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OVERVIEW OF MAIN RECOMMENDATION

Treatments* with “first line label®”

Treatments* with “first line labels”
PSORIASIS VULGARIS

If treatment success cannot be expected with
‘canventional systemic agents’, choose from the
following as suitable {consider local
reimbursement situation)

Deucravacitinib (TYK 2)

Conventional systemic agents
Guselkumab {antiIL 23)

Inadequate

Ciclosporin response,
contra- Risankizumab (anti IL 23}
indicated or

Fumarates not

tolerated

Methotrexate
Tildrakizumab {anti IL 23)

Treatments*® with “second line label®”

Conventional systemtic agents
Phosphodiesterase 4 inhibitors
Tyrosinkinase 2 inhibitors
Tumour necrosis factor inhibitors
Anti interleukin 12/23 p40
= FIGURE 1: OVERVIEW OF TREATMENT OPTIONS FOR
nti interleukin 23
PLAQUE TYPE PSORIASIS ARRANGED BY THE LABEL AS
* alphabetical order

§ Label as approved therapeutic indication APPROVED BY EUROPEAN MEDICAL AGENCY.
by the European Medical Agency
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WORDING OF RECOMMENDATIONS

Strength Wording

Strong recommendation for ‘We recommend ...

the use of an intervention

Weak recommendation for
the use of an intervention

‘We suggest . ..

Symbols

Implications

We believe that all or almost all informed people would make that choice.
Clinicians will have to spend less time on the process of decision-making,
and may devote that time to overcome barriers to implementation and
adherence. In most clinical situations, the recommendation may be
adopted as a policy.

We believe that most informed people would make that choice, but a
substantial number would not. Clinicians and health care providers will
need to devote more time on the process of shared decision-making. Policy
makers will have to involve many stakeholders and policy making requires
substantial debate.

‘We cannot make a
recommendation with
respectto...

No recommendation with

respect to an intervention

Weak recommendation
against the use of an
intervention

‘We suggest against ...

Strong recommendation
against the use of an
intervention

‘We recommend against . ..

EUROGUIDERM GUIDELINE FOR THE TREATMENT OF PSORIASIS VULGARIS. SYSTEMIC TREATMENT ‘@ ® @

At the moment, a recommendation in favour or against an intervention
cannot be made due to certain reasons (e.g. no reliable evidence data
available, conflicting outcomes, etc.)

We believe that most informed people would make a choice against that
intervention, but a substantial number would not.

We believe that all or almost all informed people would make a choice
against that intervention. This recommendation can be adopted as a policy
in most clinical situations.
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INITIATION AND SELECTION OF A SYSTEMIC TREATMENT

We recommend to take efficacy and safety (see Figure 1 /Cochrane Review
33 and drug chapters), time until onset of treatment response,
comorbidities (see decision grids, section Guidance for specific clinical and

comorbid situations), and individual patient factors into account when

STRONG
choosing a systemic treatment for moderate or severe psoriasis. CONSENSUS?
In addition, national regulations and reimbursement circumstances need to 100/% Agreement

be taken into consideration and treatment algorithms should be developed
EVIDENCE AND

on a national level. CONSENSUS BASED

We recommend the initiation of systemic treatment in patients with (SEE METHODS AND

. . . .. EVIDENCE SECTION
moderate to severe (as defined in each country, see also section “Defining )

disease severity”) psoriasis.*

*UV therapy is not part of this guideline but it is recommended as an alternative induction

therapy if suitable.
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INITIATION AND SELECTION OF A SYSTEMIC TREATMENT

CONSENSUS! 91%

EVIDENCE AND CONSENSUS
BASED

For most patients who require systemic treatment, we recommend

choosing a treatment from the group of the ‘conventional systemic agents’.

(SEE METHODS AND
EVIDENCE SECTION)

STRONG
CONSENSUS?
For cases of severe disease, we suggest following Figure 1. 0

100/% Agreement

EVIDENCE AND

In cases of inadequate response, contra-indication or intolerability we CONSENSUS BASED

recommend following Figure 1. (SEE METHODS AND

EVIDENCE SECTION)
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League table below: Short term (8-24 weeks), RR and 95% Cl; RRs larger than 1 for the lower triangle and smaller than 1 for the upper triangle favour the treatment on the left. Certainty of evidence high (highlighted in green), moderate (in blue),
low (in yellow) and very low (in red). Source: Sbidian et al. 2022
Copyright © 2022 The Cochrane Collaboration.
Cochrane Review ‘Systemic pharmacological treatments for chronic plaque psoriasis: a network meta-analysis (Review) ‘ by Emilie Shidian and colleagues, May 2022, Figure 76

All treatment options were
found to be efficacious when
compared to placebo.

Recommendations were drafted
along the line of drug licensing,
taking practical aspect of
reimbursement into account.

National societies may develop
different recommendations
reflecting the national
reimbursement situation.

Following the label, for most
patients a ‘conventional’ is
considered as the first treatment
option. Taking into consideration
the higher efficacy of approved
European Medical Agency (EMA)
first label biologics, a “first line
use” of biologics is considered in
patients with severe psoriasis.
For the selection of a treatment
among the ‘conventionals’, first
line biologics and biologics /
small molecules in general, many
different factors need to be
taken into account (see also
“specific treatment
circumstances”) and no clear
hierarchy has been decided upon
by the guideline group.
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OVERVIEW OF TREATMENT OPTIONS AND THE EXPERT ASSESSMENT OF THEIR
SUITABILITY IN SPECIFIC TREATMENT CIRCUMSTANCES

Symbols

Implications

We believe that all or almost all
informed people would make that
choice.

We believe that most informed
people would make that choice, but
a substantial number would not.

See background text and
specific recommendations

We believe that most informed
people would make a choice against
that intervention, but a substantial

number would not.

We believe that all or almost all
informed people would make a
choice against that choice.
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OVERVIEW OF TREATMENT OPTIONS AND THE EXPERT ASSESSMENT OF THEIR SUITABILITY IN SPECIFIC TREATMENT CIRCUMSTANCES

Therapy Conventional systemic agents antiILz3
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HOW SHOULD PSORIASIS PATIENTS WITH CONCOMITANT PSORIATIC ARTHRITIS
BE MANAGED?

We recommend interdisciplinary cooperation with a STRONG COMNSENSUS!

rheumatologist for the confirmation of the diagnosis of
100 % Agresrment
psoriatic arthritis and the selection of a suitable treatment

whenever needed. EXPERT COMNSEMSUS

Treatment initiation

STRONG CONSENSUS

We recommend starting treatment early to prevent progression of disease
1040 % Aprarent
and erosive destruction of joints.

EXPERT COMNSEMNSUS
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HOW SHOULD PSORIASIS PATIENTS WITH CONCOMITANT PSORIATIC ARTHRITIS
BE MANAGED?

Conventional synthetic DMARDs (e.g., MTX)

S5TROMNG CONSENSUS
We suggest monotherapy with a synthetic DMARD (e.g. MTX) as first-line 100 % Agresmen
treatment for most patients with moderate to severe psoriasis of the skin and 4E
active joint involvement (PsA). EVIDENCE AND EXPERT
CONSENSUS
TABLE 1

Biological DMARDs

For patients with an inadequate response after at least one synthetic DMARD, STRONG CONSENSUS
we recommend using a biological DMARD as monotherapy or in combination
with a synthetic DMARD.

100 % Agresrent

S . . EVIDENCE AMD EXPERT
In cases of severe active joint involvement (PsA) where a sufficient response

CONSENSUS
cannot be expected with the use of a conventional treatment, we
recommend using a biclogic as first-line therapy. TABLE 1
When choosing a bDMARD for patients with moderate to severe psoriasis of STRONG CONSENSUS
the skin and active joint involvement (PsA), we recommend taking into

100 % Apraermsen
account aspects of efficacy with regard to skin and the joints, comorbidity,
practicability and safety. EXPERT CONSEMNSUS
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EUROGUIDERM GUIDELINE FOR THE TREATMENT OF PSORIASIS VULGARIS. SYSTEMIC TREATMENT ‘@ ®H® CUIDELINES. % Dermatology

DEVELOPMENT Forum d-EBM 2025



HOW SHOULD PSORIASIS PATIENTS WITH CONCOMITANT PSORIATIC ARTHRITIS
BE MANAGED?

Small molecules

STRONG CONSENSLS

We suggest using apremilast for patients with moderate to severe psoriasis of

100 % Agrasmse it
the skin and active joint involvement (PsA) if an oral treatment is desired or if

other systemic agents have led to an inadequate response or if they are T EviDENcE AND EXPERT
contraindicated or not tolerated. CONSENSUS

Axial spondyloarthritis

. . . . . STRONG CONSEMSUS
We suggest using TNFi or IL-17 antagonists for patients with moderate to

severe psoriasis of the skin and concomitant PsA manifestation in the form of i 100 % Agresrmet
axial involvement or enthesitis.

EXPERT CONSENSUS
EUROPEAN European i M h
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Head-to-head comparisons:

ADA 40 mg O2W+ MTX 15 mg p.o.fs.c. OW
vs. MTX up to 20-25 mg p.o.fs.C. or highest
tolerable dose QW

ADA 40mg EOW (1) ws. SEC 300mg LD then
aaw

APR ws. MITX (no dosage given)
ETA 50mg OW + MTX up to 20mg QW vs.
MTX up to 20mg QW

IMF Smg/kg wd, 2, 6, 14 + MTX 15mg Qv
v, MTH 15mgd QW

IXE 80mg C2W (LD 160mg wi) ws. ADA
40mg EQW (1]

Placebo comparisons:

ADS 40mg EOW (2)

APR 30mg BID

CZP 400mg LD then 200mg Q2W

CZP 400mg LD then 400mg J4W (3)
ETA 25mg BIW

GUS 100mg LD then QB8W [4)

INF 5mg/kg wo, 2, 5, 14

IXE B0rng Q2W [LD150mg wi)

T 7.5mg to 10meg to 15me

RZB 150mgz wi, 4, 16

S5EC 300mg + LD vs. PBO [ACR20 wlB-24)
S5EC 300mg + LD vws. PBO [ACR20w13)
ST 45mg

ST 90mg (5)

EUROGUIDERM GUIDELINE FOR THE TREATMENT OF PSORIASIS VULGARIS. SYSTEMIC TREATMENT

after 12-24 weeks

RR 85% Cl

2.06 155t02.73

1.40 10710184

1.08 0.861t01.35

2.08 152to02.85
201 155t02.40
27 1585t03.75
2.36 158t03.31
5.47 3.27t09.15
2.13 182t02.50
4.38 2.24108.55
221 171to2.85
122 05710340
176 1561t02.00

2.55 2.0%t03.10
2.7 1583 to3.85
1.85 152 t02.50

2.26 120to2.82

Certainty
Evidence
[GRADE)

LOwW

MODERATE

WERY LOW

LOwW

WERY LOW

LOwW

MODERATE
MODERATE
MODERATE
MODERATE
LOwW
HIGH
MODERATE
MODERATE
LOwW
HIGH
FMODERATE
FMODERATE
HIGH
MODERATE

Patients with at least one adverse event

Certainty
Evidence
[GRADE)

RR 85% Cl

1.08 08810 1.32 WERY LOW

1.02 0.55 10 1.10 IMODERATE
0.53 01610 1.75 WERY LOW
1.01 05210111 IMODERATE

1.65 10810 2.52 WERY LOW

1.02= 08310 1.25 IMODERATE
1.07 0.83 10 1.359 IMODERATE
1.24 112101.35 LOW

1.01* 0.861t0 1.159 IMODERATE
1.05* 05010 1.23 IMODERATE

no data

055 0.87 10 1.15 HIGH
1.13 08710147 Lo
1.58* 108101.78 Lo
no data

1.03~ 05210 1.15 HIGH
1.01 051t01.11 MODERATE
0.23 06510 1.06 LOW

no data

056 075t 1.24 WERY LOW
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1 - 80mg LD only for pts. with moderate-to-severe PsO

2 - No LD of 80mg (this would be the case for PsO)

3 - For psoriasis vulgaris, 400mg Q2W can also be considered

4 - For patients at high risk of joint damage according to clinical
judgement, a dose of 100 mg every 4 weeks may be considered (SMPc)
5- For Pso patient with >=100kg (dosis not licensed for PsA); one study
reported induction dose of QW (weeks 0-3).

*treatment emergent adverse events
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HOW SHOULD PSORIASIS PATIENTS BE MANAGED WITH CONCOMITANT
INFLAMMATORY BOWEL DISEASE (LAST UPDATE: 10/2021)?

We recommend working in collaboration with the treating gastroenterologist when prescribing a systemic
therapy in psoriasis patients with concomitant chronic inflammatory bowel disease.

In patients with psoriasis and active IBD or a history of IBD, we recommend to preferentially use approved
targeted therapies with a documented efficacy in these conditions:

Crohn’s disease: TNFi (infliximab, adalimumab, certolizumab) and anti-1L-12/23p40 (ustekinumab).

Ulcerative colitis: TNFi (infliximab, adalimumab) and anti-1L-12/23p40 (ustekinumab).

If these first-choice treatments cannot be used, we suggest the following treatments to be considered as
second choice targeted treatment options in patients with psoriasis and IBD: STRONG CONSENSUS!

Crohn’s disease: Anti-IL-23p19 (preferred risankizumab, guselkumab; also possible: tildrakizumab) 100 % Agreement

Ulcerative colitis: Anti-1L-23p19 (preferred risankizumab, guselkumab; also possible: tildrakizumab)

If these first-choice treatments cannot be used, we suggest the following treatments to be considered as EXPERT CONSENSUS

second choice oral treatment options in patients with psoriasis and IBD

T
Crohn’s disease: Methotrexate
Active ulcerative colitis: Ciclosporine (preferred), apremilast (also possible)
In combination with other treatments, we suggest acitretin as an adjunct therapy for patients with IBD and PN
psoriasis, especially in cases with mild paradoxical psoriasis
We suggest against the use of anti IL 17 antibodies in patients with inflammatory bowel disease. J

EUROPEAN . European . M h
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How SHOULD PSORIASIS PATIENTS BE MANAGED WITH CONCOMITANT INFLAMMATORY BOWEL DISEASE (LAST UPDATE: 10/2021) ?

Therapy Conventional systemic agents
= et
c fey 3 Q
s o © ()
e o fas b
IS (%) @© o
L. ] 10 1S <
Specific < = S =
. U LS
circumstances =
- o ey 0
Chronic inflammatory bowel disease: Crohn's . ; . .
Disease especially cases with mild 2nd choice oral
paradoxical psoriasis treatment
. . . T T
Chronic inflammatory bowel disease: . . . .
. . especially cases with mild 2nd choice oral
Ulcerative colitis . L
paradoxical psoriasis treatment

Therapy anti-IL23
19 el
= Q
g e} © ©
- po ﬁ .‘5 g g E
Specific o 2 5 N 2
: £ o = = =
circumstances 3 S 2 o S
s ] S = 0
< o (U] = o
Chronic
inflammatory 1
bowel disease: 2nd choice if TNFi not suitable
Crohn's Disease
Chronic
inflammatory bowel T .
disease: Ulcerative 2nd choice T
t oral 2nd choice if TNFi not suitable
colitis treatment
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HOW SHOULD PSORIASIS PATIENTS WITH A HISTORY OF MALIGNANCIES BE

MANAGED?

We recommend taking the burden of psoriasis, and the
risk of cancer worsening or recurrence (pre-cancer vs low
risk vs high risk) into account for shared therapeutic

decision making.

For patients with recent malignancy we recommend
topical therapies, phototherapy (narrow band UVB) *

and/or acitretin.

*encept patients with a recent, and/or high risk of cutaneous
malignancy

STROMNG CONSENSUS*

L0 ' A -t

EXPERT CONSENSUS
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HOW SHOULD PSORIASIS PATIENTS WITH A HISTORY OF MALIGNANCIES BE
MANAGED?

We recommend to discuss the decision to initiate
immunosuppressive therapies, in psoriasis patients with a
current or recent diagnosis of cancer in the previous five
years case-by-case with cancer specialists and to reach an

1
informed decision, respecting the patient’s preference. STRONG CONSENSUS

100 % Agrewmne o2
In case of inadequate response to topical therapies,

phototherapy, (narrow band UVB) and/or acitretin we
suggest using MTX in psoriasis patients with a previous EXPERT CONSENSUS

history of cancer.*® t

(*for patients with history of non melanoma skin cancer,

see background text)

EUROPEAN European = March
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HoW SHOULD PSORIASIS PATIENTS WITH A HISTORY OF MALIGNANCIES BE
MANAGED?

We suggest apremilast can be used in psoriasis patients
with a previous history of cancer despite the lack of long
term experience based on pathophysiological T
considerations on a case-by-case basis including
discussion with cancer specialist

We suggested against using ciclosporin in psoriasis v STRONG CONSENSUS
patients with a previous history of cancer.
100 % Agreeem -2
We suggest TNFi, ustekinumab can be used based on
existing safety data on a case-by-case basis including EXPERT CONSENSUS

discussion with cancer specialist.

We suggest anti-IL17, anti-IL23 can be used in psoriasis N
patients with a previous history of cancer despite the lack
of long term experience based on pathophysiological
considerations on a case-by-case basis including

discussion with a cancer specialist.

EUROPEAN European .
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HOW SHOULD PSORIASIS PATIENTS WITH A HISTORY OF DEPRESSION
AND/OR SUICIDAL IDEATION BE MANAGED?

We recommend to be aware of signs and symptoms of anxiety and

depression in patients with psoriasis and monitor for symptoms of
STRONG CONSENSUS?

depression and/or suicidal ideation or anxiety during systemic treatments

for psoriasis especially in those with a history of any of the above. 100 R
We suggest using alternatives to brodalumab and apremilast in patients o EXPERT CONSENSUS
with a history of depression and/or suicidal ideation.
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HOW SHOULD PSORIASIS PATIENTS WITH DIABETES MELLITUS BE
MANAGED?

We suggest considering alternatives to methotrexate in people with STRONG CONSEMNSUS?
type 2 diabetes (if accompanied by metabolic syndrome and/or

1 L0 4 Agraares 1
evidence of liver damage) when alternative treatments can be
prescribed. EXPERT CONSENSUS

STRONG CONSEMNSUS
We suggest considering alternatives to ciclosporine in people with type

2 diabetes (if accompanied by metabolic syndrome and/or evidence of e o g

liver damage) when alternative treatments can be prescribed.
EXPERT COMSEMNSUS

STRONG CONSENSUS?
We suggest against using acitretin as a first line treatment in patients

,l, L) 8, Agreerme
with dyslipidaemia.
EXPERT CONSENSUS
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HEART DISEASE: HOW SHOULD PSORIASIS PATIENTS WITH ISCHAEMIC
HEART DISEASE AND/OR CONGESTIVE HEART FAILURE BE MANAGED?

We suggest against cyclosporine or acitretin as preferred treatments in
patients with psoriasis and ischemic heart disease.
STRONG
- - | CONSENSUS?
We suggest methotrexate as preferred first-line therapy in patients with
psoriasis and ischemic heart disease® if other patient characteristics do e 100 5 Agramme
not preclude its use.
EXPERT
COMNSENSUS
We suggest TNFi, ustekinumab, and IL-17 inhibitors as preferred targeted .
therapies in patients with psoriasis and ischemic heart disease®.
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HEART DISEASE: HOW SHOULD PSORIASIS PATIENTS WITH ISCHAEMIC
HEART DISEASE AND/OR CONGESTIVE HEART FAILURE BE MANAGED?

We suggest against using cyclosporine in patients with psoriasis and

advanced congestive heart failure. v
We suggest that methotrexate, acitretin and apremilast are considered
as treatment in patients with psoriasis and advanced congestive heart 1
failure®.
STRONG CONSENSUS?
We suggest that ustekinumab, inhibitors of IL-17 and of IL-23 are 100 % Agresma
considered as treatment in patients with psoriasis and advanced 1
congestive heart failure®. EXPERT CONSENSUS

We recommend against using TNFi in patients with psoriasis and

advanced congestive heart failure

We recommend discussing the choice of a systemic therapy in psoriasis

patients with advanced congestive heart failure with a cardiologist.

Heart failure (HF) is a clinical syndrome characterized by typical symptoms (e.g. breathlessness, ankle swelling and fatigue)
that may be accompanied by signs (e.g. elevated jugular venous pressure, pulmonary crackles and peripheral oedema)
caused by a structural and/or functional cardiac abnormality, resulting in a reduced cardiac output and/or elevated
intracardiac pressures at rest or during stress.
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HOW SHOULD PSORIASIS PATIENTS WITH KIDNEY FAILURE / RENAL
IMPAIRMENT BE MANAGED?

We recommend ensuring an accurate assessment of renal function in
any psoriasis patient with known or suspected chronic kidney disease

prior to therapy.

We recommend working in collaboration with the nephrologist when
prescribing systemic therapy in any psoriasis patient with chronic kidney
disease of stage 3 (eGFR <60 mL/min/1.73 m?) or more.

. . . STRONG CONSENSUS?
We suggest acitretin®, apremilast, fumarates®, methotrexate® may be

used in psoriasis patients with mild to moderate renal impairment 100 % Agresme 1

(eGFR 230 mL/min/1.73m?). T

EXPERT COMNSEMSUS
*(carefull dosing/dose adjustment may be needed)

We suggest using biologics in psoriasis patients with chronic kidney

disease and all stages of renal impairment.

We recommend against using ciclosporin, fumarates, or methotrexate in
psoriasis patients with chronic kidney disease and severe renal
impairment (eGFR <30 mL/min/1.73m?).
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WHICH TREATMENTS ARE APPROPRIATE FOR PSORIASIS PATIENTS WITH
NEUROLOGICAL DISEASES?

We suggest using fumarates in psoriasis patients with

multiple sclerosis.

We recommend against using TNFi therapy in psoriasis

. . . , . ) STROMNG COMNSENSUS?
patients with a diagnosis of multiple sclerosis or other

demyelinating disease. L00 % Agraame i1

In psoriasis patients with a first-degree relative with multiple EXPERT CONSENSUS
sclerosis or other demyelinating disease, we suggest against
the use of TNFi therapy if other suitable treatment options

are available.
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WHEN AND HOW SHOULD PSORIASIS PATIENTS BE SCREENED FOR VIRAL
HEPATITIS AND HOW SHOULD PATIENTS WHO TEST POSITIVE BE MANAGED?

a. Screening

STRONG CONSENSUS

100 % Agraearmant
We recommend against screening for hepatitis A, D or E as
routine measures before starting a systemic treatment. EXPERT CONSENSUS
DEVELOPED
TOGETHER WITH THE
EASL

STRONG CONSENSUS!

We recommend screening patients for hepatitis B (HBsAg, anti-

100 % Agreemant
HBs, anti-HBcore) as a routine measure before starting a
treatment with cyclosporine, deucravacitinib, methotrexate or EXPERT CONSENSUS
biologics.
DEVELOPED TOGETHER

WITH THE EASL
STRONG CONSENSUS

We recommend following the algorithm presented in figure 2 for " ‘
further testing and the interpretation of the hepatitis B test EXPERT CONSENSUS
results.

DEVELOPED TOGETHER

WITH THE EASL
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WHEN AND HOW SHOULD PSORIASIS PATIENTS BE SCREENED FOR VIRAL
HEPATITIS AND HOW SHOULD PATIENTS WHO TEST POSITIVE BE MANAGED?

Figure 2: Algorithm for the interpretation of the hepatitis B test results

Consider
hepatitis B
Vaccination
or booster

Anti-HBs < 101U

HBsAg negative
anti-HBcore negative Patient never
had HBV

infection

B

Patient is
protected. Consider
monitoring of anti-
HBs antibody
levels.

Anti-HBs positive (> 10 1U)

>
»

Initiate appropriate antipsoriatic treatment and conduct regular

HBsAg negative
Test for: . ..
-H .
HBsAg anti-HBcore positive patient had
anti-HBcore HBV infection
anti-HBs

HBsAg positive Patient has

HBV infection

monitoring of HBsAg or HBV-DNA levels, such as quarterly
assessments.

In the event of seroconversion to HBsAg positivity or a tenfold rise
in HBV DNA levels from baseline (or an increase to >10 1U/mL if
previously undetectable), seek the expertise of a hepatologist or a
liver disease specialist

Refer to hepatologist or a liver disease specialist and try to
manage with topicals and UV until management strategy for
HBV has been established

List of abbreviations: Anti-Hbcore: Antibody to hepatitis B core antigen; Anti-HBs: Hepatitis B surface antibody; HBsAg: Hepatitis B surface antigen; HBV: Hepatitis B Virus
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WHEN AND HOW SHOULD PSORIASIS PATIENTS BE SCREENED FOR VIRAL
HEPATITIS AND HOW SHOULD PATIENTS WHO TEST POSITIVE BE MANAGED?

a. Screening

STRONG CONSENSUS!
We recommend screening patients for hepatitis C as a routine b e
measure before starting a treatment with methotrexate,
T SR EXPERT CONSENSUS
deucravacitinib or biologics.
DEVELOPED TOGETHER
WITH THE EASL
STRONG CONSENSUS
In case of positive findings for anti-HCV antibodies, we
. 100 % Agreement
recommend testing for HCV RNA.
In case of positive HCV RNA, we recommend referral to a EXPERT CONSENSUS
hepatologist/ liver expert for treatment/management. DEVELOPED TOGETHER
WITH THE EASL

Dermatology
DEVELOPMENT Forum dEBM 2025
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WHEN AND HOW SHOULD PSORIASIS PATIENTS BE SCREENED FOR VIRAL
HEPATITIS AND HOW SHOULD PATIENTS WHO TEST POSITIVE BE MANAGED?

b. Choice of treatment

We recommend that treatment decision for psoriasis and HBV for
patients with positive test result for HBsAg should always be taken
together with a hepatologist/ liver expert.

Currently, there is insufficient evidence to give preference to one
antipsoriatic treatment over another for HBsAg-negative/ anti-
HBcore-positive or anti-HCV-positive and HCV RNA-negative
patients.

For these patients, we suggest selecting the treatment most

suitable for the patient’s psoriasis®, considering the very limited
data available on the risk of HBV reactivation with newer drugs.

* applies to the treatments discussed in this guideline

CONSENSUS 94%
EXPERT COMNSENSUS

DEVELOPED
TOGETHER WITH THE EASL

STRONG CONSENSUS?

100 % Agreemant

EVIDENCE AND CONSENSUS

BASED, SEE
METHODS & EVIDENCE
REFORT

DEVELOPED
TOGETHER WITH THE EASL
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WHEN AND HOW SHOULD PSORIASIS PATIENTS BE SCREENED FOR VIRAL
HEPATITIS AND HOW SHOULD PATIENTS WHO TEST POSITIVE BE MANAGED?

c. Monitoring for reactivation during treatment

STRONG CONSENSUS
To monitor for the reactivation of viral hepatitis in patients who

100 % Agresmaent
are HBsAg-negative/anti-HBcore positive, we recommend
regular testing for HBsAg and/or HBV-DNA (e.g. every 3 EXPERT CONSENSUS
months) during systemic treatment. DEVELOPED
TOGETHER WITH THE
EASL

STRONG CONSENSUS

We recommend recording all treatment initiations and follow e

up visits of psoriasis patients with concomitant HBV or HCV
EXPERT CONSENSUS
DEVELOPED
TOGETHER WITH THE
EASL

cases in drug registries.
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HOW TO SCREEN FOR TUBERCULOSIS BEFORE AND DURING SYSTEMIC
TREATMENT?

We recommend to do tuberculosis screening according to local
regulations.

. _ . STRONG CONSENSUS!
For pre-screening, we recommend anamnesis including

tuberculosis history; a chest X-ray; TST and/or IGRA. "

EXPERT CONSENSUS

We recommend remaining alert to the possibility of tuberculosis
infection during therapy. This includes taking medical history and
might include tuberculosis testing.
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HOW TO SCREEN FOR TUBERCULOSIS BEFORE AND DURING SYSTEMIC

TREATMENT?

Diagnostic for TB, regardless Bacillus Calmette-Guérin (BCG) vaccination, prior to and during follow up with biologic.
One must be alert for TB infections before, during biologic treatment and up to six months after discontinuation.
During treatment, rescreening for LTBI is recommended and frequency should be based on patient history and risk of

exposure.

1. Patient history:

Symptoms suspicious for TB

History of TB, adequate treatment

Exposure to TB

Origin from or recently stayed for a long time in an endemic area
High risk patient

BCG vaccination

1. Physical examination, to consider:

1. Chest X-ray

Auscultation of the lungs if symptomatic (not-specific for TB diagnosis)
Scar (left) upper arm (may indicate a BCG vaccination)
Enlarged lymph nodes, abscess scars

: If a chest X-ray has been conducted in the past, the decision to repeat the X-ray should be based on

the psoriasis treatment selected, time since the last x-ray, the patient's risk profile, potential exposure or local

guidelines.

Suspicious for active, LTBI or history of TB?

- consult pulmonologist if abnormalities

1. TST* and/or IGRA

If IGRA and TST are both performed, the IGRA can best be drawn right after the TST is assessed. If
drawing is done more than three days after the TST, the TST can booster the IGRA and result in a
false-positive response.

The recommendation to perform IGRA testing rather than TST testing is strong for those who
have received the BCG vaccination.
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HOW TO SCREEN FOR TUBERCULOSIS BEFORE AND DURING SYSTEMIC
TREATMENT?

Physicians have to be aware that there is still a risk of active tuberculosis under biologic therapy,
even if LTBI was correctly treated. Therefore, rescreening on LTBI is preferable during biologic
treatment. The frequency should take risk exposure into consideration. Besides medical history,
both TST and IGRA are recommended, because of the influence that the biologic may have (false-
negative) on these tests. A high index of suspicion should also be maintained for six months

following discontinuation.
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HOW TO MANAGE PSORIASIS IN PATIENTS WITH POSITIVE INTERFERON

GAMMA RELEASE ASSAY (IGRA) RESULTS?

We recommend discussing the decision to initiate immuno-suppressive
therapies in patients with signs of latent tuberculosis with an infectious

disease specialist (case-by-case basis). STRONG CONSENSUS!

As a commonly used procedure in case of latent TB, a treatment with g
isoniazid can be recommended with treatment initiation one month EXPERT CONSENSUS
before the start of the immunosuppressive therapy and should be
continued for 6 months (for alternatives see Table 48).
Table 48: Therapeutic regimens for LTBI
Drug Dose Treatment duration

INH alone (daily) 5 mg/kg; max dose: 300 mg 6-9 months

RIF alone (daily) 10mg/kg; max dose: 600 mg 3-4 months

INH + RIF (daily) INH: 5 mg/kg; max dose: 300 mg 3-4 months

RIF: 10mg/kg; max dose: 600 mg

INH = Isoniazide; RIF Rifampicin, Treatments with pyrazinamide should be avoided (high risk of
hepatotoxicity). Based on WHO: Latent tuberculosis infection: updated and consolidated
guidelines for programmatic management, 2018.
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HOW TO MANAGE PSORIASIS IN PATIENTS WITH POSITIVE INTERFERON
GAMMA RELEASE ASSAY (IGRA) RESULTS?

Screening recommendation

Systemic treatments ) ] Comments
as provided in SmPC
Acitretin No No cases of reactivation have been reported'®
Ciclosporin No Cases have been reported in organ transplant patients with high doses of CsA 1°

Conventional —
No cases of reactivation have been reported

systemic agents  Fumarates No 2021
Methotrexate Yes Cases of reactivation have been reported 22
Phospho-fii(‘esterase 4 Apremilast No Increased risk has not been reported 23
inhibitor
Tyro:e,im'a-l.(inase 2 Deucravacitinib Yes Uncertain risk of reactivation. No data available yet.
inhibitor
Etanercept Yes Increased risk of reactivation has been reported 2425
) Infliximab Yes Increased risk of reactivation has been reported 242>
A Adalimumab Yes Increased risk of reactivation has been reported 2425
Certolizumab Yes Increased risk of reactivation has been reported 1224
Anti-IL 12/23 Ustekinumab Yes Uncertain risk of reactivation (cases have been reported) 192627
Secukinumab Yes Increased risk has not been reported in clinical trials 26:28
Anti-IL 17 Ixekizumab Yes Increased risk has not been reported in clinical trials 26
Brodalumab Yes Increased risk has not been reported in clinical trials 26
Guselkumab Yes Increased risk has not been reported in clinical trials 2°
Anti-IL 23 Tildrakizumab Yes Increased risk has not been reported in clinical trials 3°
Risankizumab Yes Increased risk has not been reported in clinical trials 3!

Reported cases need to be seen in correlation to approval date, especially with years and numbers of psoriasis patients exposed to the drug.
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HOW TO MANAGE PSORIASIS IN PATIENTS WITH POSITIVE INTERFERON
GAMMA RELEASE ASSAY (IGRA) RESULTS?

We recommend against TNFi as a treatment for patients with latent TB
unless there are no other suitable treatment options.

- . . STRONG CONSENSUS?
We recommend remaining alert to signs and symptoms of tuberculosis
activation or re-infection during therapy. 100 % Agreamnent
EXPERT CONSENSUS

We suggest acitretin, apremilast or fumarates or a treatment from the
anti-IL-17 and anti-IL-23 group for patients with latent TB that require a ™
systemic antipsoriatic treatment.
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HOW SHOULD PSORIASIS PATIENTS WITH A WISH FOR PREGNANCY IN THE
NEAR FUTURE OR WHO ARE PREGNANT BE MANAGED?

STRONG
We recommend weighing the importance of sustaining disease control CONSENSUS
during pregnancy for maternal outcomes against any potential harm ool :

through drug exposure of the fetus.

Expert Consensus
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HOW SHOULD PSORIASIS PATIENTS WITH A WISH FOR PREGNANCY IN THE
NEAR FUTURE OR WHO ARE PREGNANT BE MANAGED?

STRONG
. . . . . CONSENSUS
We suggest ciclosporin as a first line convention agent in women
planning conception and when it is necessary to start systemic therapy T 100% Agreement
during the 2™ and 3™ trimester of pregnancy.
EXPERT
CONSENSUS
STRONG
CONSENSUS
Methotrexate and acitretin are contra-indicated in women planning
. . 100 % Agreemant
conception. We recommend against using these.
EXPERT
COMNSENSUS
STRONG
COMNSENSUS
Fumarates, apremilast and deucravacitinib are contra-indicated in
. . . ¢ 100 % Agregrnant
women planning conception. We suggest against using these.
EXPERT
CONSENSUS
STRONG
. . . . CONSENSUS
We recommend consultation and information sharing across
specialties, including with an obstetrician with expertise in caring for 100% Agreemi 1
pregnant women with medical problems.
EXPERT
CONSENSUS
STRONG
. .. CONSENSUS
We recommend the collection of maternal exposure to medications
and pregnancy outcome data in national safety registries where 100% Agreament
available.
EXPERT
COMNSENSUS
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HOW SHOULD PSORIASIS PATIENTS WITH A WISH FOR PREGNANCY IN THE

NEAR FUTURE OR WHO ARE PREGNANT BE MANAGED?

We recommend certolizumab pegol as a first line choice when starting
biologic therapy in women planning conception (when a biologic is
considered essential to use in pregnancy) and when it is necessary to
start a systemic therapy during the second or third trimester.

We suggest stopping biologic therapy in the second and third trimester

potential infection risk to the neonate.

We recommend against using live or live attenuated vaccines in infants
whose mothers received biologic therapy beyond 16 weeks gestation,
unless the benefit of the vaccination clearly outweighs the theoretical
risk of administration.

(Refers to infants up to 6 months of age, or 12 months if there is
maternal exposure to infliximab.)
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STRONG CONSENSUS

100 % Agrearmant

EXPERT CONSENSUS

(except certolizumab pegol) to minimise fetal exposure and limit T

STRONG CONSENSUS

100 % Agrearmant

EXPERT CONSENSUS

STRONG CONSENSUS

100 % Agrearmant

EXPERT CGNSENSUS|
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HOW SHOULD PSORIASIS PATIENTS WITH A WISH FOR PREGNANCY IN THE
NEAR FUTURE OR WHO ARE PREGNANT BE MANAGED?

. . . ; STRONG CONSENSUS
We recommend consultation and information sharing across

specialties, including with an obstetrician with expertise in caring for 100 % Agreement

pregnant women with medical problems.
EXPERT CONSENSUS

STRONG CONSENSUS

We recommend the collection of maternal exposure to medications
and pregnancy outcome data in national safety registries where 100 % Agreement

available.

EXPERT CONSENSUS

.
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PATERNAL USE

EUROGUIDERM GUIDELINE FOR THE TREATMENT OF PSORIASIS VULGARIS. SYSTEMIC TREATMENT ‘@ ® @

STROMG
_ ] CONSENSUS
For male patients, be aware that EMA guidance recommends
discontinuing methotrexate for three months before State 10 Agrwwme 1
ment
attempting conception.
EXPERT
CONSEMNSUS®
STROMG
o ] o CONSENSUS
As a precaution, it is suggested that men taking acitretin use
barrier forms of contraception post-conception to limit ™ 100'% Agrweme 1
exposure via direct contact with semen during pregnancy.
EXPERT
COMSENSUS™*
STROMNG
. COMNSENSUS
We recommend the collection of paternal exposure to
medications during conception and pregnancy outcome data in 100 Agrwware
national safety registries where available.
EXPERT
COMSEMNSUS*™*
STROMG
COMSENSUS
We suggest that men may continue biologic therapy when o woll .
planning conception.
EXPERT
COMSEMNSUS**
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OVERVIEW OF TREATMENT OPTIONS AND THE EXPERT ASSESSMENT OF THEIR
SUITABILITY IN SPECIFIC TREATMENT CIRCUMSTANCES

Symbols

Implications

We believe that all or almost all
informed people would make that
choice.

We believe that most informed
people would make that choice, but
a substantial number would not.

See background text and
specific recommendations

We believe that most informed
people would make a choice against
that intervention, but a substantial

number would not.

We believe that all or almost all
informed people would make a
choice against that choice.
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OVERVIEW OF TREATMENT OPTIONS AND THE EXPERT ASSESSMENT OF THEIR

SUITABILITY IN SPECIFIC TREATMENT CIRCUMSTANCES

Therapy

Conventional systemic agents
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