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Field Cancerization Treatment with Tirbanibulin 1% Ointment: Results in Real-world Practice

Francisco VILCHEZ-MARQUEZ!2, Daniel MUNOZ-BARBA!, Alberto SOTO-MORENO!, Antonio MARTINEZ-LOPEZ'? and

Salvador ARIAS-SANTIAGO!3

Dermatology Department, Hospital Universitario Virgen de las Nieves, Avda de Madrid, 15, ES-18012 Granada, 2Instituto de Investigacion
Biosanitaria ibs. GRANADA, Granada, and *Dermatology Department, Faculty of Medicine, University of Granada, Granada, Spain. E-mail:

fvilchezm@hotmail.com
Submitted Jan 13, 2025. Accepted after revision Jun 12, 2025

Published Jul 1, 2025. DOI: 10.2340/actadv.v105.42927. Acta Derm Venereol 2025; 105: adv42927.

The concept of cutaneous cancerization field refers to the
area of skin that has suffered chronic actinic damage and
in which there are actinic keratoses (both clinically evident
and subclinical lesions) that can evolve into squamous cell
carcinoma (1). Different physical and pharmacological
therapies are available to control the cancerization field
and reduce the risk of tumour development. Therefore,
the choice of treatment will depend on the clinical crite-
ria and adaptation to the patient’s needs. The most novel
treatment for cancerization field is tirbanibulin, with a
different mechanism of action, inhibiting both tubulin
polymerization and Src kinase signalling. Although its
usefulness is supported by clinical trials, there are few
publications on experience in real clinical practice.

MATERIALS AND METHODS

We conducted a retrospective study in which we included all
patients with cancerization field from our department treated with
tirbanibulin 1% ointment from its commercialization in November
2022 until November 2024. Patients over 18 years of age with
Olsen grade I actinic keratosis of the scalp and facial regions were
included. Treatment was performed once daily for 5 days on a
skin area of up to 25 cm?. Patients who did not undergo treatment
correctly or who were lost to follow-up were excluded from the
analysis. The response was evaluated on day +90 by clinical
observation to assess lesion reduction (papules and/or erythema).
Response was considered complete when all lesions disappeared,
and partial when there was a reduction in the number of lesions.
Adverse events were evaluated according to local skin reactions
(LSR) score, assessing the presence of irritation of the skin, ero-
sions, ulcerations, oedema, crusting, and itching.

Epidemiological variables (age and sex) and clinical variables
(location of lesions, previous treatments, local reaction, and
response to treatment) were analysed. The variables were grouped
in an Excel 2011 table for Macintosh (Microsoft Corp, Redmond,
WA, USA), and statistical analysis was subsequently performed
using the JMP Pro program (https://www.jmp.com/en/software/
predictive-analytics-software). Continuous quantitative variables
were evaluated using their real numerical values, with the mean
and standard deviation as representative values. Qualitative
variables, distributed into 2 or more categories depending on the
case, were evaluated by studying the corresponding counts and
frequencies. For the inferential analysis, Student’s #-test was used,
with p<0.05 considered statistically significant.

RESULTS

A total of 48 patients were included: 35 men (72.9%) and
13 women (27.1%), with a mean age of 72.92+10.39

Table I. Patients’ demographic data

Variable
Age, years, mean+SD 72.92+10.39
Sex, n (%)
Male 35 (72.9%)
Female 13 (27.1%)
Location, n (%)
Scalp 28 (58.3%)
Cheeks 9 (18.8%)
Nose 6 (12.5%)
Forehead 5 (10.4%)

Previous treatments, n (%)
0-1 therapies
No previous treatments

33 (68.8%)
18 (37.5%)

Cryotherapy 13 (27.1%)

Diclofenac 1(2.1%)

5-fluorouracil 1(2.1%)
2 or more therapies 15 (31.3%)
Cryotherapy+diclofenac 4 (8.3%)
Cryotherapy+5-fluorouracil 2 (4.2%)
Cryotherapy+photodynamic therapy 4 (8.3%)
Cryotherapy+imiquimod 1(2.1%)
CT+5FU+PDT 4 (8.3%)

SD: standard deviation; CT: cryotherapy; 5FU: 5-Fluoruracil; PDT: photodynamic
therapy.

years. Of the treated areas, 58.3% were on the scalp,
18.8% cheeks, 12.5% nose, and 10.4% forehead. The
rest of the demographic data are presented in Table I.

Clearance of the lesions was achieved in 70.8% of
patients, 18.8% had partial clearance, and 10.4% had no
response (Fig. 1). Most patients had good tolerance to
treatment, with 12.5% having mild local reactions and
only 1 patient having an intense local reaction.

In the inferential study, no statistically significant
differences were found in terms of treatment response
when comparing age, sex, or local reaction. However, a
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Fig. 1. Patient with field cancerization in left cheek. Complete
clearance after therapy with tirbanibulin 1% ointment.
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statistically significant relationship was detected between
the response to treatment and the number of previous
treatments undergone by the patients; thus, there was a
higher response rate in those patients who had undergone
1 or no previous treatment (Table II).

DISCUSSION

Field cancerization treatment is a challenge in daily
clinical practice. Treatment decreases the number of
lesions and thus controls the risk of development of
squamous cell carcinoma. However, sequential and/or
combined treatments are required to achieve prolonged
results, and follow-up of these patients is mandatory to
detect the early development of neoplasms. According
to different meta-analyses, the molecules that show most
evidence of being effective for field cancer treatment are
5-fluorouracil and imiquimod (2).

Tirbanibulin is a new molecule with a different mecha-
nism of action from previous treatments. Inhibition of
tubulin polymerization disrupts the microtubule network,
with antiproliferative, antitumour, and pro-apoptotic
effects. This disruption interferes with cell signalling
pathways, including those that regulate Src expression
and trafficking (3). Its efficacy is supported by phase III
clinical trials with lesion clearance rates of more than
50% (4). Furthermore, different meta-analyses position
tirbanibulin 1% as an effective treatment for actinic
keratoses, with a good safety profile and the advantage
of offering a short treatment period (5).

Table II. Data for tirbanibulin 1% ointment treatment

Variable

Clearance rate, n (%)
Complete 34 (70.8%)
Partial 9 (18.8%)

No clearance 5 (10.4%)
Adverse events, n (%)

None 41 (85.4%)

Mild 6 (12.5%)

Severe 1(2.1%)
Response to treatment, n (%)
Sex

Male

No response 5 (14.3%)

Response 30 (85.7%)
Female

No response 0 (0%)

Response 13 (100%) NS
Adverse event

No

No response 4 (9.8%)

Response 37 (90.2%)

Yes

No response 1 (14.3%)

Response 6 (85.7%) NS
Previous therapies
0-1
No response 1 (2.9%)
Response 33 (97.1)
2 or more
No response 4 (28.6%)
Response 10 (71.4%) (p=0.021)

NS: not significant.
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Different studies on the use of tirbanibulin in real-
world practice have concluded that it is an effective
treatment with few adverse effects. Campione et al.
included 30 patients and obtained a complete response
rate of 70% and a partial response rate of 30%, with an
incidence of adverse effects of 13.33% (7). The study by
Li Pomi et al. included 38 patients, showing a slightly
lower complete response rate (51%), with erythema being
the most frequent skin reaction and no evidence of other
adverse effects such as crusting, swelling, pustulation,
or erosion (6). In contrast, Mansilla-Polo et al. showed
a complete response rate of 24%, although there was a
high average satisfaction rate with a total of 25 patients
in their study (9). Kirchberger et al. included 30 patients
and reported a reduction in the mean AKASI from 5.6
prior to treatment to 1.2. post-treatment (8). Moreover,
treatment safety has been observed in transplant patients
(6-10). Although it is used in cancerization fields of up
to 25 cm? in the scalp and facial region, there is increa-
sing evidence of its usefulness in larger areas and other
locations such as the upper limbs (11, 12).

Our study is a real-world practice that demonstrated
a higher complete clearance rate than others (70.8%).
Moreover, we detected a higher response rate in patients
who received tirbanibulin as the first- or second-line tre-
atment. As with other diseases, the use of a drug as a third
or fourth option may result in lower efficacy. This was
probably due to the presence of more treatment-resistant
lesions or the selection of more aggressive tumour clones.
Therefore, naive patients would benefit more from this
novel treatment.

In summary, as pointed out in other similar studies,
the results obtained suggest that tirbanibulin 1% oint-
ment is an effective and safe treatment, highlighting
that the patients who obtained the highest response rate
were those in whom tirbanibulin was used as the first or
second choice. Further studies are required to prove the
effectiveness and safety of tirbanibulin 1% in real-world
clinical practice.

ACKNOWLEDGEMENTS

Funding sources: All funding is not personal but goes to the
independent research fund of the department of dermatology
from Fundacion para la Investigacion Biosanitaria de Andalucia
Oriental (FIBAO).

Conflict of interest disclosures: FVM carried out clinical trials for
Almirall, received speaking fees from Almirall and Pierre-Fabre,
and reimbursement for attending symposia of Almirall. DMB car-
ried out clinical trials for Almirall. AML carried out clinical trials
for Almirall and received speaking fees from Almirall.

REFERENCES

1. Willenbrink TJ, Ruiz ES, Cornejo CM, Schmults CD, Arron
ST, Jambusaria-Pahlajani A. Field cancerization: defini-
tion, epidemiology, risk factors, and outcomes. J Am Acad
Dermatol 2020; 83: 709-717. https://doi.org/10.1016/j.


http://medicaljournalssweden.se/actadv
https://doi.org/10.1016/j.jaad.2020.03.126

ActaDV

ActaDV

3/3

Short communication

jaad.2020.03.126

. Eisen DB, Dellavalle RP, Frazer-Green L, Schlesinger TE,

Shive M, Wu PA. Focused update: Guidelines of care for
the management of actinic keratosis. J Am Acad Der-
matol 2022; 87: 373-374.e5. https://doi.org/10.1016/j.
jaad.2022.04.013

. Gilaberte Y, Ferndndez-Figueras MT. Tirbanibulina: revisién

de su mecanismo de accidon novedoso y de como encaja
en el tratamiento de la queratosis actinica. Actas Dermo-
Sifiliograficas 2021; 113: 58-66. https://doi.org/10.1016/].
ad.2021.07.006

. Blauvelt A, Kempers S, Lain E, Schlesinger T, Tyring S,

Forman S, et al. Phase 3 Trials of tirbanibulin ointment for
actinic keratosis. N Engl J Med 2021; 384: 512-520. https://
doi.org/10.1056/NEJM0a2024040

. Heppt MV, Dykukha I, Graziadio S, Salido-Vallejo R, Chap-

man-Rounds M, Edwards M. Comparative efficacy and safety
of tirbanibulin for actinic keratosis of the face and scalp in
Europe: a systematic review and network meta-analysis of
randomized controlled trials. J Clin Med 2022; 11: 1654.
https://doi.org/10.3390/jcm11061654

. Li Pomi F, Vaccaro M, Pallio G, Rottura M, Irrera N, Borgia F.

Tirbanibulin 1% ointment for actinic keratosis: results from
a real-life study. Med Kaunas Lith 2024; 60: 225. https://
doi.org/10.3390/medicina60020225

. Campione E, Rivieccio A, Gaeta Shumak R, Costanza G, Cosio

T, Lambiase S, et al. Preliminary evidence of efficacy, safety,
and treatment satisfaction with tirbanibulin 1% ointment: a
clinical perspective on actinic keratoses. Pharm Basel Switz

Acta Derm Venereol 2025

10.

11.

12.

2023; 16: 1686. https://doi.org/10.3390/ph16121686

. Kirchberger MC, Gfesser M, Erdmann M, Schliep S, Berking

C, Heppt MV. Tirbanibulin 1% ointment significantly reduces
the actinic keratosis area and severity index in patients with
actinic keratosis: results from a real-world study. J Clin Med
2023; 12: 4837. https://doi.org/10.3390/jcm12144837

. Mansilla-Polo M, Abril-Pérez C, Martin-Torregrosa D, Lopez-

Davia J, de Unamuno-Bustos B, Torres-Navarro I, et al.
Effectiveness, safety and satisfaction of 1% tirbanibulin
ointment in the treatment of actinic keratoses: a prospective
study in real clinical practice. Australas J Dermatol 2023; 64:
560-564. https://doi.org/10.1111/ajd.14151

Pellacani G, Schlesinger T, Bhatia N, Berman B, Lebwohl
M, Cohen JL, et al. Efficacy and safety of tirbanibulin 1%
ointment in actinic keratoses: data from two phase-III trials
and the real-life clinical practice presented at the European
Academy of Dermatology and Venereology Congress 2022.
J Eur Acad Dermatol Venereol 2024; 38: 3-15. https://doi.
org/10.1111/jdv.19636

Bhatia N, Lain E, Jarell A, DuBois J, Tamarit ML, Falques M,
et al. Safety and tolerability of tirbanibulin ointment 1%
treatment on 100 cm? of the face or scalp in patients with
actinic keratosis: a phase 3 study. JAAD Int 2024; 17: 6-14.
https://doi.org/10.1016/j.jdin.2024.07.001
Iglesias-Puzas A, Conde-Taboada A, Campos-Mufioz L,
Sirgado-Martinez A, Lopez-Bran E. 1% tirbanibulin ointment
for actinic keratoses on upper extremities: a retrospec-
tive case review study. Acta Derm Venereol 2023; 103:
adv15296. https://doi.org/10.2340/actadv.v103.15296


http://medicaljournalssweden.se/actadv
https://doi.org/10.1016/j.jaad.2020.03.126
https://doi.org/10.1016/j.jaad.2022.04.013
https://doi.org/10.1016/j.jaad.2022.04.013
https://doi.org/10.1016/j.ad.2021.07.006
https://doi.org/10.1016/j.ad.2021.07.006
https://doi.org/10.1056/NEJMoa2024040
https://doi.org/10.1056/NEJMoa2024040
https://doi.org/10.3390/jcm11061654
https://doi.org/10.3390/medicina60020225
https://doi.org/10.3390/medicina60020225
https://doi.org/10.3390/ph16121686
https://doi.org/10.3390/jcm12144837
https://doi.org/10.1111/ajd.14151
https://doi.org/10.1111/jdv.19636
https://doi.org/10.1111/jdv.19636
https://doi.org/10.1016/j.jdin.2024.07.001
https://doi.org/10.2340/actadv.v103.15296

