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ITEM 8.01OTHER EVENTS.
 

On October 31, 2024, Pulse Biosciences, Inc. (the “Company”) issued a press release announcing positive preliminary results from its first-in-human
feasibility study using Nanosecond Pulsed Field Ablation for the treatment of benign thyroid nodules. Dr. Stefano Spiezia, Chief of Endocrine Surgery
Division at Napoli Ospedale del Mare, in Naples, Italy, presented these results at the 2024 American Thyroid Association Annual Meeting.

 
A copy of the press release related to the matters set forth herein is attached hereto as Exhibit 99.1 and is incorporated herein by reference.

 
ITEM
9.01 FINANCIAL STATEMENTS AND EXHIBITS.

 
(d) Exhibits
 
Exhibit
Number Description
  
99.1 Press Release issued by Pulse Biosciences, Inc. dated October 31, 2024
104 Cover Page Interactive Data File (embedded within the Inline XBRL document)
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Exhibit 99.1
 

Pulse Biosciences Announces Posi�ve Clinical Data Presented at the American Thyroid Associa�on

European feasibility study demonstrates using nano-PFA in benign thyroid nodules reduces nodule volume by greater than 50% and provides symptoma�c
relief within the first month of treatment
 
MIAMI, Florida. [Business Wire] – October 31, 2024. Pulse Biosciences, Inc. (Nasdaq: PLSE), a company leveraging its novel and proprietary Nanosecond
Pulsed Field Abla�on™ (nano-PFA or nsPFA™) technology, today announced posi�ve preliminary results from its first-in-human feasibility study using
Nanosecond Pulsed Field Abla�on for the treatment of benign thyroid nodules. Dr. Stefano Spiezia presented these excellent results today at the 2024
American Thyroid Associa�on Annual Mee�ng.
 
The preliminary data demonstrate that nano-PFA pulses effec�vely delivered by the Company’s Percutaneous Electrode System reduced nodule sizes on
average by over 50%, without evidence of residual fibrosis or scarring, and provided symptoma�c relief within the first month of treatment. The nonthermal
and minimally invasive nature of nano-PFA energy has shown poten�al to mi�gate the risk of complica�ons from thermal abla�on procedures or surgical
removal of benign thyroid nodules.
 
“I am proud to report that in the treated nodules, we observed significant nodule volume reduc�ons which led to great improvements in symptoms for the
pa�ents in our study. We are excited to finish the long-term follow-up, complete the study, and con�nue the u�liza�on of nano-PFA to advance the standard
of care for pa�ents with benign thyroid nodules,” said Dr. Stefano Spiezia, Chief of Endocrine Surgery Division at Napoli Ospedale del Mare and principal
inves�gator of the study and founder of “Save Your Thyroid” ins�tute.
 
Pulse Biosciences’ nsPFA Percutaneous Electrode System is currently being inves�gated by Stefano Spiezia, Chief of Endocrine Surgery Division at Napoli
Ospedale del Mare, Naples Italy. The study has completed enrollment in the 30-pa�ent first-in-human feasibility clinical trial (NCT06117085) to support the
ini�al safety and effec�veness profile of the nsPFA electrode or needle in trea�ng and reducing the volume of benign thyroid nodules leading directly to a
reduc�on in pa�ent symptoms. 
 
“These groundbreaking results suggest nano-PFA energy can provide symptoma�c relief to pa�ents with benign thyroid nodules across the first month a�er
the treatment,” said Burke T. Barre�, Pulse Biosciences President and Chief Execu�ve Officer.  “We would like to thank Dr. Spiezia and his team for all the
clinical work they con�nue to do with the System. This feasibility study and our ongoing U.S. pilot program will inform the design of the pivotal trial we intend
to commence mid-2025.  The study will be designed to support a specific labeling indica�on to commercialize the system in the United States as a treatment
for benign thyroid nodules.”   
 
About Percutaneous Electrode System
The Percutaneous Electrode System consists of a percutaneous needle electrode for use with the Company’s proprietary nano-PFA Console. The proprietary
and novel electrode is designed to harness and deliver the key advantages of nano-PFA energy, enabling precise, nonthermal removal of cellular �ssue
without damage to noncellular structures or inducing thermal necrosis. The system has received U.S. Food and Drug Administra�on (FDA) 510(k) clearance for
use in the abla�on of so� �ssue in percutaneous and intraopera�ve surgical procedures. This proprietary system is designed for non-cardiac applica�ons.
 
About Pulse Biosciences®
Pulse Biosciences is a novel bioelectric medicine company commi�ed to health innova�on that has the poten�al to improve the quality of life for pa�ents.
The Company’s proprietary CellFX® nsPFA™ technology delivers nanosecond pulses of electrical energy to non-thermally clear cells while sparing adjacent
noncellular �ssue. The Company is ac�vely pursuing the development of its CellFX nsPFA technology for use in the treatment of atrial fibrilla�on and in a
select few other markets where it could have a profound posi�ve impact on healthcare for both pa�ents and providers. Pulse Biosciences is now
headquartered in Miami, Florida and maintains its office in Hayward, California.
 
Pulse Biosciences, CellFX, Nano-Pulse S�mula�on, NPS, nsPFA, CellFX nsPFA and the stylized logos are among the trademarks and/or registered trademarks of
Pulse Biosciences, Inc. in the United States and other countries.
 
Forward-Looking Statements
All statements in this press release that are not historical are forward-looking statements, including, among other things, statements rela�ng to the
effec�veness of the Company’s CellFX nsPFA technology and CellFX System to safely and effec�vely provide symptoma�c relief to pa�ents with benign thyroid
nodules or cause significant nodule volume reduc�ons, whether within a month or otherwise, statements concerning the Company’s expected product
development efforts and future clinical studies and regulatory submissions and whether the Company might obtain regulatory approval to market and sell the
nsPFA Percutaneous Electrode System as a treatment for benign thyroid nodules, statements concerning whether any clinical study will show that the
Company’s novel nsPFA mechanism of ac�on will deliver fast and precise abla�ons, statements concerning early clinical successes and whether they are
predic�ve of the safety and effec�veness of any medical device such as the nsPFA Percutaneous Electrode System, and Pulse Biosciences’ expecta�ons,
whether stated or implied, regarding whether the Company’s CellFX nsPFA technology will become a disrup�ve, superior and durable treatment op�on for
trea�ng benign thyroid nodules or any other medical condi�on or otherwise advance current medical standards of care, and other future events. These
statements are not historical facts but rather are based on Pulse Biosciences’ current expecta�ons, es�mates, and projec�ons regarding Pulse Biosciences’
business, opera�ons and other similar or related factors. Words such as “may,” “will,” “could,” “would,” “should,” “an�cipate,” “predict,” “poten�al,”
“con�nue,” “expects,” “intends,” “plans,” “projects,” “believes,” “es�mates,” and other similar or related expressions are used to iden�fy these forward-
looking statements, although not all forward-looking statements contain these words. You should not place undue reliance on forward-looking statements
because they involve known and unknown risks, uncertain�es, and assump�ons that are difficult or impossible to predict and, in some cases, beyond Pulse
Biosciences’ control. Actual results may differ materially from those in the forward-looking statements as a result of a number of factors, including those
described in Pulse Biosciences’ filings with the Securi�es and Exchange Commission. Pulse Biosciences undertakes no obliga�on to revise or update
informa�on in this release to reflect events or circumstances in the future, even if new informa�on becomes available.
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