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Abstract Psoriasis of the external auditory canal (PSEAC) is often under-recognized. The aims
of this study were to assess the prevalence of PSEAC, its association with a particular
psoriasis subtype and its impact on quality of life (QoL). A prospective study was car-
ried out in two Spanish university hospitals, enrolling consecutive patients who
attended a consultation for psoriasis. The clinical features of psoriasis and PSEAC
were recorded and the Dermatology Life Quality Index (DLQI) and Itch Numerical
Rating Scale (Itch-NRS) were distributed to patients. Overall, 188 of 1000 patients
(18.8%) included in the study had PSEAC, which was associated with severity of
psoriasis, presence of inverse psoriasis and involvement of the scalp, nails and geni-
tals, but not with obesity or psoriatic arthritis. PSEAC was the main reason for con-
sultation in 27 patients, with itching being the main symptom. In this study, PSEAC
had a prevalence of 18.8%. The occurrence of PSEAC was associated with poorer
QoL, as measured by DLQI and Itch-NRS.

Psoriasis is a chronic inflammatory disease of the Report
skin.! The most common type is chronic plaque psori-
asis. It may involve all body sites, including the exter-
nal auditory canal.? Psoriasis of the ear has not been
well studied but may affect up to 37% of patients with
psoriasis.> ® The main objective of this study was to
determine the prevalence of psoriasis of the external
auditory canal (PSEAC) in patients attending consulta-
tions for cutaneous psoriasis. The secondary objective
was to determine whether PSEAC was associated with
a psoriasis phenotype.

This observational, prospective, cross-sectional, multi-
centre study was conducted in northern Spain
between June 2019 and October 2019 by six investi-
gators in two tertiary referral university hospitals, the
Hospital Universitario Central de Asturias and Hospital
Universitario Marqués de Valdecilla.

The study was proposed to all consecutive patients
aged > 18 years who consulted about psoriasis,
regardless of previous lines of treatment. PSEAC was
defined as the presence of erythematous—squamous
lesions or scaly lesions in the EAC.> Otoscopy was not
performed.

Patient demographics and psoriasis characteristics
were obtained from each patient’s medical record. The
Correspondence: Dr Jorge Santos-Juanes, Department of Dermatology, clinical severity of psoriasis was recorded using the
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E-mail: santosjjorge@uniovi.es Index (PASI) in the patient’s medical history. Psoriasis

was classified as mild, moderate (PASI < 10) or severe
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Table 1 Demographic and clinical characteristics of the study population, and characteristics associated with psoriasis of the external

auditory canal univariate analysis.

PSEAC present

Characteristic® Total Yes (n = 188) No (n = 812) P
Sex ratio, M : F or n (%) 530 : 470 (53 : 47) 96 (51.1) 434 (53) 0.55
Age, years; mean £ SD 48.1 + 14.88 48.8 £ 17.26 47.9 £ 15.21 0.66
BMI > 30 279 (27.9) 52 (27.6) 227 (28.0) 0.93
Psoriasis family history 492 (49.2) 91 (48.4) 401 (49.3) 0.80
Age of psoriasis onset < 40 years 700 (70.0) 131 (69.7) 569 (70.0) 0.91
Psoriasis type
Plaque 929 (92.9) 174 (92.0) 755 (93.5) 0.83
Inverse 39 (3.9) 15 (7.97) 24 (2.95) 0.001
Guttate 99 (9.9) 19 (10.1) 80 (9.85) 0.91
Erythrodermic 12 (1.2) 2 (1.06) 10 (1.23) 0.84
Specific location
Scalp 800 (80.0) 171 (90.9) 629 (77.5) < 0.001
Palms and soles 120 (12.0) 14 (7.4) 106 (13.0) 0.03
Nails 508 (50.8) 111 (59) 397(49.0) 0.012
Genitals 81 (8.1) 25(13.2) 56 (6.8) < 0.01
Psoriatic arthritis 319 (31.9) 75 (39.9) 244 (30.0) <0.01
PASI > 10 409 (40.9) 98 (52.1 311 (38.3) 0.001
On systemic therapy 497(49.7) 108 (57.4) 389 (47.9) 0.02

BMI, body mass index; PASI, Psoriasis Area and Severity Index; PSEAC, psoriasis of the external auditory canal. “Data are n (%) unless

otherwise specified.

Table 2 Comparison of quality-of-life measurements in psoriasis
patients with and without canal auricular involvement.

Table 3 Characteristics associated with psoriasis of the external
auditory canal in multivariate analysis.

EAC involvement, n (median)

[range]
Received,
Score n Yes? No®° P
DLQI 423 152 (4.8) [0-16] 271 (2.2) [0— < 0.001
22]
ltch- 457 152 (5.6) [0-10] 305 (4.2) [0-8] < 0.001

NRS

DLQI, Dermatology Life Quality Index; EAC, external auditory
canal; Itch-NRS, Itch Numerical Rating Scale. 80 patients
(52.6%) were receiving systemic treatment; ®271 (64%) and 181
(59.3%) patients were receiving systemic treatment; “Mann—
Whitney U-test.

(PAST > 10). All patients were also asked to complete
two self-report questionnaires on quality of life (QoL),
the Dermatology Life Quality Index (DLQI)” and the
Itch Numerical Rating Scale (Itch-NRS).®

Statistical analyses were performed using SPSS soft-
ware (V24.0; IBM SPSS, Armonk, NY, USA). Assum-
ing an estimated prevalence of PsEAC of 18% as
recently stated* and a precision of 0.025, the mini-
mum required number of patients to be included was
908. Data were summarized as mean £+ SD or median
and interquartile range (25th—75th percentiles) for
continuous data, and as frequency (n) and percentage
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Characteristic OR (95% Cl) P

1.23 (0.49-3.08
2.76 (1.61-4.75 < 0.001
0.41 (0.22-0.77 < 0.01

) 0.64
)
)

1.58 (1.07-2.31) 0.02
)
)
)

Inverse psoriasis

Scalp involvement

Palm and sole involvement
Nail involvement

Genital psoriasis

Arthritis

PASI > 10

3.63(1.94-6.78 < 0.001
0.93 (0.66-1.45 0.93
1.72 (1.23-2.42 < 0.01

PASI, Psoriasis Area and Severity Index.

(%) of groups for categorical data. The prevalence of
PsEAC was estimated, including the 95% CI. To study
the differences between patients with and those with-
out PsEAC, unadjusted comparisons were performed
using Student unpaired samples t-test or the Mann—
Whitney U-test for quantitative data, and the y? test
or Fisher exact test for categorical data, as appropriate.
Factors associated with genital psoriasis were deter-
mined by logistic regression. Variables with values of
P < 0.05 in the univariate analyses were included in
the selection process for the final multinomial, logistic
regression model, and two-tailed values of P < 0.05
were considered significant.

In total, 1000 patients were enrolled during the 4-
month study period (Table 1). The study participation
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rate was 100%. The demographic and clinical charac-
teristics of the patients are shown in Table 1. Of the
1000 total patients, 188 (18.8%; 95% CI = 16.4—
21.2) had a clinical history of PSEAC confirmed by a
dermatologist or had PsEAC at the time of the study.
PSEAC was the reason for the consultation in 27 cases
[11 males (40.7%), 16 females (59.3%)]. The preva-
lence was similar in the two hospitals. The psoriasis
was severe in 409 patients (40.9%).

Overall, 319 patients had psoriatic arthritis (31.9%).
Additionally, 168 patients of the 188 patients with
PSEAC (88.2%) had at least one of the following symp-
toms: itching, stinging or pain. All 27 patients who
sought consultation for PSEAC reported severe itching.

Of the 1000 patients, 457 of returned question-
naires before starting treatment (response rate 45.7%).
DLQI results are summarized in Table 2. DLQI was
impaired in patients with PSEAC. There was also a dif-
ference between the groups in the Itch-NRS scale,
which evaluated pruritus (itching).

The risk factors associated with the presence of
PsEAC in the univariate analyses are summarized in
Table 1. In the multivariate analysis (Table 3) scalp
involvement (OR = 2.76, 95% CI 1.61-4.75), nail pso-
riasis (OR = 1.58, 95% CI 1.07-2.31), genital psoria-
sis (OR 3.63, 95% CI 1.94-6.78) and severe psoriasis
(OR =1.72, 95% CI 1.23-2.42) were all significantly
associated with PsEAC.

Very few studies reported in the literature include
descriptions of ear psoriasis, and even fewer consider
EAC involvement. From an historical point of view, in
1809, Willan included the external ear as one of the
body surfaces affected in psoriasis.’

Based on a series of 1000 patients with psoriasis,
our study showed a frequency of PSEAC of 18.8%.
This rate was lower than that reported by Farber’
(34%) and Molin® (37%). However, it was similar to
the PSEAC involvement frequency observed in a study
designed to evaluate genital psoriasis (17.5%).*

In our series, the presence of PSEAC was associated
with the severity of psoriasis and the presence of psoria-
sis of the genitals, scalp and nails. As reported in
another study,’ the scalp was the most common con-
current extra-auricular site in our patients with PSEAC.
However, we did not find an association between
PsEAC and body mass index (BMI), psoriatic arthritis,
family history of psoriasis, or age of onset of psoriasis.

Our study revealed that patients with PSEAC have a
worse QoL in general, as measured by the DLQI and
Itch-NRS scores. Picking and scratching lesions
increased patient morbidity, and should be avoided to
prevent the appearance of the Koebner phenomenon,

© 2022 British Association of Dermatologists.
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which increases the frequency of psoriasis plaques.’
The differences in the Itch-NRS scale between patients
with and without PSEAC in our series can be attribu-
ted to the high percentage of patients reporting pruri-
tus (itching) in the PsEAC group or to the fact that
these patients have more severe disease.

Our study has several limitations. The PASI values
used were the highest recorded in the patient’s history.
Our study included patients with psoriasis regardless
of whether they attended general dermatology or spe-
cialized psoriasis consultations. Moreover, many of our
patients did not return the questionnaires. Despite
these limitations, we believe this study provides useful
information about PsEAC.

In conclusion, our study highlights a high preva-
lence of PSsEAC in patients with psoriasis. The occur-
rence of PSEAC was associated with more severe
disease and had a negative impact on QoL as mea-
sured by DLQI score.

Learning points

» PSEAC affects 18.8% of patients with psoriasis
vulgaris.

» PSEAC was associated with severity of psoriasis
and impaired QoL.

* PSEAC had an impact on prevalence, clinical
features and QoL.
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SOTY KTUTM( v INTENDED FOR UK & IRELAND HEALTHCARE PROFESSIONALS WITH

EEAY AN INTEREST IN THE MANAGEMENT OF PLAQUE PSORIASIS ONLY
(deucravacitinib) &

CHANGING THE
LANDSCAPE OF
ORAL PSORIASIS
TREATMENT"

SOTYKTU is indicated for the treatment of
moderate to severe plaque psoriasis in adults
who are candidates for systemic therapy’

SOTYKTU is a novel, efficacious oral treatment that is generally well-tolerated'*

GENERALLY WELL-TOLERATED

— .
- The most commonly reported adverse reaction
is upper respiratory infections (18.9%)'

DURABLE EFFICACY

Demonstrated superior PASI 75 response rates,
and rates of clear or almost clear skin (sPGA 0/1),
vs. placebo at Week 16 (co-primary endpoints)?3*

Less than 3% of patients discontinued
PASI 75 response rates were observed at treatment due to AEs between Weeks 0-16"*
Week 24 and maintained at Week 52™

ONCE DAILY, ORAL DOSING

Once-daily, oral treatment that can be taken
with or without food, with no routine blood
monitoring requirements after initiation and
no identified DDIs'

Learn more at
sotyktu.co.uk

Adverse events should be reported. Reporting forms and information can be found at: UK - via the yellow card scheme at: www.mhra.gov.uk/yellowcard,
or search for MHRA Yellow Card in the Google Play or Apple App Store. Ireland - via HPRA Pharmacovigilance at www.hpra.ie. Adverse events should also
be reported to Bristol-Myers Squibb via medical.information@bms.com or 0800 7311736 (UK); 1800 749 749 (Ireland)

*SOTYKTU was studied in two global, Phase 3, randomised, multi-arm clinical studies: POETYK PSO-1and PSO-2. PASI 75 and sPGA 0/1 vs. placebo at Week 16 were co-primary endpoints.

PASI 75 was defined as =75% reduction from baseline in the Psoriasis Area and Severity Index. sPGA was defined as sPGA score of 0 or 1 with =2-point improvement from baseline. N numbers: PSO-1:
SOTYKTU (n=332); apremilast (n=168), placebo (n=166); PSO-2: SOTYKTU (n=511); apremilast (n=254), placebo (n=255). SOTYKTU delivered superior PASI 75 response rates vs placebo

(PSO-1: 58.4% vs. 12.7%, p<0.0001; PSO-2: 53.0% vs. 9.4%, p<0.0001) at Week 16, and superior results achieving clear or almost clear skin (sSPGA 0/1) vs. placebo (PSO-1: 53.6% vs. 7.2%, p<0.0001;
PSO-2: 49.5% vs. 8.6%, p<0.0001) at Week 16 (co-primary endpoints).>*

Via enzyme inhibition, enzyme induction, or transporter inhibition.'
Abbreviations: AE, adverse event; DDI, drug-drug interaction; PASI, Psoriasis Area and Severity Index; sPGA, static Physician's Global Assessment; TYK2, tyrosine kinase 2.
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3. Strober B et al. ] Am Acad Dermatol. 2023;88(1):40-51.
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SOTYKTUV (deucravacitinib) PRESCRIBING INFORMATION

Great Britain

Consult Summary of Product Characteristics (SmPC) before
prescribing. This medicinal product is subject to additional
monitoring. This will allow quick identification of new safety
information.

PRESENTATION: Film-coated tablet containing 6 mg of
deucravacitinib.

INDICATION: Treatment of moderate to severe plaque psoriasis
in adults who are candidates for systemic therapy.

DOSAGE AND ADMINISTRATION: Treatment should be initiated
under the guidance and supervision of a physician experienced
in the diagnosis and treatment of psoriasis. Posology: 6 mg
orally once daily. If a patient shows no evidence of therapeutic
benefit after 24 weeks, treatment discontinuation should be
considered. The patient's response to treatment should be
evaluated on a regular basis. Special populations: Elderly: No
dose adjustment is required in elderly patients aged 65 years
and older. Clinical experience in patients = 75 years is very limited
and deucravacitinib should be used with caution in this group
of patients. Renal Impairment: No dose adjustment is required
in patients with renal impairment, including end stage renal
disease (ESRD) patients on dialysis. Hepatic impairment: No
dose adjustment is required in patients with mild or moderate
hepatic impairment. Deucravacitinib is not recommended to
be used in patients with severe hepatic impairment. Paediatric
population: The safety and efficacy of deucravacitinib in children
and adolescents below the age of 18 years have not yet been
established. No data are available. Method of administration:
For oral use. Tablets can be taken with or without food. Tablets
should be swallowed whole and should not be crushed, cut,
or chewed.

CONTRAINDICATIONS: Hypersensitivity to the active substance
or to any of the excipients (see SmPC). Clinically important active
infections (e.g. active tuberculosis).

WARNINGS AND PRECAUTIONS: Infections: Treatment should
not be initiated in patients with any clinically important active
infection until the infection resolves or is adequately treated.
Caution should be exercised when considering the use in
patients with a chronic infection or a history of recurrent infection.
Patients treated with deucravacitinib should be instructed to seek
medical advice if signs or symptoms suggestive of an infection
occur. If a patient develops a clinically important infection or
is not responding to standard therapy, monitor carefully and
deucravacitinib should not be given until the infection resolves.
Pre-treatment evaluation for tuberculosis (TB): Prior to initiating

treatment with deucravacitinib, patients should be evaluated

for TB infection. Deucravacitinib should not be given to patients
with active TB. Treatment of latent TB should be initiated prior
to administering deucravacitinib. Anti-TB therapy should be
considered prior to initiation of deucravacitinib in patients with a
past history of latent or active TB in whom an adequate course of
treatment cannot be confirmed. Patients receiving deucravacitinib
should be monitored for signs and symptoms of active TB.
Malignancies*: Malignancies, including lymphomas and non-
melanoma skin cancer (NMSC), were observed in clinical studies
with deucravacitinib. Limited clinical data are available to assess
the potential relationship of exposure to deucravacitinib and the
development of malignancies. Long-term safety evaluations are
ongoing. The risks and benefits of deucravacitinib treatment
should be considered prior to initiating patients**. Major adverse
cardiovascular events (MACE), deep venous thrombosis (DVT) and
pulmonary embolism (PE)*: An increased risk was not observed in
clinical trials with deucravacitinib. Long-term safety evaluations
are ongoing. The risks and benefits of deucravacitinib treatment
should be considered prior to initiating patients**. Inmunisations:
Consider completion of all age-appropriate immunisations
according to current immunisation guidelines prior to initiating
therapy. Use of live vaccines in patients being treated with
deucravacitinib should be avoided. Excipients: Contains lactose.
Patients with rare hereditary problems of galactose intolerance,
total lactase deficiency or glucose galactose malabsorption
should not take this medicinal product. Contains less than 1 mmol
of sodium (23 mg) per tablet, essentially ‘sodium-free! *serious.
*¥t is not known whether tyrosine kinase 2 (TYK2) inhibition may
be associated with the adverse reactions of Janus Kinase (JAK)
inhibition. In a large randomised active-controlled study of a JAK
inhibitor in rheumatoid arthritis (RA) patients 50 years and older
with at least one additional cardiovascular risk factor, a higher rate
of malignancies (particularly lung cancer, lymphoma and NMSC),
a higher rate of MACE (defined as cardiovascular death, non-fatal
myocardial infarction and non-fatal stroke), and a dose dependent
higher rate of venous thromboembolism (including DVT and PE)
were observed with a JAK inhibitor compared to TNF inhibitors.

INTERACTIONS: Deucravacitinib does not have any known
clinically relevant drug interactions. Refer to SmPC for full details.

PREGNANCY AND LACTATION: Pregnancy: There is a limited
amount of data on the use of deucravacitinib in pregnant women.
As a precautionary measure, it is preferable to avoid the use of
deucravacitinib during pregnancy. Breast-feeding: It is unknown
whether deucravacitinib/metabolites are excreted in human milk.
A risk to the newborns/infants by breast-feeding cannot be
excluded. A decision must be made whether to discontinue
breast-feeding or to discontinue/abstain from deucravacitinib

SOTYKTU*¥ (deucravacitinib) PRESCRIBING INFORMATION

Northern Ireland / Ireland

Consult Summary of Product Characteristics (SmPC) before
prescribing. This medicinal product is subject to additional
monitoring. This will allow quick identification of new safety
information.

PRESENTATION: Film-coated tablet containing 6 mg of
deucravacitinib.

INDICATION: Treatment of moderate to severe plaque psoriasis
in adults who are candidates for systemic therapy.

DOSAGE AND ADMINISTRATION: Treatment should be initiated
under the guidance and supervision of a physician experienced in
the diagnosis and treatment of psoriasis. Posology: 6 mg orally
once daily. If a patient shows no evidence of therapeutic benefit
after 24 weeks, treatment discontinuation should be considered.
The patient’s response to treatment should be evaluated on a
regular basis. Special populations: Elderly: No dose adjustment
is required in elderly patients aged 65 years and older. Clinical
experience in patients = 75 years is very limited and deucravacitinib
should be used with caution in this group of patients. Renal
Impairment: No dose adjustment is required in patients with
renal impairment, including end stage renal disease (ESRD)
patients on dialysis. Hepatic impairment: No dose adjustment is
required in patients with mild or moderate hepatic impairment.
Deucravacitinib is not recommended to be used in patients with
severe hepatic impairment. Paediatric population: The safety and
efficacy of deucravacitinib in children and adolescents below
the age of 18 years have not yet been established. No data are
available. Method of administration: For oral use. Tablets can be
taken with or without food. Tablets should be swallowed whole
and should not be crushed, cut, or chewed.

CONTRAINDICATIONS: Hypersensitivity to the active substance
or to any of the excipients (see SmPC). Clinically important active
infections (e.g. active tuberculosis).

WARNINGS AND PRECAUTIONS: Infections: Treatment should
not be initiated in patients with any clinically important active
infection until the infection resolves or is adequately treated.
Caution should be exercised when considering the use in
patients with a chronic infection or a history of recurrent infection.
Patients treated with deucravacitinib should be instructed to seek
medical advice if signs or symptoms suggestive of an infection
occur. If a patient develops a clinically important infection or
is not responding to standard therapy, monitor carefully and
deucravacitinib should not be given until the infection resolves.
Pre-treatment evaluation for tuberculosis (TB): Prior to initiating
treatment with deucravacitinib, patients should be evaluated
for TB infection. Deucravacitinib should not be given to patients

with active TB. Treatment of latent TB should be initiated prior
to administering deucravacitinib. Anti-TB therapy should be
considered prior to initiation of deucravacitinib in patients with a
past history of latent or active TB in whom an adequate course of
treatment cannot be confirmed. Patients receiving deucravacitinib
should be monitored for signs and symptoms of active TB.
Malignancies*: Malignancies, including lymphomas and non-
melanoma skin cancer (NMSC), were observed in clinical studies
with deucravacitinib. Limited clinical data are available to assess
the potential relationship of exposure to deucravacitinib and the
development of malignancies. Long-term safety evaluations are
ongoing. The risks and benefits of deucravacitinib treatment
should be considered prior to initiating patients**. Major adverse
cardiovascular events (MACE), deep venous thrombosis (DVT) and
pulmonary embolism (PE)*: An increased risk was not observed in
clinical trials with deucravacitinib. Long-term safety evaluations
are ongoing. The risks and benefits of deucravacitinib treatment
should be considered prior to initiating patients**. Inmunisations:
Consider completion of all age-appropriate immunisations
according to current immunisation guidelines prior to initiating
therapy. Use of live vaccines in patients being treated with
deucravacitinib should be avoided. Excipients: Contains lactose.
Patients with rare hereditary problems of galactose intolerance,
total lactase deficiency or glucose galactose malabsorption
should not take this medicinal product. Contains less than 1 mmol
of sodium (23 mg) per tablet, essentially ‘sodium-free! *serious.
**t is not known whether tyrosine kinase 2 (TYK2) inhibition may
be associated with the adverse reactions of Janus Kinase (JAK)
inhibition. In a large randomised active-controlled study of a JAK
inhibitor in rheumatoid arthritis (RA) patients 50 years and older
with at least one additional cardiovascular risk factor, a higher rate
of malignancies (particularly lung cancer, lymphoma and NMSC),
a higher rate of MACE (defined as cardiovascular death, non-fatal
myocardial infarction and non-fatal stroke), and a dose dependent
higher rate of venous thromboembolism (including DVT and PE)
were observed with a JAK inhibitor compared to TNF inhibitors.

INTERACTIONS: Deucravacitinib does not have any known
clinically relevant drug interactions. Refer to SmPC for full details.

PREGNANCY AND LACTATION: Pregnancy: There is a limited
amount of data on the use of deucravacitinib in pregnant women.
As a precautionary measure, it is preferable to avoid the use of
deucravacitinib during pregnancy. Breast-feeding: It is unknown
whether deucravacitinib/metabolites are excreted in human
milk. A risk to the newborns/infants by breast-feeding cannot
be excluded. A decision must be made whether to discontinue
breast-feeding or to discontinue/abstain from deucravacitinib
therapy taking into account the benefit of breast feeding for the

therapy taking into account the benefit of breast feeding for the
child and the benefit of therapy for the woman. Fertility: The effect
of deucravacitinib on human fertility has not been evaluated.

UNDESIRABLE EFFECTS: The most commonly reported adverse
reaction is upper respiratory infections (18.9%), most frequently
nasopharyngitis. The longer-term safety profile of deucravacitinib
was similar and consistent with previous experience. Very
common (= 1/10): Upper respiratory infections*** (including
nasopharyngitis, upper respiratory tract infection, viral upper
respiratory tract infection, pharyngitis, sinusitis, acute sinusitis,
rhinitis, tonsillitis, peritonsillar abscess, laryngitis, tracheitis, and
rhinotracheitis). Common (= 1/100 to < 1/10): Herpes simplex
infections*** (including oral herpes, herpes simplex, genital
herpes, and herpes viral infection), Oral ulcers (including
aphthous ulcer, mouth ulceration, tongue ulceration, and
stomatitis), Acneiform rash (including acne, dermatitis acneiform,
rash, rosacea, pustule, rash pustular, and papule), Folliculitis and
Blood creatine phosphokinase increased. Uncommon (= 1/1,000
to < 1/100): Herpes zoster***, Refer to SmPC for full details on
adverse reactions.

***serious adverse drug reaction

LEGAL CATEGORY: POM

MARKETING AUTHORISATION NUMBER and BASIC NHS
PRICE: PLGB 15105/0179: Carton of 28 film-coated tablets 6 mg
NHS price: £690.00; Carton of 84 film-coated tablets 6 mg NHS
price: £2070.00.

MARKETING AUTHORISATION HOLDER: Bristol-Myers Squibb
Pharma EEIG, Plaza 254, Blanchardstown Corporate Park 2,
Dublin 15, D15 T867, Ireland.

FOR FURTHER INFORMATION CONTACT:
medical.information@bms.com or 0800 7311736 (Great Britain).
DATE OF PREPARATION: May 2023

ADDITIONAL INFORMATION AVAILABLE ON REQUEST
Approval code: 1787-GB-2300080

Adverse events should be reported. Reporting forms
and information can be found at: Great Britain -
www.mhra.gov.uk/yellowcard or search for MHRA Yellow
Card in the Google Play or Apple App Store; Adverse events
should also be reported to Bristol-Myers Squibb via
medical.information@bms.com or 0800 7311736
(Great Britain).

child and the benefit of therapy for the woman. Fertility: The effect
of deucravacitinib on human fertility has not been evaluated.

UNDESIRABLE EFFECTS: The most commonly reported
adverse reaction is upper respiratory infections (18.9%), most
frequently nasopharyngitis. The longer-term safety profile
of deucravacitinib was similar and consistent with previous
experience. Very common (= 1/10): Upper respiratory infections***
(including nasopharyngitis, upper respiratory tract infection,
viral upper respiratory tract infection, pharyngitis, sinusitis,
acute sinusitis, rhinitis, tonsillitis, peritonsillar abscess, laryngitis,
tracheitis, and rhinotracheitis). Common (= 1/100 to < 1/10):
Herpes simplex infections*** (including oral herpes, herpes
simplex, genital herpes, and herpes viral infection), Oral ulcers
(including aphthous ulcer, mouth ulceration, tongue ulceration,
and stomatitis), Acneiform rash (including acne, dermatitis
acneiform, rash, rosacea, pustule, rash pustular, and papule),
Folliculitis and Blood creatine phosphokinase increased.
Uncommon (= 1/1,000 to < 1/100): Herpes zoster***, Refer to
SmPC for full details on adverse reactions.

***serious adverse drug reaction

LEGAL CATEGORY: POM

MARKETING AUTHORISATION NUMBER and BASIC NHS
PRICE: EU/1/23/1718/006: Carton of 28 film-coated tablets 6 mg
NHS price: £690.00.

MARKETING AUTHORISATION HOLDER: Bristol-Myers Squibb
Pharma EEIG, Plaza 254, Blanchardstown Corporate Park 2,
Dublin 15, D15 T867, Ireland.

FOR FURTHER INFORMATION CONTACT:
medical.information@bms.com or 0800 7311736 (Northern
Ireland) / 1800 749 749 (Ireland).

DATE OF PREPARATION: June 2023

ADDITIONAL INFORMATION AVAILABLE ON REQUEST
Approval code: 1787-IE-2300001

Adverse events should be reported. Reporting forms
and information can be found at: Northern Ireland -
www.mhra.gov.uk/yellowcard or search for MHRA Yellow
Card in the Google Play or Apple App Store; Ireland - via
HPRA Pharmacovigilance at www.hpra.ie Adverse events
should also be reported to Bristol-Myers Squibb via
medical.information@bms.com or 0800 7311736
(Northern Ireland); 1800 749 749 (Ireland).
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