dose of tildrakizumab. Of these, the

proportions achieving PASI 50, PASI 75 and PASI 90 at Week 64

were 80.8%, 48.1% and 21.2%, respectively (Fig. 1). Complete

clearance was achieved by 3.9% of these patients at Week 64.

Their median (IQR) percentage improvement from baseline

PASI score at Week 64 was 75.7% (57.8%, 88.8%).
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There were 61 (54.0%) patients rerandomized to placebo at

Week 28 who relapsed by Week 64 and were retreated with til-

drakizumab 100 mg. Median (IQR) time to relapse was 238 (167,

294) days. Among 51 patients with ≥12 weeks of retreatment

data, median (IQR) time to regain PASI 75 response was 28 (28,

48) days; response was regained by 49 (96.1%) in <12 weeks of

retreatment. Of patients who relapsed and were retreated, the

proportion of PASI 50, PASI 75 and PASI 90 responders was,

respectively, 86.9%, 72.1% and 31.2% at Week 64 (Fig. 1). Com-

plete clearance was achieved by 13.1% at Week 64 (Fig. 1). Med-

ian PASI at time of loss of response was 11.0 (8.6, 16.2).

Of Week 28 responders, 112/116 (96.6%) who continued to

receive tildrakizumab 100 mg and 104/113 (91.2%) rerandom-

ized to placebo completed Week 64. No patient experienced dis-

ease rebound (>125% worsening from baseline PASI score).

Prespecified adverse events of special interest8 occurred in <3%
of patients, with no adverse events in patients receiving

either placebo or tildrakizumab 100 mg who relapsed after

rerandomization.

From Weeks 28–64 of reSURFACE 1, tildrakizumab 100 mg

was well tolerated and efficacious in patients receiving continuous

treatment; patients withdrawn to placebo recovered response

within a median of 28 days. The durability of tildrakizumab

responses and rapid regain of efficacy after relapse and retreat-

ment support long-term clinical use of tildrakizumab for the

treatment of moderate-to-severe psoriasis.
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Table 1 Median absolute PASI scores by treatment condition and time point

Baseline Week 28 Week 52 Week 64

Continuous TIL 100 mg (n = 108) 19.7 (14.2, 23.0) 1.0 (0.0, 2.2) 1.0 (0.0, 2.4) 1.2 (0.0, 3.0)

TIL ? PBO, no relapse (n = 52) 18.6 (14.4, 21.6) 0.8 (0.0, 3.2) 2.6 (0.8, 5.2) 4.0 (2.0, 7.4)

Baseline Week 28 At time of relapse Week 12 after retreatment

TIL ? PBO, relapse (n = 61) 20.3 (14.3, 22.9) 0.8 (0.0, 2.2) 11.0 (8.6, 16.2) 2.7 (0.8, 4.6)

Numbers are median (IQR). IQR, interquartile range; PASI, Psoriasis Area and Severity Index; PBO, placebo; TIL, tildrakizumab.
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Figure 1 Rates of (a) PASI 50; (b) PASI 75; (c) PASI 90; and (d) PASI 100 responders over time in patients who received continuous til-
drakizumab 100 mg in part 3 of reSURFACE 1, patients who were rerandomized to placebo and did not relapse, or patients who were
rerandomized to placebo and relapsed. PASI, Psoriasis Area and Severity Index; PBO, placebo; TIL, tildrakizumab.
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Intravenous allogeneic
multilineage-differentiating
stress-enduring cells in adults
with dystrophic epidermolysis
bullosa: a phase 1/2 open-label
study
To the Editor,

Epidermolysis bullosa (EB) is a group of genodermatoses charac-

terized by generalized blisters from mutations in the genes

encoding the basement membrane zone (BMZ) proteins.1 The

Table 1 The details of the participants

Patient 1 2 3 4 5

Age, sex 26, F 22, F 20, F 17, M 49, F

Diagnosis Intermediate RDEB Intermediate RDEB Intermediate DDEB Localized DDEB (pretibial) Intermediate DDEB

Bodyweight (kg) 42.3 46.2 52.4 75.9 46.0

Number of selected ulcers 2 4 3 2 2

Average ulcer size

(cm2, min–max)

1.50

(0.7–2.3)

16.00

(1.6–49.2)

1.93

(0.9–3.8)

8.10

(2.7–13.5)

2.20

(1.2–3.2)

Dose of CL2020 (9105 cells/kg) 3.55 3.25 2.86 1.98 3.26

Average reduction rate at Wk04 (%) 100 59.5 37.9 43.2 −9.1

DDEB, dominant dystrophic epidermolysis bullosa; RDEB, recessive dystrophic epidermolysis bullosa.
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