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I. Zweckmäßige Vergleichstherapie: Kriterien gemäß 5. Kapitel § 6 VerfO G-BA 

Dupiluma 
zur Behandlung chronisch spontaner Urtikaria 

Kriterien gemäß 5. Kapitel § 6 VerfO 

Sofern als Vergleichstherapie eine Arzneimittelanwendung in  
Betracht kommt, muss das Arzneimittel grundsätzlich eine 
Zulassung für das Anwendungsgebiet haben. 

Siehe Übersicht „II. Zugelassene Arzneimittel im Anwendungsgebiet“. 

Sofern als Vergleichstherapie eine nicht-medikamentöse 
Behandlung in Betracht kommt, muss diese im Rahmen der 
GKV erbringbar sein. 

nicht angezeigt 

Beschlüsse/Bewertungen/Empfehlungen des Gemeinsamen 
Bundesausschusses zu im Anwendungsgebiet zugelassenen 
Arzneimitteln/nicht-medikamentösen Behandlungen 

Es liegen keine Beschlüsse vor. 

Die Vergleichstherapie soll nach dem allgemein anerkannten 
Stand der medizinischen Erkenntnisse zur zweckmäßigen 
Therapie im Anwendungsgebiet gehören. 

 
Siehe systematische Literaturrecherche 
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II. Zugelassene Arzneimittel im Anwendungsgebiet 

Wirkstoff 
ATC-Code 
Handelsname 

Anwendungsgebiet 
(Text aus Fachinformation) 

Zu bewertendes Arzneimittel: 

Dupilumab Dupixent is indicated for the treatment of moderate to severe chronic spontaneous urticaria in adult and adolescent (12 years and above) 
patients with inadequate response to H1 antihistamines and who are naive to anti-IgE therapy for CSU. 

Biologika 

Omalizumab 
R03DX05 
Xolair® 

Chronische spontane Urtikaria (csU) 
Xolair wird als Zusatztherapie für die Behandlung der chronischen spontanen Urtikaria bei Erwachsenen und Jugendlichen (ab 12 Jahren) mit 
unzureichendem Ansprechen auf eine Behandlung mit H1-Antihistaminika angewendet. 

Antihistaminika 

sedierende H₁-Antihistaminika (1. Generation) 

z.Bsp. 
Hydroxyzin 
N05BB01 
Atarax® 

Symptomatische Behandlung von Juckreiz bei Nesselsucht (Urtikaria) und Ekzem (Neurodermitis). 

nicht sedierende H₁-Antihistaminika (ab 2. Generation) 

Cetirizin 
R06AE07 
Cetirizinhydro-
chlorid elac® 

bei Erwachsenen und Kindern ab 6 Jahren: 
- […] 
- zur Linderung von Symptomen bei chronischer idiopathischer Urtikaria 

Desloratadin 
R06AX27 
Aerius® 

Bei Erwachsenen und Jugendlichen ab 12 Jahren zur Besserung der Symptomatik bei: 
- allergischer Rhinitis 
- Urtikaria. 
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II. Zugelassene Arzneimittel im Anwendungsgebiet 

 

Ebastin  
R06AX22 
Ebastel® 

Zur symptomatischen Behandlung der  
- saisonalen und perennialen allergischen Rhinitis mit oder ohne allergischer Bindehautentzündung. 
- Urtikaria 

Fexofenadin 
R06AX26 
Fexofenaderm® 

Bei Erwachsenen und Kindern ab 12 Jahren zur symptomatischen Behandlung der chronischen idiopathischen Urtikaria. 

Levocetirizin 
R06AE09 
Levocetirizin AbZ® 

Zur Linderung von Symptomen bei chronischer idiopathischer Urtikaria. 

Loratadin  
R06AX13 
Loratadin-
ratiopharm® 

Zur symptomatischen Therapie der allergischen Rhinitis und der chronischen idiopathischen Urtikaria. 

Mizolastin 
R06AX25 
Mizollen® 

Mizolastin ist ein langwirksames H1-Antihistaminikum, das zur symptomatischen Behandlung der saisonalen allergischen Rhinokonjunktivitis 
(Heuschnupfen), der perennialen allergischen Rhinokonjunktivitis und Urtikaria indiziert ist. 

Rupatadin 
R06AX28 
Urtimed® 

Symptomatische Behandlung einer allergischen Rhinitis und Urtikaria bei Erwachsenen und Jugendlichen (ab 12 Jahren). 

Bilastin 
R06AX29 
Bitosen® 

Symptomatische Behandlung der allergischen Rhinokonjunktivitis (saisonal und perennial) und Urtikaria. 

Glukokortikoide (systemisch, oral) zur Akutbehandlung 
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II. Zugelassene Arzneimittel im Anwendungsgebiet 

z.Bsp. 
Prednisolon 
H02AB06 
Prednisolon acis® 

[…] 
Dermatologie 
Erkrankungen der Haut und Schleimhäute, die aufgrund ihres Schweregrades und/oder Ausdehnung bzw. Systembeteiligung nicht oder nicht 
ausreichend mit topischen Glucocorticoiden behandelt werden können. Dazu gehören: 
- allergische, pseudoallergische und infekt-allergische Erkrankungen: z.B. akute Urtikaria, anaphylaktoide Reaktionen, 

Arzneimittelexantheme, Erythema exsudativum multiforme […] 
Quellen: AMIce-Datenbank, Fachinformationen 
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Abkürzungsverzeichnis 
AAAAI American Academy of Allergy, Asthma & Immunology  
ACAAI American Academy of Allergy, Asthma & Immunology (AAAAI)/American 

College of Allergy Asthma and Immunology  
AGREE II Appraisal of Guidelines for Research & Evaluation II 
AMSTAR2 A MeaSurement Tool to Assess systematic Reviews  2 
APAAACI Asia Pacific Association of Allergy, Asthma and Clinical Immunology 
AWMF Arbeitsgemeinschaft der wissenschaftlichen medizinischen 

Fachgesellschaften 
BAD British Association of Dermatologists  
BHRA Basophil histamine release assay  
BSACI British Society of Allergy and Clinical Immunology 
CI Confidence interval 
CNKI China National Knowledge Infrastructure 
CSU Chronic Spontaneous Urticaria 
DLQI Dermatology Life Quality Index 
EAACI European Academy of Allergology and Clinical Immunology 
ECRI Emergency Care Research Institute 
EFA European Federation of Allergy and Airways Diseases Patients‘ Associations 
GA²LEN Global Allergy and Asthma European Network 
GDG Guideline Development Group 
GI Gastrointestinal 
GIN Guidelines International Network 
GoR Grade of recommendations 
GPP Good practice point 
GRADE Grading of Recommendations Assessment, Development and Evaluation 
IgE Immunoglobulin E 
LoE Level of evidence 
MNW Mean number of wheals 
MPS Mean pruritus score 
MTSS Mean total symptom score 
NNT Number needed to treat 
NSAID Non-steroidal anti-inflammatory drug 
OR Odds ratio 
R Recommendation 
RCT Randomized Controlled Trial 
RR Risk ratio 
sgAH Second-generation H1-antihistamines 
SIGN Scottish Intercollegiate Guidelines Network 
TD Treatment duration 
TRIP Turn Research into Practice Database 
WHO World Health Organization 
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1 Indikation 
Erwachsene und Jugendliche ab 12 Jahren mit mittelschwerer bis schwerer chronischer 
spontaner Urtikaria, die trotz einer H1-Antihistamin-Behandlung symptomatisch bleiben und 
therapienaiv gegenüber einer Anti-IgE-Behandlung sind.  

Hinweis zur Synopse: ,,Informationen hinsichtlich nicht zugelassener Therapieoptionen sind 
über die vollumfängliche Darstellung der Leitlinienempfehlungen dargestellt‘‘. 

2 Systematische Recherche 
Es wurde eine systematische Literaturrecherche nach systematischen Reviews, Meta-
Analysen und evidenzbasierten systematischen Leitlinien zur Indikation Urtikaria 
durchgeführt und nach PRISMA-S dokumentiert [A]. Die Recherchestrategie wurde vor der 
Ausführung anhand der PRESS-Checkliste begutachtet [B]. Es erfolgte eine 
Datenbankrecherche ohne Sprachrestriktion in: The Cochrane Library (Cochrane Database of 
Systematic Reviews), PubMed. Die Recherche nach grauer Literatur umfasste eine gezielte, 
iterative Handsuche auf den Internetseiten von Leitlinienorganisationen. Ergänzend wurde 
eine freie Internetsuche (https://www.google.com/) unter Verwendung des privaten Modus, 
nach aktuellen deutsch- und englischsprachigen Leitlinien durchgeführt.  

Der Suchzeitraum der systematischen Literaturrecherche wurde auf die letzten fünf Jahre 
eingeschränkt. Die Datenbankrecherche erfolgte am 25.03.2025 und die Recherche nach 
grauer Literatur am 07.10.2025. 

Die detaillierte Darstellung der Recherchestrategie inkl. verwendeter Suchfilter sowie eine 
Auflistung durchsuchter Leitlinienorganisationen ist am Ende der Synopse aufgeführt. Mit 
Hilfe von EndNote wurden Dubletten identifiziert und entfernt. Die Recherchen ergaben 
insgesamt 410 Referenzen. 

In einem zweistufigen Screening wurden die Ergebnisse der Literaturrecherche bewertet. Im 
ersten Screening wurden auf Basis von Titel und Abstract nach Population, Intervention, 
Komparator und Publikationstyp nicht relevante Publikationen ausgeschlossen. Dabei wurde 
für systematische Reviews, inkl. Meta-Analysen, ein Publikationszeitraum von 2 Jahren und 
für Leitlinien von 5 Jahren betrachtet. Zudem wurde eine Sprachrestriktion auf deutsche und 
englische Referenzen vorgenommen. Im zweiten Screening wurden die im ersten Screening 
eingeschlossenen Publikationen als Volltexte gesichtet und auf ihre Relevanz und 
methodische Qualität geprüft. Dafür wurden dieselben Kriterien wie im ersten Screening 
sowie Kriterien zur methodischen Qualität der Evidenzquellen verwendet. 

Basierend darauf, wurden insgesamt 6 Referenzen eingeschlossen. Es erfolgt eine synoptische 
Darstellung wesentlicher Inhalte der identifizierten Referenzen. 
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3 Ergebnisse 
3.1 Cochrane Reviews 
Es wurden keine Cochrane Reviews identifiziert. 

3.2 Systematische Reviews 

Chu X et al., 2024 [1]. 
Efficacy and Safety of Systemic Corticosteroids for Urticaria: A Systematic Review and Meta-
Analysis of Randomized Clinical Trials 

Fragestellung 
As part of the American Academy of Allergy, Asthma & Immunology (AAAAI)/American 
College of Allergy Asthma and Immunology (ACAAI) Joint Task Force on Practice Parameters 
Chronic Urticaria guideline update, we systematically reviewed the benefits and harms of 
systemic corticosteroids, compared with treatment without systemic corticosteroids, for 
acute urticaria and chronic urticaria flares. 

Methodik 
Population: 
• Acute urticaria or chronic urticaria 
• We did not limit the type of urticaria, including spontaneous urticaria, inducible 

urticaria, or both 

Intervention: 
• Systemic corticosteroids 

Komparator: 
• Placebo  
• Standard of care 

Endpunkte: 
• Urticaria activity, itch severity, quality of life, angioedema activity, emergency 

department visits, hospital admission, and adverse effects.  

Recherche/Suchzeitraum: 
• MEDLINE, EMBASE, Cochrane Central Register of Controlled, CNKI, VIP, Wanfang, and 

CBM databases from inception to July 8, 2023 

Qualitätsbewertung der Studien: 
• Three reviewers (JW, XJC, LO) independently assessed the risk of bias per outcome for 

each study using a modified version of the Cochrane risk of bias tool, version 2.0, for 
randomized trials.21  

• We subclassified “some concerns” judgments as “some concerns, probably high” and 
“some concerns, probably low.” If at least one domain was at a “high” or “probably high” 
risk of bias, we considered the study to be at a high risk of bias.  
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Ergebnisse 
Anzahl eingeschlossener Studien: 
• 12 RCTs enrolling 944 patients 

Charakteristika der Population/Studien: 

 

Qualität der Studien: 
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Studienergebnisse: 
• Nine RCTs (N = 669) informed the effect of systemic corticosteroids on urticaria activity. 

28-30,34-39 Compared with patients treated with antihistamines alone, add-on 
systemic corticosteroids improved urticaria (moderate certainty; OR, 2.17 [95% CI: 1.43-
3.31]. The absolute effects of adding systemic corticosteroids depended on the baseline 
probability for urticaria to improve.  
o For patients with low or moderate probability (17.5%-64%) for urticaria to improve 

with antihistamines alone, add-on systemic corticosteroids improved urticaria 
activity by 14% to 15% (number needed to treat [NNT], 7).  

o Among patients with a high chance (95.8%) for urticaria to improve with 
antihistamines alone, addon systemic corticosteroids improved urticaria activity by a 
2.2% absolute difference (NNT, 45) 

• Four RCTs (N = 353) informed the effect of systemic corticosteroid intervention on itch 
severity.30,32-34 Compared with patients treated with antihistamines alone, add-on 
systemic corticosteroids may improve itch severity in 93% versus 84% (low certainty; 
OR, 2.44 [95% CI: 0.87-6.83]; NNT, 11). 

• The most common reported adverse effects being gastrointestinal (GI) upset (eg, gastric 
irritation, dyspepsia, and vomiting) (N = 23), headache or anxiety (N = 7), fatigue (N = 7), 
or sedation (N = 7). Four studies were included in the meta-analysis.30,35,36,39 
Compared with non-corticosteroids, given the control group risk of approximately 
11.4%, corticosteroids may increase the risk of adverse effects (moderate certainty; OR, 
2.76 [95% CI: 1.00-7.62]; risk difference: 14.8%; number needed to harm, 7). 

Anmerkung/Fazit der Autoren 
Among children and adults with acute urticaria or chronic urticaria exacerbations, systemic 
corticosteroids, often added to antihistamines, likely improve urticaria activity and may 
improve itch, but also likely increase adverse effects. Considering the lack of evidence-
based guidance addressing systemic corticosteroids for urticaria,46 this systematic review 
may inform the optimal management of urticaria. 
 
Referenzen aus SR: 
21. Sterne JAC, Savovic J, Page MJ, Elbers RG, Blencowe NS, Boutron I, et al. RoB 2: a revised tool for assessing 
risk of bias in randomised trials. BMJ 2019; 366:l4898. 
28. Bukhari AAS, Khokhar GN, Lakho G, Shah M. Comparative efficacy of H1blocker, H2blocker, and 
corticosteroid individually and in combination in resolution of sign and symptoms of acute Urticaria. Med 
Forum Mon 2014;25:50-3. 
29. Jin F, Li X, Dong J, Yin G, Li D. Correlation analysis of procalcitonin and glucocorticoid usage in acute 
urticaria. J Diagnos Therapy Derm venereol 2021; 28. 194-196, 201. 
30. Palungwachira P, Vilaisri K, Musikatavorn K, Wongpiyabovorn J. A randomized controlled trial of adding 
intravenous corticosteroids to H1 antihistamines in patients with acute urticaria. Am J Emerg Med 
2021;42:192-7. 
31. Vena GA, D’Argento V, Cassano N, Mastrolonardo M. Sequential therapy with nimesulide and ketotifen 
in delayed pressure urticaria. Acta Derm Venereol 1998;78:304-5. 
32. Rasool R, Masoodi KZ, Shera IA, Yosuf Q, Bhat IA, Qasim I, et al. Chronic urticaria merits serum vitamin D 
evaluation and supplementation; a randomized case control study. World Allergy Organ J 2015;8:15. 
33. Pollack CV Jr, Romano TJ. Outpatient management of acute urticaria: the role of prednisone. Ann Emerg 
Med 1995;26:547-51. 
34. Paradis L, Lavoie A, Brunet C, Bédard PM, Hébert J. Effects of systemic corticosteroids on cutaneous 
histamine secretion and histamine-releasing factor in patients with chronic idiopathic urticaria. Clin Exp 
Allergy 1996;26:815-20. 
35. Jyothi CH, Kiran LJ, Shashikala GH, Ravindra K, Santhosh R. Comparative study on safety and efficacy of 
loratadine, prednisolone & their combination in the treatment of chronic urticaria. Pharmacologyonline 
2011;3:988-96. 
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36. Godse K, Bagadia A, Patil S, Nadkarni N, Gautam M. “Busting” urticaria with a “burst” of steroids. Indian 
J Dermatol 2014;59:618-9.  
37. Liu FX, He JS, Ye XL. Effect of methylprednisolone and demanethasone in the treatment of acute urticaria 
of children. Hainan Med J 2013;24:2453-4. 
38. Lou F, Feng XQ, Qi HY. Treatment analysis of 80 cases with abdominal urticaria. Chinese Foreign Med Res 
2014;12:7-8. 
39. Barniol C, Dehours E, Mallet J, Houze-Cerfon CH, Lauque D, Charpentier S. Levocetirizine and prednisone 
are not superior to levocetirizine alone for the treatment of acute urticaria: a randomized double-blind 
clinical trial. Ann Emerg Med 2018;71:125-131.e1. 
46. Yen H, Yen H, Huang C-H, Huang IH, Hung W-K, Su H-J, et al. Systematic review and critical appraisal of 
urticaria clinical practice guidelines: a global guidelines in dermatology mapping project (GUIDEMAP). J 
Allergy Clin Immunol Pract 2023;11:3213-3220.e11. 
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Xiao X. et al., 2023 [5]. 
The efficacy and safety of high‑dose non-sedating antihistamines in chronic spontaneous 
urticaria: a systematic review and meta‑analysis of randomized clinical trials 

Fragestellung 
To evaluate the efficacy and side effects of high-dose second-generation H1-antihistamines 
(sgAHs) in the treatment of chronic spontaneous urticaria (CSU), in order to provide new 
evidence for its clinical application. 

Methodik 
Population: 
• Patients with CSU 

Intervention/Komparator: 
• compared two or more fixed-doses sgAHs in their treatment groups (i.e. an active drug 

with placebo, or two or more doses of an active drug with or without placebo) 

Endpunkte: 
• response rates (defined as pruritus symptoms reduction higher than 50%, or at least a 

moderate to very good global symptom improvement.) 
• MPS (mean pruritus score, reflecting the overall situation of pruritus) 
• MNW (mean number of wheals, reflecting the overall situation of wheals) 
• MTSS (calculated as the sum of MPS and MNW, reflecting the overall situation of 

urticaria symptoms) 
• DLQI (dermatology life quality index) and/or adverse events of the treatment 

Recherche/Suchzeitraum: 
• up to February 2023 
• Medline, Embase, Cochrane library, PsycInfo, Web of Science 

Qualitätsbewertung der Studien: 
• Cochrane risk of bias tool 

Ergebnisse 
Anzahl eingeschlossener Studien: 
• 13 RCTs, one triple-blind, one quadruple-blind and eleven double-blind, were finally 

included in the meta-analysis, enrolling 3079 patients 
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Charakteristika der Population: 
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Qualität der Studien: 

 

Studienergebnisse: 
• The response was reported in four studies [22,23, 28, 33] with a total of 352 patients 

treated with high-dose and 310 patients treated with standard-dose sgAHs. High-dose 
sgAHs was associated with a significantly higher response rate when compared with 
standard dose (RR 1.13, 95% CI 1.02 to 1.26; P = 0.02). 
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• Adverse events were reported in six studies [22–24, 28, 29, 34] with a total of 1367 
patients evaluated (high dose n = 836; standard dose n = 531). There was no significant 
difference in patients with CSU who experienced at least one adverse event between 
high-dose and standard-dose treatments (RR 1.06, 95% CI 0.93 to 1.22; P = 0.36). 

• Somnolence was reported in four studies [22, 23, 28, 33] including 666 patients (high 
dose n = 354; standard dose n = 312). A high-dose sgAHs was associated with 
significantly higher somnolence rates when compared with the standard dose (RD 0.05, 
95% CI 0.01 to 0.09; P = 0.02).  
o Due to the noted significant heterogeneity between the included studies (I2 = 52%), 

the leave-one-out analysis was performed. When the study by Dubertret et al. [33]. 
was excluded from the analysis, the heterogeneity was significantly reduced (I2 = 0%), 
which suggested that it is a heterogeneous source. When other studies pooled, there 
was no significant difference in somnolence between high dose and standard dose 
(RD 0.02, 95% CI -0.02 to 0.06; P = 0.36). This indicated that the results were not 
robust enough and should be treated with caution. 

• Withdrawal of patients due to adverse events was reported in four studies [24, 28, 29, 
34] including 1039 patients (high dose n = 650; standard dose n = 389). There was no 
significant difference in the number of patients withdrawing from treatment due to 
adverse events between high-dose and standard-dose treatments (RR 0.60, 95% CI 0.31 
to 1.17; P = 0.13). 

Anmerkung/Fazit der Autoren 
The findings of the meta-analyses showed that high-dose sgAHs (up to two times the 
standard dose) might be more effective than standard doses in the treatment of CSU. High-
dose and standard-dose sgAHs showed similar safety profiles, with the exception of 
somnolence that might be dose-dependent. However, due to the limited number of studies 
in our meta-analysis, results should be interpreted with caution. 

 
Referenzen aus SR: 
22. Paul E, Berth-Jones J, Ortonne JP, Stern M. Fexofenadine hydrochloride in the treatment of chronic 
idiopathic urticaria: A placebo-controlled, parallel-group, dose-ranging study. J Dermatol Treat. 1998;9:143–
9. 
23. Gimenez-Arnau A, Pujol RM, Ianosi S, Kaszuba A, Malbran A, Poop G, et al. Rupatadine in the treatment 
of chronic idiopathic urticaria: a double-blind, randomized, placebo-controlled multicentre study. Allergy. 
2007;62(5):539–46. 
24. Finn AF, Kaplan AP, Fretwell R, Qu R, Long J. A double-blind, placebo-controlled trial of fexofenadine HCl 
in the treatment of chronic idiopathic urticaria. J Allergy Clin Immunol. 1999;104(5):1071–8. 
25. Gibson JR, Harvey SG, Barth JH, Moss MY, Burke CA. An assessment of the novel antihistamine BW 825C 
in the treatment of chronic idiopathic urticaria. A placebo-controlled study Dermatologica. 
1984;169(4):179–83. 
26. Weller K, Ardelean E, Scholz E, Martus P, Zuberbier T, Maurer M. Can on-demand non-sedating 
antihistamines improve urticaria symptoms? A double-blind, randomized, single-dose study. Acta Derm 
Venereol. 2013;93(2):168–74. 
27. Hide M, Yagami A, Togawa M, Saito A, Furue M. Efficacy and safety of bilastine in Japanese patients with 
chronic spontaneous urticaria: A multicenter, randomized, double-blind, placebo-controlled, parallel-group 
phase II/III study. Allergol Int. 2016;66(2):317–25. 
28. Hide M, Suzuki T, Tanaka A, Aoki H. Efficacy and safety of rupatadine in Japanese adult and adolescent 
patients with chronic spontaneous urticaria: A double-blind, randomized, multicenter, placebo-controlled 
clinical trial. Allergol Int. 2019;68(1):59–67. 
29. Nelson HS, Reynolds R, Mason J. Fexofenadine HCl is safe and effective for treatment of chronic 
idiopathic urticaria. Ann Allergy Asthma Immunol. 2000;84(5):517–22. 
30. Sánchez J, Zakzuk J, Cardona R. Prediction of the efficacy of antihistamines in chronic spontaneous 
urticaria based on initial suppression of the histamine- induced wheal. J Investig Allergol Clin Immunol. 
2016;26(3):177–84. 
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31. Staevska M, Popov TA, Kralimarkova T, Lazarova C, Kraeva S, Popova D, et al. The effectiveness of 
levocetirizine and desloratadine in up to 4 times conventional doses in difficult-to-treat urticaria. J Allergy 
Clin Immunol. 2010;125(3):676–82. 
32. Kalivas J, Breneman D, Tharp M, Bruce S, Bigby M. Urticaria: clinical efficacy of cetirizine in comparison 
with hydroxyzine and placebo. J Allergy Clin Immunol. 1990;86(6 Pt 2):1014–8. 
33. Dubertret L, Zalupca L, Cristodoulo T, Benea V, Medina I, Fantin S, et al. Once-daily rupatadine improves 
the symptoms of chronic idiopathic urticaria: a randomised, double-blind, placebo-controlled study. Eur J 
Dermatol. 2007;17(3):223–8. 
34. NCT00536380. A study of the efficacy, safety, and quality of life (QOL) in patients with chronic idiopathic 
urticaria dosed with AERIUS (desloratadine) tablets (5 mg, 10 mg, or 20 mg once daily)—ACCEL. 
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3.3 Leitlinien 

Information zur deutschen S3-Leitlinie: 
Die deutsche AWMF S3-LL „Klassifikation, Diagnostik und Therapie der Urtikaria“ befindet 
sich aktuell in Überarbeitung und wurde seit ≥ 5 Jahren nicht aktualisiert. Die Fertigstellung 
ist für den 31.12.2025 geplant. Es handelt sich dabei um eine Adaptation der International 
EAACI/GA2LEN/EuroGuiDerm/ APAAACI guideline for the definition, classification, diagnosis, 
and management of  urticaria von Zuberbier et al. (2022) [6]. Diese LL ist in der Synopse 
dargestellt. 

Zuberbier T et al., 2022 [2,3,6]. 
The international EAACI/GA²LEN/EuroGuiDerm/APAAACI guideline for the definition, 
classification, diagnosis, and management of urticaria 

Zielsetzung/Fragestellung 
The aim of the guideline is to provide a definition and classification of urticaria, thereby 
facilitating the interpretation of data from different centers and areas of the world 
regarding underlying causes, eliciting factors, comorbidities, burden to patients and 
society, and therapeutic responsiveness of subtypes of urticaria. Furthermore, the 
guideline provides recommendations for diagnostic and therapeutic approaches in 
common subtypes of urticaria. This is an international guideline and takes into 
consideration the global diversity of patients, physicians, medical systems and access to 
diagnosis and treatment. 

Methodik 

Grundlage der Leitlinie 
• Repräsentatives Gremium: Trifft teilweise zu – es gab keine Patientenbeteiligung: 

„During the guideline development process, no patient representative or patient 
organization was involved, although we did attempt to invite patient representative 
from the European Federation of Allergy and Airways Diseases Patients‘ Associations 
(EFA).” 

• Interessenkonflikte und finanzielle Unabhängigkeit dargelegt: Trifft zu 
• Systematische Suche, Auswahl und Bewertung der Evidenz: Trifft zu 
• Formale Konsensusprozesse und externes Begutachtungsverfahren dargelegt: Trifft zu 
• Empfehlungen der Leitlinie sind eindeutig und die Verbindung zu der zugrundeliegenden 

Evidenz ist explizit dargestellt: Trifft zu 
• Regelmäßige Überprüfung der Aktualität gesichert: Trifft zu – The expert panel will 

decide if and when an update is necessary, at the latest five years from the date of 
publication of the 2020/21 guideline. 

Recherche/Suchzeitraum: 
• Systematic searches for randomized controlled trials and clinical, controlled trials were 

undertaken using the following databases on 15 May 2020 limiting the time to 2016 – 
15 May 2020: 
o Ovid MEDLINE(R) ALL 1946 to May 14, 2020 
o Embase Classic+Embase 1947 to 2020 May 14 
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LoE/GoR 
• Cochrane Risk of Bias Assessment Tool  
• Grading of Recommendations Assessment, Development and Evaluation (GRADE) 
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Empfehlungen 
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Symptomatic pharmacological treatment 
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H1-antihistamine treatment 
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Omalizumab treatment 

 
 
Ciclosporin treatment 
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Other symptomatic treatments 
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Treatment of special populations 
Children 
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of Clinical Epidemiology. Journal of clinical epidemiology 2011;64(4):380-2. doi: 
10.1016/j.jclinepi.2010.09.011 [published Online First: 2010/12/28] 
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Management of Herpes Zoster - guided by the European Dermatology Forum (EDF) in cooperation with the 
European Academy of Dermatology and Venereology (EADV), Part 1: Diagnosis. Journal of the European 
Academy of Dermatology and Venereology : JEADV 2017;31(1):9-19. doi: 10.1111/jdv.13995 [published 
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Online First: 2016/11/03] 
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Sabroe RA et al., 2022 [4]. 
British Association of Dermatologists (BAD) 
British Association of Dermatologists guidelines for the management of people with chronic 
urticaria 2021 

Zielsetzung/Fragestellung 
The overall objective of the guideline is to provide up-to-date, evidence-based 
recommendations for the management of urticaria. 

Methodik 

Grundlage der Leitlinie 
• Repräsentatives Gremium: Trifft zu  
• Interessenkonflikte und finanzielle Unabhängigkeit dargelegt: Trifft teilweise zu – 

Interessenkonflikte werden dargelegt, jedoch wird nicht angegeben, wie mit den 
Interessenkonflikten umgegangen wurde und Angaben zur Finanzierung fehlen 
ebenfalls. 

• Systematische Suche, Auswahl und Bewertung der Evidenz: Trifft zu 
• Formale Konsensusprozesse und externes Begutachtungsverfahren dargelegt: Trifft zu 
• Empfehlungen der Leitlinie sind eindeutig und die Verbindung zu der zugrundeliegenden 

Evidenz ist explizit dargestellt: Trifft zu 
• Regelmäßige Überprüfung der Aktualität gesichert: Trifft zu – The proposed revision 

date for this set of recommendations is scheduled for 2026; where necessary, important 
interim changes will be updated on the BAD website. 

Recherche/Suchzeitraum: 
A systematic literature search of the PubMed, MEDLINE, Embase and Cochrane databases 
was conducted to identify key articles on urticaria from January 2007 to March 2020. An 
additional, targeted literature search for the antihistamines acrivastine and bilastine was 
also carried out (from January 1980 to March 2020). Subsequently published papers known  
to the GDG were included. The final literature searches were run ahead of journal 
submission in 2021 to ensure currency.
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LoE/GoR 
• A MeaSurement Tool to Assess systematic Reviews (AMSTAR 2) 
• Grading of Recommendations Assessment, Development and Evaluation (GRADE) 
• Appraisal of Guidelines for Research & Evaluation II (AGREE II)  
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Empfehlungen 
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General management for people with chronic spontaneous urticaria 
R8 (↑↑) Avoid NSAIDs in people whose CSU appears to be exacerbated by this class of 
drugs. 
R9 (↑) Consider switching NSAID treatment to a selective cyclooxygenase-2 inhibitor, if 
tolerated and not contraindicated, when there is a history of acute exacerbation of CSU 
after NSAID intake for inflammation. However, evidence of benefit from switching low-
dose aspirin when taken as an antithrombotic to an alternative antiplatelet drug is lacking. 
Refer to the National Institute for Health and Care Excellence,7 British Society of Allergy 
and Clinical Immunology (BSACI)8 or European Academy of Allergy and Clinical Immunology 
(EAACI) guidance9 if reactivity to NSAIDs is suspected. 
 
First-line treatment options for people with chronic spontaneous urticaria 
R12 (↑↑) Offer a second-generation H1-antihistamine, using a regular daily licensed dose 
(Table 4). 
R13 (↓↓) Do not offer first-generation H1-antihistamines routinely, unless there is no 
alternative, due to concerns about their short- and long-term effects on the central nervous 
system. 
R14 (↑↑) Offer updosing (i.e. increasing the dose above the licensed dose) of a single 
second-generation H1-antihistamine, by up to fourfold the licensed dose, to people whose 
symptoms are inadequately controlled by the standard licensed dose, provided it is 
tolerated and there is no caution or contraindication (see section 7.2 and Appendix C – 
LETR narratives). Attempt stepwise dose reduction following complete symptom control. 
There is no evidence to guide the optimum duration of up-dosing or speed of dose 
reduction. 
R15 (↓↓) Do not up-dose mizolastine. 
R16 (GPP) Consider switching from one second-generation H1-antihistamine to another in 
people whose symptoms do not respond adequately to, or who do not tolerate, the first 
drug at standard or increased doses. 
Θ3 There is insufficient evidence to make a recommendation on using two different 
second-generation H1-antihistamines at the same time. 
R17 (↓↓) Do not up-dose first-generation H1-antihistamines (see R13). 
R18 (↑) Consider montelukast, in addition to a second generation H1-antihistamine, in 
people whose symptoms are inadequately controlled by standard and increased doses of 
second-generation H1-antihistamines. 
R19 (↑↑) Offer* progression of therapy, through first-line treatment options (see R12–
R18) every 2–4 weeks (every 2 weeks in severe treatment-resistant disease). 
Θ4 There is insufficient evidence to recommend routine addition of H2-antihistamines to 
second-generation H1-antihistamines for people whose symptoms are inadequately 
controlled by the latter. However, they may be considered if urticaria is associated with 
dyspepsia, although dyspepsia should be investigated appropriately.  
R20 (↑) Consider oral prednisolone (e.g. 0.5 mg kg-1) for short, infrequent courses of a few 
days as rescue treatment to control severe exacerbations, in addition to continued use of 
a second-generation H1-antihistamine. 
R21 (↓↓) Do not offer* long-term systemic corticosteroids unless there is no other option. 
Use the lowest effective dose for the shortest possible period.10 
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Second-line treatment options for people with chronic spontaneous urticaria 
For people with CSU with an inadequate response to first-line treatment, the following 
additional investigations may be relevant when considering the next treatment options. 
R22 (↓↓) Do not offer autologous serum skin tests (ASSTs) or autologous plasma skin tests 
(APSTs) routinely. 
R23 (↑) Consider measuring total IgE levels: a high total IgE level may indicate a higher 
probability of early disease responsiveness to omalizumab, whereas a normal total IgE level 
may indicate disease responsiveness to ciclosporin (section 6 and Appendix C – LETR 
narratives). 
R24 (↑) If available, consider a basophil histamine release assay (BHRA), although it is not 
yet subject to a national quality assurance scheme. A positive BHRA may indicate a higher 
probability of disease responsiveness to ciclosporin and slower or delayed response to 
omalizumab, whereas a negative BHRA may indicate a higher probability of disease 
responsiveness to omalizumab (section 6 and Appendix C – LETR narratives).  
Note: total IgE levels (R23) and BHRAs (R24) are only indicative and may not reflect actual 
clinical responsiveness in all patients. 
R25 (↑↑) Offer omalizumab, in addition to a second generation H1-antihistamine, to 
people whose symptoms are inadequately controlled by first-line options. 
R26 (↑↑) Offer* ciclosporin for 3–6 months, in addition to a second-generation H1-
antihistamine, to people whose symptoms are inadequately controlled by first-line options. 
R27 (↑↑) Avoid long-term use of ciclosporin where possible; if not, use at the lowest 
effective dose, interrupt treatment periodically to confirm continued requirement, and 
consider alternative agents (see R25, R28 and Θ5). 
Third-line treatment options for people with chronic spontaneous urticaria 
R28 (↑) Consider the following options in people whose symptoms are inadequately 
controlled by first- and second-line treatment options, or where the latter are 
contraindicated or inappropriate (in alphabetical order): 
• azathioprine 
• dapsone 
• doxepin (but there are concerns about central nervous system effects, as for first-

generation antihistamines) 
• hydroxychloroquine (particularly for urticaria occurring with systemic lupus 

erythematosus) 
• IVIg 
• methotrexate 
• mycophenolate mofetil 
• narrowband ultraviolet (UV)B (typically a course of around 30 treatments, repeated 

after 12 months if necessary, but not for continual treatment) 
• oral tacrolimus 
• sulfasalazine 
• tranexamic acid (only if predominantly angio-oedema) 
Θ5 There is insufficient evidence to recommend the following interventions (in alphabetical 
order): 
• colchicine 
• cyclophosphamide 
• dipyridamole 
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• interleukin-1 antagonists (e.g. anakinra) 
• plasmapheresis 
• psychological interventions (although there is evidence that psychological 

interventions such as cognitive behavioural therapy, mindfulness and relaxation 
techniques are beneficial for general psychosocial wellbeing in patients with skin 
diseases) 

• rituximab 
• thyroxine 
• tumour necrosis factor antagonists 
• warfarin 

 
Referenzen aus Leitlinien 
7 National Institute for Health and Care Excellence. NSAIDs – prescribing issues. Available at: 
https://cks.nice.org.uk/topics/nsaidsprescribing-issues (last accessed 15 November 2021). 
8 British Society for Allergy & Clinical Immunology (BSACI). Nonsteroidal anti-inflammatory drugs (NSAIDS). 
Available at: https://www.bsaci.org/professional-resources/allergy-management/drugallergy/non-
steroidal-anti-inflammatory-drugs-nsaids (last accessed 15 November 2021). 
9 Kowalski ML, Asero R, Bavbek S et al. Classification and practical approach to the diagnosis and 
management of hypersensitivity to nonsteroidal anti-inflammatory drugs. Allergy 2013; 68:1219–32. 
10 National Institute for Health and Care Excellence. Corticosteroids – oral. Available at: 
https://cks.nice.org.uk/topics/corticosteroidsoral (last accessed 15 November 2021). 
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4 Detaillierte Darstellung der Recherchestrategie 
Cochrane Library - Cochrane Database of Systematic Reviews (Issue 03 of 12, March 2025) 
am 25.03.2025 

# Suchschritt 
1 MeSH descriptor: [Urticaria] explode all trees 
2 (urticaria* OR hives):ti,ab,kw 
3 #1 OR #2 
4 #3 with Cochrane Library publication date from Mar 2020 to present, in Cochrane 

Reviews 
5 #3 with Cochrane Library publication date from Mar 2023 to present, in Cochrane 

Reviews 
6 #4 NOT #5 

Leitlinien und systematische Reviews in PubMed am 25.03.2025 

verwendete Suchfilter für Leitlinien: 
Konsentierter Standardfilter für Leitlinien (LL), Team Informationsmanagement der Abteilung 
Fachberatung Medizin, Gemeinsamer Bundesausschuss, letzte Aktualisierung am 21.06.2017. 

verwendete Suchfilter für systematische Reviews: 
Konsentierter Standardfilter für Systematische Reviews (SR), Team Informationsmanagement 
der Abteilung Fachberatung Medizin, Gemeinsamer Bundesausschuss, letzte Aktualisierung 
am 15.01.2025. 

# Suchschritt 
 Leitlinien 
1 urticaria[mh] 
2 urticaria*[tiab] OR hives[tiab] 
3 #1 OR #2 
4 (#3) AND (Guideline[ptyp] OR Practice Guideline[ptyp] OR guideline*[ti] OR 

Consensus Development Conference[ptyp] OR Consensus Development Conference, 
NIH[ptyp] OR recommendation*[ti]) 

5 (#4) AND ("2020/03/01"[PDAT] : "3000"[PDAT]) 
6 (#5) NOT ("retracted publication"[pt] OR "retraction notice"[pt] OR "retraction of 

publication"[pt] OR "preprint"[pt]) 
 systematische Reviews 
7 (#3) AND ("systematic review"[pt] OR "meta-analysis"[pt] OR "network meta-

analysis"[mh] OR "network meta-analysis"[pt] OR (systematic*[tiab] AND 
(review*[tiab] OR overview*[tiab])) OR metareview*[tiab] OR umbrella 
review*[tiab] OR "overview of reviews"[tiab] OR meta-analy*[tiab] OR 
metaanaly*[tiab] OR metanaly*[tiab] OR meta-synthes*[tiab] OR 
metasynthes*[tiab] OR meta-study[tiab] OR metastudy[tiab] OR integrative 
review[tiab] OR integrative literature review[tiab] OR evidence review[tiab] OR 
(("evidence-based medicine"[mh] OR evidence synthes*[tiab]) AND "review"[pt]) OR 
((("evidence based"[tiab:~3]) OR evidence base[tiab]) AND (review*[tiab] OR 
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# Suchschritt 
overview*[tiab])) OR (review[ti] AND (comprehensive[ti] OR studies[ti] OR trials[ti])) 
OR ((critical appraisal*[tiab] OR critically appraise*[tiab] OR study selection[tiab] OR 
((predetermined[tiab] OR inclusion[tiab] OR selection[tiab] OR eligibility[tiab]) AND 
criteri*[tiab]) OR exclusion criteri*[tiab] OR screening criteri*[tiab] OR 
systematic*[tiab] OR data extraction*[tiab] OR data synthes*[tiab] OR prisma*[tiab] 
OR moose[tiab] OR entreq[tiab] OR mecir[tiab] OR stard[tiab] OR strobe[tiab] OR 
"risk of bias"[tiab]) AND (survey*[tiab] OR overview*[tiab] OR review*[tiab] OR 
search*[tiab] OR analysis[ti] OR apprais*[tiab] OR research*[tiab] OR synthes*[tiab]) 
AND (literature[tiab] OR articles[tiab] OR publications[tiab] OR bibliographies[tiab] 
OR published[tiab] OR citations[tiab] OR database*[tiab] OR references[tiab] OR 
reference-list*[tiab] OR papers[tiab] OR trials[tiab] OR studies[tiab] OR 
medline[tiab] OR embase[tiab] OR cochrane[tiab] OR pubmed[tiab] OR "web of 
science" [tiab] OR cinahl[tiab] OR cinhal[tiab] OR scisearch[tiab] OR ovid[tiab] OR 
ebsco[tiab] OR scopus[tiab] OR epistemonikos[tiab] OR prospero[tiab] OR 
proquest[tiab] OR lilacs[tiab] OR biosis[tiab])) OR "technical report"[pt] OR HTA[tiab] 
OR technology assessment*[tiab] OR technology report*[tiab]) 

8 (#7) AND ("2020/03/01"[PDAT] : "3000"[PDAT]) 
9 (#8) NOT "The Cochrane database of systematic reviews"[Journal] 
10 (#9) NOT ("retracted publication"[pt] OR "retraction notice"[pt] OR "retraction of 

publication"[pt] OR "preprint"[pt]) 
 systematische Reviews ohne Leitlinien 
11 #10 NOT #6 
12 (#11) AND ("2023/03/01"[PDAT] : "3000"[PDAT]) 
13 #11 NOT #12 

Iterative Handsuche nach grauer Literatur, abgeschlossen am 07.10.2025 

• Arbeitsgemeinschaft der Wissenschaftlichen Medizinischen Fachgesellschaften (AWMF) 
• National Institute for Health and Care Excellence (NICE) 
• Scottish Intercollegiate Guideline Network (SIGN) 
• World Health Organization (WHO) 
• ECRI Guidelines Trust (ECRI) 
• Dynamed / EBSCO 
• Guidelines International Network (GIN) 
• Trip Medical Database 
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