
IMPORTANT SAFETY INFORMATION
CONTRAINDICATIONS
DEFENCATH is contraindicated in patients with: 
•	  Known heparin-induced thrombocytopenia (HIT).
•	  Known hypersensitivity to taurolidine, heparin or the citrate excipient (components of DEFENCATH),  

 or pork products. 
WARNINGS AND PRECAUTIONS
•	  Heparin-Induced Thrombocytopenia (HIT): HIT was reported in patients using heparin, a component of 

DEFENCATH, as a catheter lock solution. If HIT occurs, discontinue DEFENCATH and institute appropriate 
supportive measures.

Please see additional Important Safety Information throughout and the full Prescribing Information.

Frequently Asked Questions 
about DefenCath
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INDICATIONS AND USAGE
LIMITED POPULATION: DEFENCATH® is indicated to reduce the incidence 
of catheter-related bloodstream infections (CRBSI) in adult patients with 
kidney failure receiving chronic hemodialysis (HD) through a central venous 
catheter (CVC). This drug is indicated for use in a limited and specific 
population of patients.

Limitations of Use 
The safety and effectiveness of DEFENCATH have not been established for use 
in populations other than adult patients with kidney failure receiving chronic 
HD through a CVC. 

What is DefenCath?
DefenCath is the first and only US Food and Drug Administration (FDA)-approved catheter lock solution 
(CLS) proven to significantly reduce the incidence of catheter-related bloodstream infections (CRBSIs)  
in adult patients with kidney failure receiving chronic hemodialysis (HD) through a central venous  
catheter (CVC).1,2 This drug is indicated for use in a limited and specific population of patients.

•	 A first-in-class CLS with taurolidine + heparin1

•	 Reduces the incidence of CRBSIs before infections can start, so you can protect the entire length  
of the lumen1

Limitations of Use   
The safety and effectiveness of DefenCath have not been established for use in populations other 
than adult patients with kidney failure receiving chronic HD through a CVC.
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What is a CRBSI? How is it different from a CLABSI?
Although often used interchangeably, ‘catheter-related bloodstream infection’ (CRBSI) 
and ‘central line-associated bloodstream infection’ (CLABSI) have different meanings.3

Why should we aim to reduce the risk of CRBSIs for patients  
receiving HD?

CRBSI
CRBSI is a clinical definition used when diagnosing and treating patients, and requires specific 
laboratory testing that more throughly identifies the catheter as the source of infection. It is not 
typically used for surveillance purposes.3 In the LOCK-IT-100 trial, the clinical adjudication commitee 
(CAC) defined CRBSIs using the following criteria:1

•	 ≥1 positive blood culture (other than for coagulase-negative staphylococci) from a peripheral 
site or either the arterial or venous catheter hub or the arterial or venous dialysis blood line, and

•	 A clinical suspicion of infection and no other apparent source of bloodstream infection

CLABSI
Surveillance definition used by the CDC defined as the recovery of a pathogen from:4,5

•	 Blood culture in a patient with a central line at the time of infection or within 48 hours before 
infection development 

-	 1 blood culture for an organism not commonly present on skin 

-	 ≥2 blood cultures for an organism commonly present on skin

•	 Note: infection cannot be related to any other infection and must not have been present or 
incubating when the patient was admitted

Protecting the entire length of the lumen of the CVC is critical to reducing the risk of 
CRBSIs, yet there has been little advancement in the standard of care to help reduce 
infections among patients receiving HD through a CVC (HD-CVC).6

•	 Patients on HD have a 100-fold higher risk of methicillin-resistant Staphylococcus aureus 
bloodstream infection than the general population7

•	 HD-CVC patients who develop a CRBSI are 3 times more likely to die at 3 months than those 
without a CRBSI8

•	 CRBSIs in dialysis patients cost the US healthcare system ~$3.4 billion per year in 
hospitalization costs9
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IMPORTANT SAFETY INFORMATION (Cont’d)
WARNINGS AND PRECAUTIONS (Cont’d)
•	  Drug Hypersensitivity: Drug hypersensitivity reactions have been reported in patients using heparin,  

 a component of DEFENCATH, as a catheter lock solution. If a hypersensitivity reaction occurs,  
 discontinue DEFENCATH and institute appropriate supportive measures.

Please see additional Important Safety Information throughout and the full Prescribing Information.

https://www.defencath.com/pdfs/prescribing-information.pdf


Who is the appropriate patient type for DefenCath? 
DefenCath was studied in a broad range of adult patients with kidney failure receiving chronic HD-CVC,  
and is an option for all adult patients receiving chronic HD-CVC1,2 

The following patients may require chronic HD-CVC:
•	  Patients with acute kidney injury (AKI) or end-stage renal disease (ESRD)19,20 

•	  Patients with new or existing CVCs2

•	  Patients with tunneled or non-tunneled catheters21

•	  Patients with a previous episode of CRBSI22

Q

What distinguishes DefenCath from the options currently in use? 
Heparin lock solutions
•	  Heparin, the current CLS standard of care, does not have any antimicrobial properties13

•	  DefenCath combines taurolidine, which possesses antimicrobial properties that reduces the risk of 
 infections by killing or inhibiting the growth of bacteria and fungi, with heparin, an anticoagulant that aids  
 in maintaining the patency of catheter lines1,14

Antibiotic lock solutions

•	  There are no FDA-approved antibiotic lock solutions available in the US

•	  Antibiotic lock solutions are compounded with high concentrations of broad-spectrum antibiotics that are 
 used to treat infections15,16; antibiotic concentrations can vary and subtherapeutic exposure may lead to 
 antibiotic resistance13

•	  DefenCath reduces the risk of CRBSIs before infections can start.1 DefenCath demonstrates potent 
 antimicrobial activity against gram-positive and gram-negative bacteria and fungi commonly associated  
 with CRBSIs1,2,14,17,18
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IMPORTANT SAFETY INFORMATION (Cont’d)
ADVERSE REACTIONS
The most frequently reported adverse reactions occurring in ≥2% 
of patients using DEFENCATH as a CLS were hemodialysis catheter 
malfunction, hemorrhage/bleeding, nausea, vomiting, dizziness, 
musculoskeletal chest pain, and thrombocytopenia.
To report SUSPECTED ADVERSE REACTIONS, contact CorMedix Inc at  
1-844-424-6345 or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.
Please see additional Important Safety Information throughout  
and the full Prescribing Information.

How can DefenCath be used with commonly used HD-CVCs?
With refrigeration-free storage,1 DefenCath is administered similarly to standard of care (heparin)1,13

•	 DefenCath is instilled into each catheter lumen at the conclusion of each HD session. DefenCath should be 
aspirated from the catheter and discarded prior to the initiation of the next HD session. If DefenCath cannot be 
aspirated, continue with standard of care CVC preparation and flush with normal saline. If a catheter  
malfunction is suspected, appropriate standard of care measures should be instituted.1

•	 DefenCath is not intended for systemic administration. Do not use DefenCath as a catheter lock flush product1

Please see full Prescribing Information for more information on dosage and administration.
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IMPORTANT SAFETY INFORMATION (Cont’d)
CONTRAINDICATIONS 
DEFENCATH is contraindicated in patients with: 
•	 Known heparin-induced thrombocytopenia (HIT).
•	 Known hypersensitivity to taurolidine, heparin or the citrate excipient (components of DEFENCATH),  

or pork products. 

 

Please see the full Prescribing Information.

AKI=acute kidney injury; CLABSI=central line-associated bloodstream infection; CLS=catheter lock solution; CRBSI=catheter-related bloodstream 
infection; CVC=central venous catheter; ESRD=end-stage renal disease; FDA=US Food and Drug Administration; HD=hemodialysis.
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Protect the central line
DefenCath is the first and only FDA-approved catheter lock solution (CLS) proven to 
significantly reduce the risk of CRBSIs before infections can start, with no known 
antimicrobial resistance.1,2,14,23,24

Download the Prescribing 
Information for DefenCath
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