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Item 8.01 Other Events.
 

On December 20, 2023, Pulse Biosciences, Inc. (the “Company”) issued a press release announcing first-in-human procedures with its novel
CellFX™ Nanosecond Pulsed Field Ablation (nsPFA™) Cardiac Catheter. A copy of the Company’s press release is attached as Exhibit 99.1.

 
Item 9.01 Financial Statements and Exhibits.
 
(d) Exhibits
 
Exhibit
Number Description
  
99.1 Press Release issued by Pulse Biosciences, Inc. dated December 20, 2023
104 Cover Page Interactive Data File (embedded within the Inline XBRL document)
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Exhibit 99.1
 
Pulse Biosciences Announces First-in-Human Procedures with its Novel CellFX™ Nanosecond Pulsed Field Abla�on (nsPFA™) Cardiac Catheter
 
Company’s proprietary system used to treat ini�al five pa�ents in first-in-human feasibility study for pa�ents with atrial fibrilla�on
 
HAYWARD, Calif. [Business Wire] – December 20, 2023. Pulse Biosciences, Inc. (Nasdaq: PLSE), a company primarily focused on leveraging its novel and
proprietary CellFX Nanosecond Pulsed Field Abla�on (nsPFA) technology for the treatment of atrial fibrilla�on, today announced the comple�on of the first
five procedures in its first-in-human feasibility study with its novel CellFX nsPFA cardiac catheter. All pa�ents were successfully discharged by trea�ng
physicians. Pa�ents will con�nue to be monitored and evaluated over the coming months to assess safety and effec�veness with the primary safety endpoint
at 30 days.
 
Dr. Vivek Reddy, Director of Cardiac Arrhythmia Services at Mount Sinai Hospital, NY, and Dr. Petr Neuzil, Chief of Cardiology at Na Homolce Hospital, Prague,
and colleagues used the Company’s CellFX nsPFA 360 cardiac catheter integrated with 3D mapping and naviga�on technologies (iMap System, CardioNXT) to
successfully treat five pa�ents with atrial fibrilla�on (AF) at Na Homolce Hospital, a renowned research ins�tu�on hospital in Prague, Czech Republic.

“We have been collabora�ng with Pulse Biosciences to bring their novel nsPFA technology to the clinical realm, and are excited to report that our experience
with these first five pa�ents has validated our belief that this may represent the next genera�on of PFA technology for the treatment of AF,” said Dr. Reddy.
“The results were consistent with our preclinical experience. Importantly, the speed and ease with which we were able to isolate the pulmonary veins with
the nsPFA 360 catheter was impressive and all pa�ents tolerated the procedure well. Now we look forward to comple�ng enrollment in this study to fully
assess the safety and durability of nsPFA treatment.” 

Pulse Biosciences’ CellFX nsPFA 360 cardiac catheter, which is s�ll in the inves�ga�onal stage, is uniquely designed to produce a nonthermal abla�on, ini�ally
targeted for pulmonary vein isola�on, using the Company’s proprietary CellFX nsPFA energy in the treatment of atrial fibrilla�on. The catheter is designed to
deliver a fast, transmural and fully circumferen�al abla�on in a single energy delivery. The CellFX nsPFA cardiac catheter is integrated with 3D mapping and
naviga�on to deliver a comprehensive visualiza�on and precise abla�on delivery solu�on.

“We’re honored to work with Dr. Reddy and his team and Prof. Petr Neuzil and his team at Na Homolce to bring our next genera�on nsPFA technology to the
clinic. The unique value of nsPFA to deliver fast, precise, transmural and con�guous abla�ons in thick cardiac �ssue is extremely exci�ng for the treatment of
AF and we could not have found be�er partners,” said Dr. Gan Dunnington, Chief Medical Officer, Cardiac Surgery of Pulse Biosciences. “This ini�al clinical
experience delivered as expected. We look forward to con�nuing our catheter clinical program and to star�ng our cardiac surgery clinical program with our
surgical nsPFA clamp in 2024.”

Kevin Danahy, President and CEO of Pulse Biosciences, having a�ended all pa�ent cases, remarked on the recent milestone, “As we embark on this new era of
advancement in medical device technology, our mission is clear: to revolu�onize healthcare with CellFX nsPFA, with the inten�on of significantly improving
clinical outcomes for both pa�ents and physicians. Through relentless innova�on, unwavering dedica�on, and commitment to pushing the boundaries of
what is possible in bioelectric energy, we are reshaping the future of the treatment for atrial fibrilla�on with our cardiac catheter in electrophysiology and
with our cardiac clamp in cardiothoracic surgery. CellFX nsPFA will empower doctors, inspire pa�ents to seek life-altering treatment, and create a world where
CellFX nsPFA technology can become a catalyst for healing and hope.”

The Company expects to enroll up to a total of 30 pa�ents in the current feasibility study. Treated pa�ents will be evaluated at regular intervals to further
assess the safety and effec�veness of the treatments. The Company expects to provide addi�onal updates on the first-in-human procedures with the CellFX
system in the upcoming months. Pulse Biosciences will inform stakeholders promptly if results differ materially from the stated expecta�ons addressing safety
and efficacy. The observa�ons to date have been posi�ve but the broad set of risks associated with cardiac surgery remain. The Company an�cipates ini�a�ng
the regulatory process with the U.S. FDA and appropriate regulatory authori�es worldwide including Europe in the coming quarters and expects addi�onal
studies will be required.

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 Nanosecond Pulsed Field Abla�on (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 CellFX nsPFA could have a profound posi�ve impact on healthcare for both pa�ents
and providers.

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 non-thermally clear cells while sparing adjacent non-cellular �ssue, statements
concerning the Company’s expected product development efforts, such as advancement of its cardiac catheter to treat atrial fibrilla�on, statements
concerning the Company’s future clinical and regulatory strategies and possible government clearances and approvals, including the possibility of successfully
enrolling up to 30 pa�ents in the ongoing clinical study in Prague, statements concerning whether the ongoing clinical study or any other clinical study will
show that the Company’s novel nsPFA mechanism of ac�on and catheter design will deliver fast, precise, transmural, and con�guous abla�ons in thick cardiac
�ssue, statements concerning market opportuni�es, customer adop�on and future use of the CellFX System to address a range of condi�ons such as atrial
fibrilla�on, statements concerning early clinical successes and whether they are predic�ve of the safety and efficacy of any medical device such as the CellFX
nsPFA cardiac catheter, Pulse Biosciences’ expecta�ons, whether stated or implied, regarding whether the Company’s CellFX nsPFA technology will become a
disrup�ve treatment op�on for trea�ng atrial fibrilla�on or any other medical condi�on, 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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