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Abstract
In this postmarketing study 9657 patients (5181 children) with bronchitis (acute or chronic bronchial inflammatory
disease) were treated with a syrup containing dried ivy leaf extract. After 7 days of therapy, 95% of the patients showed
improvement or healing of their symptoms. The safety of the therapy was very good with an overall incidence of
adverse events of 2.1% (mainly gastrointestinal disorders with 1.5%). In those patients who got concomitant
medication as well, it could be shown that the additional application of antibiotics had no benefit respective to efficacy
but did increase the relative risk for the occurrence of side effects by 26%. In conclusion, it is to say that the dried ivy
leaf extract is effective and well tolerated in patients with bronchitis. In view of the large population considered, future
analyses should approach specific issues concerning therapy by age group, concomitant therapy and baseline
conditions.
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Introduction

Bronchial inflammatory diseases rank first among the
causes for seeking primary care, and their symptomatic
therapy with herbal extracts is broadly disseminated,
particularly in European countries. Those products have
been used for over 50 years, being the general perception
that they are effective and safe. This is supported by the
significant increase of their prescription in countries like
Germany (Lemmer, 2001).

www.elsevier.de/phymed
dx.doi.org/10.1016/j.phymed.2006.05.003
mailto:m.hecker@engelhard-am.de

	Tolerance, safety and efficacy of Hedera helix1 extract in inflammatory bronchial diseases under clinical practice conditions: A prospective, open, multicentre postmarketing study in 9657 patients
	Introduction
	Materials and methods
	Recruitment and enrollment of the target population
	Product under investigation
	Administration of H. helix and control
	Safety and efficacy assessment
	Statistical methods

	Results
	Patients
	Tolerance and adverse events
	Preterminations
	Efficacy
	Strata according to concomitant therapy and age range

	Discussion
	Significance
	Framework
	Efficacy
	Tolerance and safety
	Concomitant therapy

	References




