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Comparative Efficacy and Safety 
of Azelastine and Levocabastine 
Nasal Sprays in Patients with Seasonal 
Allergic Rhinitis 
Norbert Falser 3, Wolfgang Woberh t, Volker W. Rahlfsc, and Martin Baehred 

Ear Nose Throat Specialist Practicea, Innsbruck (Austria), Institute for Medical Researchb, Munich (Germany), 

idv-Datenanalyse und Versuchsplanungc, Gauting/Munich (Germany), and ASTA Medica<l, 

Frankfurt/Main (Germany) 

Summary 

The aim of the present investigation was 

to compare the efficacy and tolerability 

of azelastine (CAS 58581-89-8) (1.12 mg/ 

day) and levocabastine (CAS 79547-78-7) 

(0.4 mg/day) nasal spray administered 

twice daily to patients with seasonal aller

gic rhinitis. A total of 180 patients parti

cipated in a 4-week, double-blind, paral

lel group (n = 90 each) study. Symptom 

severity of nasal, ocular and other symp

toms were recorded, out of which a total 

symptom score (TSS) was calculated. 

Physicians assessed symptoms at base

line and at days 7, 14, and 28, patients 

and physicians evaluated the efficacy and 

tolerability. After 4 weeks of treatment 

with azelastine the mean overall TSS was 

reduced from a baseline score of 18.7 to 

4.2, after levocabastine from 17 .8 to 5.9. 

Patients morning scores for treatment 

days 1 to 28 gave a mean total score of 

Zusammenfassung 

Vergleich der Wirksamkeit und Vertrlig

lichkeit von Azelastin- und Levocabastin

Nasenspray bei Patienten mit saisonaler 

allergischer Rhinitis 

Ziel der vorliegenden Untersuchung 

war es, die Wirksamkeit und Vertrliglich-

212.4 for the azelastine group and 230.6 

for the levocabastine group; the equiva

lent evening scores yielded a mean total 

score of 115.5 and 175.6 respectively. 

Global efficacy was judged by physicians 

as either 'very good' or 'good' for 90 % of 

azelastine patients and for 74 % of the le

vocabastine group; 92 % of azelastine 

patients and 76 % of levocabastine 

patients judged treatment to be either 

'very good' or 'good'. No serious adverse 

events were reported, all adverse events 

were related to nasal symptoms. Both 

azelastine and levocabastine adminis

tered twice daily as a nasal spray provide 

effective and well tolerated symptomatic 

treatment of seasonal allergic rhinitis. Az

elastine, however, was statistically super

ior in efficacy as well as in safety (PWei

Lachin < 0.0001, combined results). 

keit von Azelastin (CAS 58581-89-8) (1,12 

mg/Tag) und Levocabastin (CAS 79547-

78-7) (0,4 mg/Tag), jeweils in Form eines 

Nasensprays 2mal tliglich appliziert, bei 

Patienten mit saisonaler allergischer Rhi

nitis zu vergleichen. Insgesamt 180 Pa

tienten nahmen an einer 4-wochigen, 

Keywords 

■ Azelastine, clinical study, 
nasal symptom score, safety 

■ CAS 58581-89-8 
■ CAS 79547-78-7 
• Levocabastine, clinical study, 

nasal symptom score, safety 
11111 Rhinitis, seasonal allergic 

Arzneim.-Forsch./Drug Res. 
51 (1), 387-393 (2001) 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
  Keep your litigation team up-to-date with real-time  

alerts and advanced team management tools built for  
the enterprise, all while greatly reducing PACER spend.

  Our comprehensive service means we can handle Federal, 
State, and Administrative courts across the country.

Advanced Docket Research
  With over 230 million records, Docket Alarm’s cloud-native 

docket research platform finds what other services can’t. 
Coverage includes Federal, State, plus PTAB, TTAB, ITC  
and NLRB decisions, all in one place.

  Identify arguments that have been successful in the past 
with full text, pinpoint searching. Link to case law cited  
within any court document via Fastcase.

Analytics At Your Fingertips
  Learn what happened the last time a particular judge,  

opposing counsel or company faced cases similar to yours.

  Advanced out-of-the-box PTAB and TTAB analytics are  
always at your fingertips.

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

WHAT WILL YOU BUILD?  |  sales@docketalarm.com  |  1-866-77-FASTCASE

API
Docket Alarm offers a powerful API 
(application programming inter-
face) to developers that want to 
integrate case filings into their apps.

LAW FIRMS
Build custom dashboards for your 
attorneys and clients with live data 
direct from the court.

Automate many repetitive legal  
tasks like conflict checks, document 
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks 
for companies and debtors.

E-DISCOVERY AND  
LEGAL VENDORS
Sync your system to PACER to  
automate legal marketing.


