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IceCure Medical's ProSense® Cryoablation
Granted FDA Marketing Authorization for
Treatment of Low-Risk Breast Cancer in
Women Aged 70 and Above: Significant
Development in Giving Women with Breast
Cancer Minimally Invasive Care

e ProSense® cryoablation offers the choice ofa minimally invasive outpatient
procedure that destroys tumors by freezing without surgical removal of breast
tissue

e First new innovation in the local treatment of early-stage, low-risk breast cancer
in decades and only medical device to be granted FDA marketing authorization
for breast cancer treatment

e Offers efficacy and safety similar to standard of care lumpectomy, with excellent
cosmetic results and patient satisfaction

e Company conference call to be held at Monday, October 6 at 8:30 AM Eastern
Time

CAESAREA, Israel, Oct. 3, 2025 /PRNewswire/ -- The U.S. Food and Drug Administration
("FDA") has granted marketing authorization for ProSense®, a minimally invasive
cryoablation treatment for patients with early-stage low risk breast cancer when combined
with adjuvant endocrine therapy for women aged 70 and over, an estimated population of
46,000 women annually in the U.S. The announcement was made on October 3, 2025, by
IceCure Medical Ltd. (Nasdaq: ICCM) ("lceCure", "IceCure Medical" or the "Company"), the
developer of minimally invasive cryoablation technology that destroys tumors by freezing as
an option to surgical tumor removal.
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"We are excited to add a minimally invasive choice around breast cancer treatments and to
offer patients an effective, outpatient procedure," said Eyal Shamir, Chief Executive Officer,



IceCure. "With the ProSense® Cryoablation System, we are giving women with low-risk,
early-stage breast cancer the choice to freeze their cancer, not their lives, through an
effective treatment that minimizes recovery time, and minimal cosmetic changes to the
breast."

ProSense® is the first and only medical device to be granted FDA marketing authorization
for the local treatment of breast cancer.

ProSense® is authorized by the FDA for the local treatment of breast cancer in patients 270
years of age with biologically low-risk tumors <1.5 cm in size and treated with adjuvant
endocrine therapy. Biologically low-risk breast cancer is defined as unifocal tumor, size
<1.5cm, ER+, PR+, HER2-, Ki-67<15% and/or genomic testing indicative of low-risk breast
cancer, infiltrating ductal carcinoma (excluding lobular carcinoma, extensive intraductal
component, or evidence of lymphovascular invasion), and clinically negative lymph node
(NO). The authorized indication includes patients that are not suitable for surgery for breast
cancer treatment. For a complete discussion of the benefits and risks of ProSense
Cryoablation System for the local treatment of breast cancer, please visit our website.

In granting marketing authorization, the FDA requested that IceCure conduct a post-market
surveillance study with the aim of producing additional data in this indication. The post-
market study is expected to include approximately 400 patients at 30 sites.

Breast cancer cryoablation with ProSense®, is a simple, quick, out-patient procedure that
can have a notably positive impact on the patient experience and can be beneficial for
patients seeking more choices.

"You don't need any kind of cosmetic follow-up, you don't have a scar, and you don't have
the feeling of having lost part of your breast, because it's all still there," said breast cancer
patient and ICE3 trial participant, Pam Dixon, when describing her experience with the
ProSense® cryoablation procedure. "There was no pain. It was one of the easiest things I've
ever done. | don't remember any limitations on my activity."

During the ProSense® cryoablation procedure, a doctor injects local anesthesia and uses
ultrasound imaging to guide a small cryoprobe, a thin hollow needle, into the breast tumor.
Once the cryoprobe is placed, liquid nitrogen creates extremely cold temperatures (-170C°)
which destroys the breast tumor by creating an ice ball around the targeted tissue. Key
advantages of ProSense® cryoablation procedure include:

Maintain breast shape: No tissue is removed and there is minimal scarring from the
insertion of the cryoprobe. No breast reconstruction is needed.

Short, out-patient procedure with local anesthesia: Average cryoablation procedure time
is approximately 30 - 45 minutes with no hospital waiting or overnight stay. Numbing agents
(local anesthesia) are injected only into the area being treated and the ice formed during the
procedure has a numbing effect.

Reduced recovery time: Patients typically return to normal activity within 24-hours. Median
recovery time is one day with a range of 0 — 8 days.

The procedure is monitored in real-time by ultrasound to ensure the ice ball is growing



sufficiently around the tumor, and to avoid damage to the skin or muscle. The doctor may
use hydro-dissection to protect the skin or muscle during a procedure depending on the
location of the tumor. The tissue destroyed by the ice ball is naturally reabsorbed by the
body over time and adjacent tissue is left unharmed.

The FDA's marketing authorization was based on an abundance of data including IceCure's
ICES trial which was published in the Annals of Surgical Oncology. With 194 patients, ICE3
is the largest multi-center clinical trial ever completed for liquid-nitrogen (LN2) based
cryoablation for patients aged =260 with low-risk, early-stage breast cancer without surgically
removing the breast tumor. Only 3.1% of patients with hormone receptor-positive and HER2-
breast cancer treated locally with cryoablation and endocrine therapy (also known as
hormone or hormonal therapy), experienced local recurrence of breast cancer within 5 years
after treatment, based on the study results.

The maijority of the cryoablation procedure-related adverse events besides breast cancer
recurrence were edema (swelling), bruising, hematoma (bleeding into tissues), skin burn,
and postoperative pain. These were mild in severity and all of these events resolved without
any permanent effect.

ICES3 study lead author, Richard Fine, MD, FACS, of the West Cancer Center & Research
Institute in Germantown, TN and past President of the American Society of Breast Surgeons
emphasizes that, "The ICE3 study has proven that cryoablation with ProSense® is a safe,
minimally invasive ablative procedure with results similar to that of lumpectomy patients who
took endocrine therapy, and has the benefit of being an office-based, non-surgical treatment.
Further data coming out of the post-market study should continue to support that
cryoablation with ProSense® is a successful option in the de-escalation of breast cancer
care in appropriately selected patients."

Conference webcast info:

Monday, October 6, 2025 at 8:30 AM
A live webcast will be available at: https://www.veidan-conferencing.com/icecure-investors
A recording of the webcast will be available at: ir.icecure-medical.com

About ProSense®

The ProSense® Cryoablation System is the first and only medical device to receive FDA
marketing authorization for the local treatment of early-stage, low-risk breast cancer with
adjuvant endocrine therapy for women aged 70 and above, including patients who are not
suitable for surgical alternatives for breast cancer treatment. A full list of benefits and risks
can be found on our website.

ProSense® is a minimally invasive cryosurgical tool that provides the option to destroy
tumors by freezing them. The system uniquely harnesses the power of liquid nitrogen to
create large lethal zones for maximum efficacy in tumor destruction in benign and cancerous
lesions, including breast, kidney, lung, and liver.

ProSense® enhances patient and provider value by accelerating recovery, reducing pain,
surgical risks, and complications. With its easy, transportable design and liquid nitrogen
utilization, ProSense® opens that door to fast and convenient office-based procedures for
breast tumors.


https://pubmed.ncbi.nlm.nih.gov/34392462/
https://westcancercenter.org/doctor/richard-e-fine-md-facs/
https://www.veidan-conferencing.com/icecure-investors
https://www.icecure-medical.com/prosense-cryoablation-breast-cancer-patient-information-fda-indication/

About IceCure Medical

IceCure Medical (Nasdaq: ICCM) develops and markets advanced liquid-nitrogen-based
cryoablation therapy systems for the destruction of tumors (benign and cancerous) by
freezing, with the primary focus areas being breast, kidney, bone and lung cancer. Its
minimally invasive technology is a safe and effective option to hospital surgical tumor
removal that is easily performed in a relatively short procedure. The Company's flagship
ProSense® system is marketed and sold worldwide for the indications cleared and approved
to date including in the U.S., Europe and Asia.

Forward Looking Statements

This press release contains forward-looking statements within the meaning of the "safe
harbor" provisions of the Private Securities Litigation Reform Act of 1995 and other Federal
securities laws. Words such as "expects," "anticipates,” "intends," "plans," "believes,"
"seeks," "estimates" and similar expressions or variations of such words are intended to
identify forward-looking statements. For example, IceCure is using forward looking
statements in this press release when it discusses: the details of the post-market study,
including the number of expected patients and sites; and that further data coming out of the
post-market study should continue to support that cryoablation with ProSense® is a
successful option in the de-escalation of breast cancer care in appropriately selected
patients. Historical results of scientific research and clinical and preclinical trials do not
guarantee that the conclusions of future research or trials will suggest identical or even
similar conclusions. Important factors that could cause actual results, developments and
business decisions to differ materially from those anticipated in these forward-looking
statements include, among others: the Company's planned level of revenues and capital
expenditures; the Company's available cash and its ability to obtain additional funding; the
Company's ability to market and sell its products; legal and regulatory developments in the
United States and other countries; the Company's ability to maintain its relationships with
suppliers, distributors and other partners; the Company's ability to maintain or protect the
validity of its patents and other intellectual property; the Company's ability to expose and
educate medical professionals about its products; political, economic and military instability
in the Middle East, specifically in Israel; as well as those factors set forth in the Risk Factors
section of the Company's Annual Report on Form 20-F for the year ended December 31,
2024 filed with the SEC on March 27, 2025, and other documents filed with or furnished to
the SEC which are available on the SEC's website, www.sec.gov. The Company undertakes
no obligation to update these statements for revisions or changes after the date of this
release, except as required by law. Information on, or accessible through, the websites
mentioned above does not form part of this press release.

Media Relations Contact:
Email: IceCureMedical@interdependence.com
Interdependence Public Relations
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