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Were Any Studies
Done Prior To FROST?

Advanced Cryoablation Technologies

The National Cancer Institute sponsored the Z1072
study, upon which the FROST study is based.
The Z1072 study compared cryoablation to
lumpectomy in the treatment of early stage breast
cancer, combining cryoablation with subsequent
removal of the breast tumor.
Results from the Z1072 breast cancer study showed
that image-guided cryoablation with the Visica® 2
Treatment System was 100% effective for complete
ablation of invasive ductal breast cancer tumors
<1cm and cryoablation was effective in 92% of
targeted lesions.

Exploring the success of minimally
invasive cryoablation in the treatment
of breast cancer

Discuss all of your treatment options with your physician

For More Information
Sponsor Information
Sanarus Technologies, Inc. 1249 Quarry Lane,
Suite 150 Pleasanton, CA 94566

800.909.3060
www.sanarus.com
R Simmons et al, A Phase II Trial Exploring the Success of Cryoablation
Therapy in the Treatment of Invasive Breast Carcinoma: Results from ACOSOG
(Alliance) Z1072, Ann Surg Oncol, May 2016, DOI 10.1245/s10434-016-5275-3

www.sanarus.com/clinical-trials
800.909.3060
Indications for Use: The Visica 2™ Treatment System is indicated for the use in general surgery, gynecology
and oncology. The system is designed to destroy tissue by the application of extreme cold temperatures. In
addition, the system is intended for use in the following indications: ablation of cancerous or malignant tissue,
ablation of benign tumors, and localization of breast lesions. Complications: As with all surgical procedures,
the possibility of adverse reactions such as pain, fever, chills, sepsis, edema, perforation, ulceration and
hemorrhage may occur. Warnings: Ultrasound monitoring must be used at all times during the Visica 2
Treatment procedure. Do not begin the procedure if ultrasound image is not available. Discontinue treatment
immediately if the ultrasound image is not satisfactory. Refer to the ultrasound system Operator’s Manual for
detailed instructions on the use of the equipment. The Visica 2 ICE Probe is for single patient use only. Do
not resterilize these probes as it may injure the patient and/or user. Do not use the Visica 2 ICE Probes after
the expiration date on the package. All packaging should be inspected prior to use. Do not use if the sterile
barrier has been breached, if the packaging is damaged in any way, or if the device has been dropped.
See IFU for details.
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What Is FROST?

How Do I Enroll?

Why Should I Participate?

The FROST Clinical Study examines the use of
cryoablation as an alternative to surgery in the
treatment of early stage breast carcinoma.

Your physician will evaluate your particular case and
determine eligibility as a participant in this study.
Pre-study tests will be done as well as post-study MRIs,
mammograms, and biopsy throughout a 5-year follow
up period.

For the past 15 years, cryoablation has provided a
minimally invasive and highly effective treatment
option for both benign breast tumors and other
types of cancers outside of the breast.

This study is intended to assess the outcomes of
cryoablation alone as an alternative to standard
breast surgery (lumpectomy) in malignant tumors
1.5 cm or smaller.
Any decision to participate in a clinical study should
be made with a full understanding of the risks
involved. Always consult your phyisican.

To participate in this study you must have
the following:
• An age of 50 or older
• A breast cancer diagnosis
• A lesion no larger than 1.5 cm in the
greatest diameter
• Early stage breast cancer that has not spread to
other organs
• Cancer that is strongly sensitive to estrogen

The Visica® Procedure
Cryoablation with the Visica® 2 Treatment System
The Visica Procedure is a minimally invasive
cryoablation procedure for the treatment of certain
breast tumors. The procedure starts with a thin
probe inserted into the tumor through a small
incision site in the breast (about 3 mm).
Once the probe is in place, it undergoes a
freeze-thaw-freeze cycle, dropping the temperature
of the tumor and killing the targeted tissue. This
prohibits any future growth and allows the
resolution process to begin.

Information from this study will help physicians and
researchers understand and learn more about
cryoablation as an alternative to surgical treatment
for early stage invasive breast cancer.
Other benefits to paitents include:
• Excellent cosmetic results
• Minimally invasive
• Short recovery time (back to normal
• Local anesthesia
• No tissue deficit
• In-office procedure
• Close follow up

What Happens After The Procedure?
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The ICE Probe is placed
percutaneously through a
small (3 mm) incision site.

Immediately after the procedure, you may experience
swelling due to your body’s natural inflammatory
response. Some bruising may occur, but will disappear
over time.
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The tumor is surrounded in
an ice ball. The extreme
cold kills the tumor tissue
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Once you have completed the cryoablation procedure,
your oncology team will discuss any additional
treatment(s) that may be necessary and plan a
schedule for follow up MRIs, biopsy, ultrasounds,
and mammograms.

The probe is removed and a
bandage is applied. Tissue
naturally resolves over time.

Patients will also be expected to take anti- estrogen
therapy during the 5-year follow up period to prevent
cancer reccurance outside the breast.

