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Systemic and inhaled fluoroquinolones: risk of heart 
valve regurgitation/incompetence  

Dear Healthcare professional, 

Marketing authorisation holders of fluoroquinolone antibiotics products in 

agreement with the European Medicines Agency and the Federal Institute for Drugs 

and Medical Devices would like to inform you of the risk of heart valve 

regurgitation/incompetence associated with fluoroquinolones for systemic and 

inhalation use.  

Summary 

 Systemic and inhaled fluoroquinolones may increase the risk of 

heart valve regurgitation/incompetence. 

 Conditions predisposing to heart valve 

regurgitation/incompetence include congenital or pre-existing 
heart valve disease, connective tissue disorders (for example 

Marfan syndrome or Ehlers-Danlos syndrome), Turner syndrome, 
Behçet’s disease, hypertension, rheumatoid arthritis, and infective 

endocarditis. 

 In patients at risk for heart valve regurgitation/incompetence, 
systemic and inhaled fluoroquinolones should only be used after 

careful benefit-risk assessment and after consideration of other 

therapeutic options. 

 Patients should be advised to seek immediate medical attention in 

case of acute dyspnoea, new onset of heart palpitations, or 

development of oedema of the abdomen or lower extremities. 

Background on the safety concern  

Fluoroquinolones are antibiotics approved in the European Union for the treatment 

of certain bacterial infections, including life-threatening ones. Because they can 

have serious and long-lasting side effects, their use is generally restricted to 

infections where it is considered inappropriate to use other antibiotics commonly 

recommended for these infections (risk subject to a Direct Healthcare Professional 

Communication circulation in March/April 2019, link to national website if 

applicable). Fluoroquinolones should only be used after carefully assessing its likely 

benefits and its risks including that of aortic aneurysm and dissection (risk subject 

to a Direct Healthcare Professional Communication circulation in October 2018, link 

to national website if applicable). 

A recent epidemiological study [1] reported an about 2-fold increase in risk of 

mitral and aortic regurgitation in patients taking systemic fluoroquinolones 

compared with patients taking other antibiotics (amoxicillin or azithromycin). 



Several medically confirmed cases of heart valve regurgitation/incompetence 

affecting any heart valve have been reported in patients receiving fluoroquinolones 

with probable or possible causal association. These data indicate that 

fluoroquinolones can cause heart valve regurgitation/incompetence. 

Additionally, a laboratory study [2] reported that exposure to ciprofloxacin led to 

collagen degradation in aortic myofibroblasts cells donated from patients with 

aortopathy, including aortic regurgitation. This finding provides insight into how 

fluoroquinolone-associated degradation of connective tissue may be associated 

with heart valve regurgitation/incompetence. Collagen degradation has also been 

postulated for fluoroquinolone-associated disorders of tendons and the aorta.  

Factors that increase the risk for heart valve regurgitation/incompetence include 

congenital or pre-existing heart valve disease, connective tissue disorders (for 

example Marfan syndrome or Ehlers-Danlos syndrome), Turner syndrome, Behçet’s 

disease, hypertension, rheumatoid arthritis, and infective endocarditis.  

In patients at risk for heart valve regurgitation/incompetence, systemic and inhaled 

fluoroquinolones should only be used after careful benefit-risk assessment and 

after consideration of other therapeutic treatment options.  

Patients should be advised to seek immediate medical attention in case of acute 

dyspnoea, new onset of heart palpitations, or development of oedema of the 

abdomen or lower extremities.   

 

Call for reporting 

 

Reporting suspected adverse reactions is important. It allows continued monitoring 

of the benefit/risk balance of the medicinal product. Healthcare professionals are 

asked to report any suspected adverse reactions via the national reporting system. 

 

Company contact point 

1 A Pharma GmbH, Keltenring 1 + 3, 82041 Oberhaching, 

www.1apharma.de 
AbZ- Pharma GmbH, Graf-Arco-Str. 3, 89079 Ulm, www.abz.de 

Accord Healthcare GmbH, Hansastraße 32, 80686 München, pv@accord-
healthcare.com 
ALIUD PHARMA® GmbH, Gottlieb-Daimler-Str. 19, D-89150 Laichingen, 

www.aliud.de 
Aristo Pharma GmbH, Wallenroder Straße 8 – 10, 13435 Berlin, 

www.aristo-pharma.de 
Aurobindo Pharma GmbH, Willy-Brandt-Allee 2, 81829 München, 
www.aurobindo-pharma.de 

axcount Generika GmbH, Max-Planck-Straße 36 d, 61381 Friedrichsdorf, 
www.axcount.de 

Basics GmbH, Regulatory Affairs, Hemmelrather Weg 201, 51377 
Leverkusen, Regulatorybasics@sunpharma.com 

Bayer Vital GmbH, 51368 Leverkusen, www.gesundheit.bayer.de 
betapharm Arzneimittel GmbH, Dr. Ulrike Paulus, Kobelweg 95, 86156 
Augsburg, www.betapharm.de 
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Chiesi GmbH, Gasstraße 6, 22761 Hamburg, www.chiesi.de 
Denk Pharma GmbH & Co. KG, Abteilung Pharmakovigilanz, 

Prinzregentenstr. 79, 81675 München, www.denkpharma.de 
Dr. Friedrich Eberth Arzneimittel GmbH, Am Bahnhof 2, 92289 Ursensollen, 

www.eberth-arzneimittel.com 
EMRAmed Arzneimittel GmbH, Otto-Hahn-Str. 11, 22946 Trittau, 
www.emramed.de  

EurimPharm Arzneimittel GmbH, EurimPark 8, 83416 Saaldorf-Surheim, 
www.eurim.de  

EVER Pharma GmbH, Oppelner Straße 5, 82194 Gröbenzell, 
www.everpharma.de 
Fresenius Kabi Deutschland GmbH, Else-Kröner-Straße 1, 61352 Bad 

Homburg, www.fresenius-kabi.de 
HEC Pharm GmbH, Gabriele-Tergit Promenade 17, 10963 Berlin, 

www.hecpharm.de 
Heumann Pharma GmbH & Co. Generica KG, Südwestpark 50, 90449 
Nürnberg, www.heumann.de 

Hexal AG, Industriestraße 25, 83607 Holzkirchen, www.hexal.de 
Hikma Pharma GmbH, Lochhamer Str. 13, 82152 Martinsried, 

www.hikma.com 
Holsten Pharma GmbH, Hahnstrasse 31-35, 60528 Frankfurt am Main, 

www.holstenpharma.de  
IBIGEN, Via Fossignano, 2 04011 Aprilia (LT) Italy, www.ibi-lorenzini.it 

Inresa Arzneimittel GmbH, Obere Hardtstr. 18/ 79114 Freiburg/ 
www.inresa.com 
kohlpharma GmbH, Im Holzhau 8, 66663 Merzig, www.kohlpharma.com 

Micro Labs GmbH, Lyoner Str.14,60528 Frankfurt, www.microlabsgmbh.de 
Noridem Enterprises Ltd, Peggy Antonopoulou, QPPV, Pharmacovigilance 

Department, DEMO S.A.,21 km National Road, Athens-Lamia, 145 68 
Krioneri, Attiki, Greece, www.demo.gr 
Pharma Gerke Arzneimittelvertriebs GmbH, Friedrich-Bergius-Str. 13, 

41516 Grevenbroich, www.pharma-gerke.de 
PUREN Pharma GmbH & Co. KG, Willy-Brandt-Allee 2, 81829 München, 

www.puren-pharma.de 
Ratiopharm, Graf-Arco-Str. 3, 89079 Ulm, www.ratiopharm.de 
Sanofi-Aventis Deutschland GmbH, Postfach 80 08 60, 65908 Frankfurt am 

Main, www.mein.sanofi.de 
STADAPHARM GmbH, Stadastraße 2 – 18, 61118 Bad Vilbel, 

www.stadapharm.de 
TAD Pharma GmbH, Heinz-Lohmann-Str. 5, 27472 Cuxhaven, www.tad.de 
T&D Pharma GmbH, Kleine Knopheide 4, 32657 Lemgo, www.td-pharma.de 
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