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Clinical findings

A 3-month-old boy presented with erythroderma. He
had been born at term following an uncomplicated
pregnancy; his parents were consanguineous. At the
age of 2 weeks, he developed a widespread erythema-
tous scaly rash, and from the age of 4 weeks, he devel-
oped recurrent respiratory tract infections and
intermittent diarrhoea. By the age of 3 months, his
weight had dropped dramatically to the 0.4% centile,
he was failing to thrive, had a hepatosplenomegaly
and lymphadenopathy of unknown origin and required
admission to the paediatric high dependency unit.

Physical examination revealed a nonpruritic erythe-
matous scaly eruption, which extended to cover the
entire body surface area (Fig. 1) and widespread scale
on the scalp with alopecia (Fig. 2).

Laboratory investigations revealed hypogammaglobuli-
naemia [IgG 0.56 g/L (normal range 2.4-8.8 g/L), IgA
<0.03 g/l (0.10-0.50 g/L), IgM 0.06 g/L. (0.20—
1.00 g/L)], while IgE was elevated [782 kU/L (0O—
10.9 kU/L)]. Full blood count revealed eosinophilia
[2.99 x 10°/L (0.1-1.0 x 10°/L)], lymphocyte counts
were normal and cell subsets identified no B cells and nor-
mal T cells. Liver function tests were deranged [gamma-
glutamyl transferase 752 IU/L (1-55 IU/L), alkaline
phosphate 429 TU/L (126-524 TU/L), aspartate amino-
transferase 110 TU/L (10-77 TU/L]) with an elevated
international normalized ratio of 1.83 (normal level 1).

Histopathological findings

A 3-mm punch biopsy was taken from the abdomen
and at low power (Fig. 3a), compact hyperkeratosis
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with minimal parakeratosis was seen. At high power
(Fig. 3b), a florid interface dermatitis, comprising lym-
phocytes, satellite cell necrosis and apoptotic ker-
atinocytes, was identified, resembling a graft-versus-
host disease (GVHD) picture. Few eosinophils were
seen. There were no features of ichthyosis or eczema.

What is your diagnosis?

Figure 1 A 3-month-old boy with erythema and scale covering
his entire body surface area.
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Figure 2 (a) Extensively scaly eruption with (b) associated alopecia.

Diagnosis

The clinical and histopathological findings are in keep-
ing with a diagnosis of Omenn syndrome (OS).

Discussion

Neonatal erythroderma is uncommon. Such patients
are at risk of fluid loss, leading to hypernatraemic
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dehydration, hypothermia and increased risk of infec-
tions.! Causes can be divided into inflammatory (ato-
pic dermatitis, psoriasis, seborrhoeic dermatitis),
infectious (staphylococcal scalded skin syndrome, can-
didiasis), drug-induced, genodermatoses and immun-
odeficiency diseases, such as OS, GVHD, DiGeorge
syndrome and Wiskott—Aldrich syndrome.’

In neonates with immunodeficiency, failure to thrive
and erythroderma, a primary immunodeficiency

Clinical and Experimental Dermatology (2020) 45, pp646-649 647

O
o
2
2
o
)
(=%
[0]
a
=
o
3
=3
=
s
17}
2
I
o
)
aQ
(]
3
o
o
c
©
o
o
3
=2
I}
[]
%
2
W)
=
Q
@
e
=
a
<y
a
21
B
B
o
<
[e2)
a
©
N
0
o
»
=2
<
vy]
>
O
)
<
@
3
o
(0]
=
>
o
o}
[]
1%}
»
c
7}
(]
=
o
=
o
N
]
o
2
]
o
[]
=
N
o
N
w



Clinicopathological case
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Figure 3 (a,b) Histological examination of a 3-mm punch biopsy taken from the abdomen showed (a) compact hyperkeratosis with
minimal parakeratosis, and (b) florid interface dermatitis comprising lymphocytes, satellite cell necrosis and apoptotic keratinocytes,
with few eosinophils visible. Haematoxylin and eosin, original magnification (a) x 20; (b) x 100.

syndrome should be considered. OS is an autosomal
recessive, primary immunodeficiency, and patients also
present with lymphadenopathy, hepatosplenomegaly,
diarrhoea and often with an elevated IgE and eosino-
philia just like our patient.? Patients with OS typically
have a high or normal lymphocyte count, whereas T-
cell levels are frequently normal.’

The OS phenotype can be associated with various
autosomal recessive genotypes, the most common
being mutations in the recombination activating genes
1 and 2 (RAG-1/RAG-2).> Such mutations lead to
oligoclonal expansion of autoreactive T cells and
marked reduction of circulating B cells. On the
absence of proper regulation of the immune system,
these abnormal T cells infiltrate organs (organome-
galy) and secrete multiple cytokines, which promote
autoimmune and allergic inflammation.3 Maternofetal
engraftment can result in cutaneous histopathological
findings resembling GVHD as in our case.*

Untreated OS is fatal within the first year of life.
Skin barrier dysfunction leads to bacterial and fungal
infections in an already severely immunocompromised
host.?? Immunomodulatory therapy with prednisolone
and ciclosporin can be used to suppress autoreactive
T-cell clones.”? Restoring a normal immune system
through bone marrow transplant is curative, but is
associated with a high morbidity and mortality.*

Our patient was started on intravenous methylpred-
nisolone, which markedly improved both the gut and
skin inflammation. His genetic screen showed him to
be homozygous for RAG-1 mutation. At the age of
6 months he remains an inpatient and will shortly
undergo bone marrow transplantation.

648 Clinical and Experimental Dermatology (2020) 45, pp646-649

In evaluating an erythrodermic neonate, it is perti-
nent to determine an underlying diagnosis in order to
ensure timely delivery of life-saving treatment.

Learning points

e Neonatal erythroderma is a rare disorder and
irrespective of its cause, is a lifethreatening condi-
tion.

e An erythrodermic neonate is at risk of fluid loss
leading to hypernatraemic dehydration,
hypothermia and malnutrition due to increased
calorie demands.

e OS is an autosomal recessive, primary immun-
odeficiency, which presents in the neonatal per-
iod with erythroderma, lymphadenopathy,
hepatosplenomegaly, diarrhoea with failure to
thrive, elevated IgE level, and eosinophilia and
hypogammaglobulinaemia.
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CPD questions

Learning objective

To gain knowledge regarding the differential diagnosis
of neonatal erythroderma.

Question 1

Which of the following is not a cause of neonatal ery-
throderma?

(a) Staphylococcal scalded skin syndrome.

(b) Omenn syndrome.

(c) Atopic dermatitis.

(d) Bullous congenital ichthyosiform erythroderma.
(e) Transient pustular melanosis.

Question 2

Omenn syndrome is characterized by which of the fol-
lowing?

(a) Severe blistering immediately after birth, wide-
spread erosions accompanied by severe ichthyosi-
form erythroderma.

© 2020 British Association of Dermatologists
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(b) Widespread yellow-reddish erythema accompanied
by extensive bullae formation.

(c) Erythroderma, lymphadenopathy, hep-
atosplenomegaly, diarrhoea with failure to thrive,
elevated IgE level and eosinophilia.

(d) Whitish macules on the placenta and umbilical
cord, and pustular exanthema, which rapidly
evolves into an exfoliative erythroderma.

(e) Polycyclic serpiginous plaques with double-edged
scaling, trichorrhexis invaginata, elevated IgE.

Instructions for answering questions

This learning activity is freely available online at
http://www.wileyhealthlearning.com/ced
Users are encouraged to

e Read the article in print or online, paying particular
attention to the learning points and any author
conflict of interest disclosures

e Reflect on the article

e Register or login online at http://www.wileyhealth
learning.com/ced and answer the CPD questions

e Complete the required evaluation component of the
activity

Once the test is passed, you will receive a certificate
and the learning activity can be added to your RCP
CPD diary as a self-certified entry.

This activity will be available for CPD credit for
2 years following its publication date. At that time, it
will be reviewed and potentially updated and extended
for an additional period.
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SOTY KTUTM( v INTENDED FOR UK & IRELAND HEALTHCARE PROFESSIONALS WITH

TEIAY, AN INTEREST IN THE MANAGEMENT OF PLAQUE PSORIASIS ONLY
(deucravacitinib) 5

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'**

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)?**

GENERALLY WELL-TOLERATED
The most commonly reported adverse reaction
is upper respiratory infections (18.9%)’

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 (sPGA 0/1) vs. placebo (PSO-1: 53.6% vs. 7.2%, p<0.0001;
PS0O-2: 49.5% vs. 8.6%, p<0.0001) at Week 16 (co-primary endpoints).2®

tVia 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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SOTYKTU°V (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: 1787-1E-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); 1 800 749 749 (Ireland).




