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The purpose of this document is to provide written information regarding the risks, benefits and alternatives of the procedure named above.  This material serves as a supplement to the discussion you have with your physician. It is important that you fully understand this information, so please read this document thoroughly. 

The Procedure:  Abnormalities shown in mammograms or ultrasound that are determined to require biopsy are usually not cancer.  Approximately 70% of breast biopsies result in a benign (not cancer) diagnosis.  Surgical or “open” biopsy is the conventional method for performing the biopsy.  Breast core needle biopsy guided by stereotactic mammography or ultrasound is considered a less invasive alternative to surgical biopsy.  Core needle biopsy offers some advantages over surgical biopsy but also has risk and limitations.  These are explained below.  

Benefits

If your core needle biopsy is successful and is complemented by compliance with follow-up recommendations after the biopsy, you may receive the benefits explained below.  The doctors cannot guarantee you will receive any of these benefits.  Only you can decide if the potential benefits are worth the risks.  The potential benefits are:

1. If successful, core needle biopsy does not leave any permanent scar on the breast.

2. If successful, core needle biopsy can be accomplished in approximately 1 hour.  This is less than the overall surgical biopsy procedure, which involves needle localization first to guide the surgeon and then the actual surgical biopsy.

3. If successful, core needle biopsy can provide a definitive benign (not cancer) or cancer diagnosis.  If benign and consistent with the mammography and ultrasound findings an open (surgical) biopsy could be avoided. 

4. Core needle biopsy does not leave any significant changes (scars) within the breast that could change the appearance of future mammograms and potentially be confusing.   

Risks

There are risks associated with undergoing one of these procedures, and it is essential to understand the associated risks.  No procedure is completely risk-free. The following risks are well recognized, but there may also be risks not included in this list that are unforeseen by your doctors.

1. The procedure may not be successful for the following technical reasons:  

· The abnormality does not show up well enough on the stereotactic mammography or ultrasound to guide the core biopsy needle properly.  

· The abnormality is in a difficult location (too close to the skin surface or too deep in the breast) so that the core biopsy needle cannot be safely performed.  

· For stereotactic mammography guided core needle biopsy you will have to lie prone (stomach down) on the biopsy table for about 30 minutes.  The breast to be biopsied will be suspended through a hole in the table and will have to be compressed.  If you have problems lying this way the procedure cannot be done.

2. If the core needle biopsy results are not definitive an open (surgical) biopsy may have to be performed a few weeks later.  Overall, a surgical biopsy is required in about 15% of patients after the core needle biopsy.  This can happen in the following circumstances:  

· When the core needle biopsy results do not adequately explain the mammography or ultrasound findings

· The core needle biopsy results show a difficult diagnosis that requires more tissue be removed to be sure that an associated cancer was not missed.  An example would be a diagnosis of “atypical ductal hyperplasia”.   A diagnosis of atypical ductal hyperplasia does not mean that you have cancer but it means that a surgical biopsy is necessary because some of the tissue removed is not typical and there could be cancer nearby.  Again, this does not mean that there is cancer but it does mean that a surgical biopsy should be done to examine more tissue in the same area.  

· The core needle biopsy does not provide sufficient tissue to give a diagnosis.

3. Cancer may be present but not diagnosed on the core needle biopsy despite a benign (not cancer) diagnosis.  This is reported to occur in about 2% of cases.  For this reason, if the results of the core needle biopsy are benign you will be asked to comply with a follow-up surveillance protocol including a 6-month follow-up mammography and/or ultrasound examination.  It is important to comply with the follow-up recommendations.  If you cannot return for follow-up mammography or ultrasound, core needle biopsy may not be the appropriate method for your biopsy.

4. Some patients experience bleeding after the core needle biopsy and this would require application of compression over the area for 10 minutes or longer.  Prolonged bleeding is uncommon and has not occurred in our experience but this is a potential complication of having a needle biopsy or surgery.

5. A hematoma may occur.  This is a collection of blood at the biopsy site which can feel like a breast lump.  If you felt a lump before it may feel bigger because of the hematoma.  This should get smaller or completely go away in a few weeks.  

6. Bruising around the needle biopsy entry site on the skin frequently occurs.  This usually resolves within a few weeks.

7. Infection is a potential complication of needle biopsy.  Although we have not encountered this complication, it is a potential risk when a needle is placed in the breast.

8. If the procedure is done with ultrasound guidance and the needle entered the chest wall behind the breast it could result in a pneumothorax (puncture of the lung lining or “pleura”).  This is a rare complication since the ultrasound-guided procedure is done in such a way as to avoid this complication.  However, if pneumothorax occurred it would require that a chest x-ray examination be performed.  The chest x-ray would determine whether any treatment of the pneumothorax, such as placing a chest tube to remove air or fluid, was necessary 

9. If you have breast silicone or saline implants, the needle could potentially puncture the implant.  This could result in implant leakage or collapse.  This is a rare complication since the procedure is done in such a way as to avoid this complication. 

10. You may experience some discomfort from this procedure.         .

Alternatives

The abnormality could also be removed by a surgical procedure.  Surgical biopsy would require mammography-guided or ultrasound-guided presurgery needle localization if the abnormality cannot be felt by the surgeon or is difficult to feel.

If you decide not to have this procedure, there may be associated risks to this decision.  Please discuss it with your doctor.

If you have any questions regarding the procedure, risks, benefits, or alternatives to this procedure, ask your physician prior to signing any consent forms.
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