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DESCRIPTION  

The Marker is a radiographic implantable marker used to mark soft tissue.  

It is comprised of a bioabsorbable spacer that holds Titanium radiopaque marker clips. The bioabsorbable spacer material (pol y lactic acid) is 

resorbed by the body leaving the radiopaque clips as a permanent indicator of the soft tissue site.  

The Marker may be used with the following imaging modalities:  X-Ray (CT, mammography), MR and ultrasound. 

The bioabsorbable spacer is resorbed by a process of hydrolysis whereby the degradation products of the spacer material are m etabolized by the 

body. The spacer material retains its functional integrity for approximately 2 months, while complete resorption may require up to one or more years. 

 
INDICATIONS   

The Marker is indicated for radiographic marking of sites in soft tissue. In addition, the Marker is indicated in situations where the soft tissue site 
needs to be marked for future medical procedures. 

 

CONTRAINDICATIONS  

The Marker should not be placed in a tissue site with clinical evidence of infection.  

 

WARNINGS  

• The Marker should only be used by physicians trained in surgical techniques. The physician is responsible for its proper clinical use.  

• The Marker is shipped sterile; do NOT re-sterilize any portion of the Marker. 

• The Marker is for SINGLE USE only. 

• Do NOT use if the package is open or damaged, or if the temperature indicator has a black center. 

• Use the Marker prior to the expiry date shown on the product label. 

 
PLACEMENT OF MARKER  

PREPARATION 

1) Remove the Marker from the sterile packaging. 

2) Visually inspect the product for any damage. 

 
INSERTION 

1) Using sterile technique, place the Marker in the desired tissue site.  

2) Suture the marker to adjacent tissue at multiple locations as desired for secure positioning.  

3) Where required, close the surgical cavity using standard surgical technique.  

 

DISPOSAL PROCEDURES  

When necessary, dispose of any product in accordance with local regulations.  

 

STORAGE  

Store at room temperature. Avoid storing the Marker at conditions of excessive heat or humidity. If the temperature indicator has a black center, do 

not use product. Handle with care. Packages should be stored in a manner that protects the integrity of the package and the sterile barrier.  

 
MRI SAFETY INFORMATION 

Non-clinical testing has demonstrated the BioZorb® Marker / BioZorb® LP Marker is MR Conditional. A patient with this device can be safely 

scanned in an MR system under the following conditions:  

• Static magnetic field of 1.5 T; Maximum spatial field gradient of 1,900 gauss/cm (19 T/m); Maximum MR system reported, whole body 

averaged specific absorption rate (SAR) of 2 W/kg (Normal Operating Mode); 15 minutes of continuous scanning 

 

Under the scan conditions defined above in non-clinical testing, the Marker was shown to produce a maximum temperature rise of less than 1.6º C.  

In addition, the image artifact caused by the marker clip of the device extended an average of 3.8mm from the Marker when imaged with  a gradient 

echo and spin echo pulse sequence and a 1.5T MRI system. MR image quality may be compromised if the area of interest is  in the exact same area or 
relatively close to the position of the implant. Therefore, optimization of MR imaging parameters to compensate for the presence of this device may 

be necessary.  
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