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INDICATIONS FOR USE
MammoSTAR is indicated for use to radiographically mark soft tissue 
at the surgical site during a surgical procedure or for future surgical 
procedures.

Illustration 1. Illustration and Nomenclature for MammoSTAR 

DEVICE DESCRIPTION 

pyrolytic carbon coated zirconium oxide discrete marker embedded 

radiographically mark a surgical location.

Mammotome MR probes.

bands at 1 cm increments.
MammoSTAR is supplied pre-loaded in the delivery device. 

CONTRAINDICATIONS

WARNINGS
Do not insert MammoSTAR into  
blood vessels. 

PRECAUTIONS / UNDESIREABLE 
SIDE AFFECTS

minimally invasive biopsy techniques 
should use this device.  Consult 

performing any minimally invasive 
procedure.

•   Minimally invasive instruments may vary in size from manufacturer to 
manufacturer.  When minimally invasive instruments and accessories 
from different manufacturers are employed together and in conjunction 

verify compatibility 
prior to initiation of the procedure.

•   Do not use in the presence of infection.

INSTRUCTIONS FOR USE - EN

Tip Cover

Skive Opening

Applicator Shaft

Alignment Indicator

Biopsy Site Identifier

Stylet

Hub

Product Code Product Description Gauge
Size Marker Shape Glucan

Aspect Applicator Deployment Insertion

STAR0801 MammoSTAR Biopsy
Site Identifier 8G Barbell Standard

2 mm x 17 mm Flexible Side Deploy Probe

STAR0802 MammoSTAR Biopsy
Site Identifier 8G Tribell Standard

2 mm x 17 mm Flexible Side Deploy Probe

STAR1001 MammoSTAR Biopsy
Site Identifier 10G Barbell Standard

2 mm x 17 mm Rigid Needle Distal Deploy Direct

STAR1101 MammoSTAR Biopsy
Site Identifier 11G Barbell Standard

2 mm x 17 mm Flexible Side Deploy Probe

STAR1102 MammoSTAR Biopsy
Site Identifier 11G Tribell Standard

2 mm x 17 mm Flexible Side Deploy Probe

STAR1121 MammoSTAR Biopsy
Site Identifier 11G Barbell Standard

2 mm x 17 mm Rigid Distal Deploy Probe

STAR1401 MammoSTAR Biopsy
Site Identifier 14G Barbell Standard

2 mm x 17 mm Rigid Needle Distal Deploy Direct

STAR1402 MammoSTAR Biopsy
Site Identifier 14G Tribell Standard

2 mm x 17 mm Rigid Needle Distal Deploy Direct

STAR1403 MammoSTAR Biopsy
Site Identifier 14G Barbell Petite

2 mm x 9 mm Rigid Needle Distal Deploy Direct
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•   Infection is a possible adverse reaction as a result of any surgical 
procedure.  Physicians should monitor patient to ensure no sign of 

•   The MammoSTAR device is supplied sterile in a sealed package 

reuse of single use devices may create a risk of contamination and/or 

patient. Carefully examine each unit to verify that neither the contents 
nor the sterile package has been damaged in shipment.  DO NOT 
USE if damaged.  

•   Do not re-sterilize

remain sterile until used or expired.

applicable local requirements.

POSSIBLE ADVERSE EVENTS

should be counseled to report adverse events to the treating physician.  
Physicians should report device-related adverse events to  
Devicor Medical Products at 1-877-926-2666 and the competent 
authority of the Member State.

MR SAFETY INFORMATION
MR CONDITIONAL

While the MammoSTAR devices may be used in the MRI environment 

procedure or RF heating.

MR This Marker is MR Conditional
Non-clinical testing demonstrated that the Marker is MR Conditional. 

 

•   First Level Controlled Operating Mode of operation for the MR system

MRI-Related Heating

Averaged SAR 2.7-W/kg
Highest temperature change 1.5 °C

Artifact Information
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 marker. 

the presence of this device may be necessary. The maximum artifact 

approximately 5-mm or less relative to the size and shape of the marker. 
Artifact size is dependent on the type of pulse sequence used for 
imaging (larger for gradient echo pulse sequences and smaller for spin 

frequency encoding direction is parallel to the device and smaller if it is 
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SUMMARY OF SAFETY AND CLINICAL  
PERFORMANCE (SSCP)

Basic 
UDI-DI: 0858015005004UX.

INSTRUCTIONS FOR USE 
Verify compatibility of all minimally invasive instruments and 
accessories prior to use (refer to Precautions).
MammoSTAR delivery devices are not compatible with MRI delivery 
(refer to MRI Safety Info).
Side Port Delivery

1.  Inspect the MammoSTAR device package to ensure that the 
package integrity has not been compromised. The product is sterile 
through the expiration date unless the seal is broken. 

from the package. REMOVE THE TIP COVER. Inspect the device 

3.  It is recommended to clear the probe of any remaining diagnostic 

probe per instructions for use of the probe.  Prior to retracting the 
cutter/collection tube the needle can be pulled back up to 1 cm.

Biopsy probe. Advance MammoSTAR until the colored depth band 

Mammotome tissue collection chamber.
  CAUTION:

of the MammoSTAR prior to reaching the colored depth indicator 

if damage is present.
  CAUTION: Do not insert beyond appropriate band or tip damage 

may occur.

 
biopsy cavity.

  Note: Ensure the alignment indicator on the tissue marker handle 

sample aperture orientation.
  CAUTION:  

check the alignment of the MammoSTAR applicator shaft as 

  CAUTION:

increasing the force to deploy. Deploy in a timely manner. If the 

spring to retract the plunger.

remove the biopsy device and the MammoSTAR device as one unit. 
  CAUTION:  The tip of the MammoSTAR applicator shaft may  

the probe.  The probability of tip shear can increase as a result of 

 •   Improper deployment of the marker from a failure to align the 

 •   Inserting the marker beyond the appropriate color depth  

 •   Diagnostic tissue remaining in biopsy probe needle aperture 
during marker insertion and deployment.

11.  Dispose of the device properly.
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Distal Delivery

STAR1121

1.  Inspect the MammoSTAR device package to ensure that the 
package integrity has not been compromised. The product is sterile 
through the expiration date unless the seal is broken. 

from the package. REMOVE THE TIP COVER. Inspect the device 

the target area using appropriate imaging technique.  

  CAUTION:

increasing the force to deploy. Deploy in a timely manner. If the 

5.  Verify the deployment and proper position of the marker prior to 

remove the MammoSTAR device. 
7.  Dispose of the device properly.

HOW SUPPLIED  

STORAGE 
There are no special storage instructions for the MammoSTAR device.  

WARRANTY

manufacturer’s control directly affect the device and the results obtained 

to the replacement of this device and the manufacturer shall not be liable 

indirectly arising from the use of this device.  The manufacturer neither 
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CE-Kennzeichnung und Nummer der benannten  

 

 Manufacturer and Date of Manufacture  

 

Authorized Representative in the  

Représentant autorisé dans la Communauté  

 

 

Auktoriserad representant i Europeiska  
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Non utilizzare il prodotto se la confezione  

 

MR
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MD



 

customersupport@mammotome.com
Mammotome.com


