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Direct Healthcare Professional Communication 

23rd October 2018 

Systemic and inhaled fluoroquinolones: risk of aortic 
aneurysm and dissection  

Dear Healthcare Professional, 

The Marketing Authorisation Holders of fluoroquinolones, in agreement with the 
European Medicines Agency (EMA) and the Health Products Regulatory Authority 
(HPRA), would like to inform you of the addition of a new warning regarding risk 
of aortic aneurysm and dissection associated with fluoroquinolones for systemic 
and inhalation use. 

Summary 

• Systemic and inhaled fluoroquinolones may increase the risk of 
aortic aneurysm and dissection, particularly in older people. 

• In patients at risk for aortic aneurysm and dissection, 
fluoroquinolones should only be used after careful benefit-risk 
assessment and after consideration of other therapeutic 
options.  

• Conditions predisposing to aortic aneurysm and dissection 
include a family history of aneurysm disease, pre-existing 
aortic aneurysm or aortic dissection, Marfan syndrome, 
vascular Ehlers-Danlos syndrome, Takayasu arteritis, giant cell 
arteritis, Behçet’s disease, hypertension, and atherosclerosis. 

• Patients should be advised about risk of aortic aneurysm and 
dissection and told to seek immediate medical attention in the 
emergency department in case of sudden severe abdominal, 
chest or back pain. 

 

Background on the safety concern  

Fluoroquinolones are antibiotics approved in the European Union for the 
treatment of several bacterial infections, including life-threatening ones. 

Data from epidemiologic and non-clinical studies indicate an increased risk of 
aortic aneurysm and dissection after treatment with fluoroquinolones.  
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The epidemiological studies [1-3] report an about 2-fold increase in risk of aortic 
aneurysm and dissection in patients taking systemic fluoroquinolones compared 
with patients taking no antibiotics or other antibiotics (amoxicillin); with older 
people being at higher risk.  
 
A non-clinical study [4] reported that ciprofloxacin increases the susceptibility to 
aortic dissection and rupture in a mouse model. This finding is likely a class 
effect similar to fluoroquinolones being harmful to tendon tissue and thereby 
increasing the risk of tendon disorders.  
 
Aortic aneurysm and dissection are rare events, occurring with an incidence of 
about 3–30 of 100,000 persons per year. Factors that increase the risk include 
family history of aneurysm disease, pre-existing aortic aneurysm or aortic 
dissection, Marfan syndrome, vascular Ehlers-Danlos syndrome, Takayasu 
arteritis, giant cell arteritis, Behçet’s disease, hypertension, and atherosclerosis.  

Therefore, systemic or inhaled fluoroquinolones should only be used after careful 
benefit-risk assessment and after consideration of other therapeutic options in 
patients at risk for aortic aneurysm and dissection.  
 
Patients should be advised about this risk and told to seek immediate medical 
attention in case of sudden abdominal, chest or back pain.  
 

 

Call for reporting 

Reporting suspected adverse reactions after authorisation of the medicinal 
product 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: 

• Online Reporting via the HPRA Website: www.hpra.ie 
• Using downloadable form from the HPRA website. An adverse reaction 

report form can be downloaded from the HPRA website. This can be sent 
by Freepost to the HPRA or by email to medsafety@hpra.ie 

• By telephoning the Pharmacovigilance Section of the HPRA, (01) 676 4971 
 

Company contact point 

Suspected adverse reactions should also be reported to the relevant Marketing 
Authorisation Holders (see contact details below). This information is being 
provided jointly by the following MAHs: 

Marketing 
Authorisation 

Holder 
Product Name E-mail Phone Fax 

Accord 
Healthcare 
Ireland Ltd. 
 

 
Ciplox 250 mg Film-
coated Tablets 
Ciplox 500 mg Film-
coated Tablets 
Ciplox 750 mg Film-
coated Tablets 

medinfo@accord-healthcare.com 
+44 (0) 
1271385
257 

Non 
Applicable 
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Bayer Limited 
 

 
Avelox 400 mg film-
coated tablets 
 
Avelox 400 mg/250 
ml solution for 
infusion 
 
Ciproxin 250 mg 
film-coated tablets 
 
Ciproxin 500 mg 
film-coated tablets 
 
Ciproxin 750 mg 
film-coated tablets 
 
Ciproxin Solution 
for Infusion 2 
mg/ml, 100ml 
 
Ciproxin Solution 
for Infusion 2 
mg/ml, 200ml 
 

Info.ireland@bayerhealthcare.com +353 1 
2163300 

+353 1 
206 1456 

Baxter 
Healthcare 
Limited, UK 

 
Ciprofloxacin 
2mg/ml Solution for 
Infusion (non-PVC 
bags; vials; bottles) 
 

Primary: 
medinfo@peckforton.com 
 
Secondary: 
summerfield@riemser.com 

+44 
(0)1628 
771800; 

Non 
applicable 

 
Bluefish 
Pharmaceuticals 
 

 
Levofloxacin 
Bluefish 250 mg 
film-coated tablets 
 
Levofloxacin 
Bluefish 500 mg 
film-coated tablets 
 

drugreaction@bluefishpharma.co
m 

0046 8 
5191160
0 

0046 8 
51911690 

Chiesi 
Farmaceutici 
S.p.A. 

 QUINSAIR GlobalPV@chiesi.com 

 
Office: 
+39 
0521 
279 701 
 

Fax: +39 
0521 188 
5003 

Claris 
Lifesciences UK 
Limited 

 
Ciprofloxacin 
2mg/ml Solution for 
Infusion (non-PVC 
bags; vials; bottles) 
 
Levofloxacin 5 
mg/ml Solution for 
Infusion 
 

Primary: 
medinfo@peckforton.com 
 
Secondary: 
summerfield@riemser.com 

 
+44 
(0)1628 
771800;  
  
  

Non 
applicable 

Clonmel 
Healthcare Ltd 

 
PROFLOXIN 250 MG 
FILM-COATED 
TABLETS 

medicalinformation@clonmel-
health.ie 

+353 52 
6177777 

+353 52 
6177791 
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PROFLOXIN 500 MG 
FILM-COATED 
TABLETS 
 
 

 
Fannin Limited 
 

 
Truoxin 250mg 
Film-coated Tablets 
 
Truoxin 500mg 
Film-coated Tablets 
 

medical@dccvital.com 

 
+353 
(0)90 
666 
1109 
 

+353 
(0)90 666 
1921 

Fresenius Kabi, 
UK Ltd 
 
 

   
Levofloxacin 
5mg/ml solution for 
infusion   
 
Moxifloxacin 400 
mg/250 ml solution 
for infusion  
 

   
Pharmacovigilance.GB@fresenius-
kabi.com  

   
+44 
(0)1928 
533 612  

 
+44 
(0)1928 
533 587 

Generics (UK) 
Ltd 

 
Ciprofloxacin Mylan 
2 mg/1 ml solution 
for infusion 
 

info.uk@mylan.co.uk 
+44 (0) 
174 882 
8888 

Non 
applicable 

Hikma 
Farmacêutica 
(Portugal), S.A. 

 
Truoxin I.V. 400 
mg/200 ml solution 
for infusion 
 
Truoxin I.V. 200 
mg/100 ml solution 
for infusion 
 
Levofloxacin 5 
mg/ml solution for 
infusion 
 

portugaleupharmacovigilance@hik
ma.com 

+351 
210 438 
540 

+351 219 
615 102 

  
Hospira UK 
Limited 
 

 
Ciprofloxacin 2 
mg/ml solution for 
infusion 
 

GBR.AEReporting@Pfizer.com 1800 
633 363 

Non 
applicable 

Krka, d.d. Novo 
mesto 

 
Ciprofloxacin Krka 
 
Levofloxacin Krka 
 

Pharmacovigilance.ie@krka.biz 01-
2939180 

Non 
applicable 

McDermott 
Laboratories Ltd 
t/a Gerard 
Laboratories 
 

 
Cifloxager 250 mg 
Film-coated Tablets 
 
Cifloxager 500 mg 
Film-coated Tablets 
 
Tavager 500 mg 
film-coated tablets 

info.uk@mylan.co.uk 
+44 (0) 
174 882 
8888 

Non 
applicable 
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Noridem 
Enterprises Ltd. 
 

 
Ciprofloxacin 
2 mg/ml Solution 
for Infusion 
 
Levofloxacin  
5 mg/ml solution 
for infusion 
 

pv@demo.gr  
+30 210 
8161802 
 

+ 30 210 
81 61 587 

 Rowex Ltd.  
  

 
Cifox 250mg,  
500mg & 750mg 
Film-coated tablets 
 
 

 pv@rowa-pharma.ie   +35327
50077 

 +3532750
417 

Sanofi-Aventis 
Ireland Ltd. T/A 
SANOFI 

 
Tavanic 
(levofloxacin 
hemihydrate) 5 
mg/ml solution for 
infusion  
(PA: 540/77/001) 
 
Tavanic 
(levofloxacin 
hemihydrate) 250 
mg film-coated 
tablets  
(PA: 540/77/002) 
 
Tavanic 
(levofloxacin 
hemihydrate) 500 
mg film-coated 
tablets  
(PA: 540/77/003) 
 
Tarivid (ofloxacin 
hydrochloride) IV 2 
mg/ml Solution for 
Infusion 
(PA: 540/76/002) 
 
Tarivid (ofloxacin) 
200 mg Film-
Coated Tablets  
(PA: 540/76/003) 
 

Pharmacovigilance contact: 
IEPharmacovigilance@sanofi.com  
 
Medical Information contact: 
IEmedinfo@sanofi.com 

+353 1 
403 
5600 

+353 1 
403 5601 

Teva Pharma 
B.V. 
  

 
Ciprofloxacin Teva 
250 mg Film-coated 
Tablets 
 
Ciprofloxacin Teva 
500 mg Film-coated 
Tablets 
 

 medinfo@tevauk.com 

 +44 
(0)20 
7540 
7117 

+44 (0)20 
7540 7349 
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Yours sincerely, 
 

 
________________________________ 
Siobhan Mitchell 
Medical Director 
Sanofi-Aventis Ireland Ltd. T/A SANOFI 
 
 
On behalf of the following Marketing Authorisation Holders: 
 
Accord Healthcare Ireland Ltd. 
Bayer Limited 
Baxter Healthcare Limited, UK 
Bluefish Pharmaceuticals 
Chiesi Farmaceutici S.p.A. 
Claris Lifesciences UK Limited 
Clonmel Healthcare Ltd 
Fannin Limited 
Fresenius Kabi, UK Ltd 
Generics (UK) Ltd 
Hikma Farmacêutica (Portugal), S.A. 
Hospira UK Limited 
KrKa, d.d. Novo mesto 
McDermott Laboratories Ltd t/a Gerard Laboratories 
Noridem Enterprises Ltd. 
Rowex Ltd.  
Sanofi-Aventis Ireland Ltd. T/A SANOFI 
Teva Pharma B.V. 
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