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Item 2.02 Results of Operations and Financial Condition.

Although it has not finalized its full financial results for the quarter ended September 30, 2024, Precision BioSciences, Inc. (the “Company”) expects to 
report that it had approximately $121 million in cash, cash equivalents, and restricted cash as of September 30, 2024. This estimate is unaudited and 
preliminary and does not present all information necessary for an understanding of the Company’s financial condition as of September 30, 2024, and its 
results of operations for the quarter ended September 30, 2024. The review of the Company’s financial statements for the quarter ended September 30, 
2024 by the Company’s independent registered public accounting firm is ongoing and could result in changes to the information set forth above.

Item 7.01 Regulation FD Disclosure.

On October 24, 2024, the Company issued a press release announcing it has received clinical trial application (“CTA”) clearance in Moldova for its lead 
candidate, PBGENE-HBV for the treatment of chronic hepatitis B. A copy of the press release, which is attached to this Current Report on Form 8-K as 
Exhibit 99.1, is furnished pursuant to this Item 7.01. 
 
The information under this Item 7.01 (including Exhibit 99.1 hereto) and Item 2.02 of this Current Report on Form 8-K is not deemed “filed” for purposes 
of Section 18 of the Exchange Act or otherwise subject to the liabilities of that section. Registration statements or other documents filed with the SEC shall 
not incorporate this information by reference, except as otherwise expressly stated in any such filing.

Item 8.01 Other Events.

On October 24, 2024, the Company announced its CTA for its wholly owned in vivo gene editing program PBGENE-HBV was accepted in Moldova.  

Forward-Looking Statements 

This Current Report on Form 8-K contains forward-looking statements within the meaning of the Private Securities Litigation Reform Act of 1995. All 
statements contained in this Current Report on Form 8-K that do not relate to matters of historical fact should be considered forward-looking statements, 
including, without limitation, statements regarding our expected cash, cash equivalents and restricted cash balances, the clinical development and expected 
efficacy and benefit of our product candidates, the expected timing and updates of regulatory processes, expectations about our operational initiatives and 
business strategy, and expectations about achievement of key milestones. In some cases, you can identify forward-looking statements by terms such as 
“aim,” “anticipate,” “approach,” “believe,” “designed to”, “contemplate,” “could,” “estimate,” “expect,” “goal,” “intend,” “look,” “may,” “mission,” 
“plan,” “possible,” “potential,” “predict,” “project,” “pursue,” “should,” “target,” “will,” “would,” or the negative thereof and similar words and 
expressions. Forward-looking statements are based on management’s current expectations, beliefs and assumptions and on information currently available 
to us. Such statements are neither promises nor guarantees, and involve a number of known and unknown risks, uncertainties and assumptions, and actual 
results may differ materially from those expressed or implied in the forward-looking statements due to various factors, including, without limitation, our 
ability to procure sufficient funding or other partnership opportunities to advance our programs on terms that are acceptable to us, or at all, the progression 
and success of our programs and product candidates in which we expend our resources; our limited ability or inability to assess the safety and efficacy of 
our product candidates; the risk that other genome-editing technologies may provide significant advantages over our ARCUS technology; our or our 
collaborators’ or other licensees’ ability to advance product candidates into, and successfully design, implement and complete, clinical trials; the success of 
our existing collaboration agreements, and our ability to enter into new collaboration arrangements; and the other risks referred to under the section “Risk 
Factors” in the Company’s Quarterly Report on Form 10-Q for the quarter ended June 30, 2024, as any such factors may be updated from time to time in 
our other filings with the SEC, which are accessible on the SEC’s website at www.sec.gov and the Investors page of our website under SEC Filings at 
investor.precisionbiosciences.com. All forward-looking statements speak only as of the date of this Current Report on Form 8-K and, except as required by 
applicable law, we have no obligation to update or revise any forward-looking statements contained herein, whether as a result of any new information, 
future events, changed circumstances or otherwise.

Item 9.01 Financial Statements and Exhibits.

 (d) Exhibits 
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99.1   Press release of Precision BioSciences, Inc. dated October 24, 2024.
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Cover Page Interactive Data File (embedded within the Inline XBRL document).

 
 



 

 

SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned 
hereunto duly authorized.

   PRECISION BIOSCIENCES, INC.

    

Date: October 24, 2024 By: /s/ John Alexander Kelly
   John Alexander Kelly

Chief Financial Officer

 



Exhibit 99.1

Precision BioSciences Receives First Approval of Clinical Trial Applica�on to Ini�ate PBGENE-HBV First-In-Human Study for the 
Treatment of Chronic Hepa��s B

- Clinical Trial Applica�on accepted in Moldova with addi�onal regulatory applica�ons pending approval

 

- PBGENE-HBV is the first in vivo gene edi�ng program for chronic hepa��s B virus to move into global clinical trials

 

- Company to host investor event highligh�ng clinical candidate safety data and plans for the Phase 1 trial prior to American 
Associa�on for the Study of Liver Diseases Annual Mee�ng

DURHAM, N.C.—October 24, 2024-- Precision BioSciences, Inc. (Nasdaq: DTIL), a clinical stage gene edi�ng company u�lizing its novel 
proprietary ARCUS® pla�orm to develop in vivo gene edi�ng therapies for sophis�cated gene edits, today announced that it has received 
Clinical Trial Applica�on (CTA) approval in Moldova for its lead candidate, PBGENE-HBV. PBGENE-HBV is Precision’s wholly owned in vivo 
gene edi�ng program designed to cure chronic hepa��s B by elimina�ng cccDNA, the key source of replica�ng hepa��s B virus (HBV), 
while also inac�va�ng integrated HBV DNA in hepatocytes. The company has opened the Phase 1 clinical program and is moving towards 
dosing pa�ents.
 
“At Precision, we remain laser-focused on execu�on, and our first CTA approval for PBGENE-HBV represents another significant milestone 
as we complete our transi�on to a clinical stage in vivo gene edi�ng company. With rapid regulatory approval in hand, we are working 
diligently to screen and dose pa�ents at our first clinical site in Moldova,” said Michael Amoroso, Chief Execu�ve Officer of Precision 
BioSciences. “In parallel, we are leveraging our robust regulatory package, which highlights the safety and potent an�viral effects of 
PBGENE-HBV in a variety of models, including non-human primates, to pursue addi�onal CTA and IND approvals globally. This mul�-track 
approach will enable us to accelerate enrollment into the trial and generate important clinical safety and efficacy data with the aim of 
bringing a poten�ally cura�ve treatment to the nearly 300 million pa�ents living with chronic hepa��s B globally.”
 
Prior to PBGENE-HBV, no other modality has been inves�gated in a clinical trial se�ng that is designed to eliminate the root cause of 
disease, the cccDNA.  Addi�onally, the current standard of care requires daily chronic treatment with nucleos(t)ide analogs and only 
offers pa�ents a 1-3% chance of func�onal cure.  Through its precision cu�ng, compact design, and simple structure, PBGENE-HBV is 
engineered to target the HBV viral genome and drive func�onal cures for pa�ents with chronic hepa��s B.  PBGENE-HBV leverages the 
ARCUS® gene edi�ng pla�orm by delivering an ARCUS nuclease-encoding mRNA to the liver via lipid nanopar�cles.  When expressed in 
HBV-infected hepatocytes, the ARCUS nuclease specifically cuts a highly conserved sequence in the hepa��s B viral genome and is 
designed to eliminate cccDNA and inac�vate integrated HBV genomes. The ARCUS pla�orm is derived from a naturally occurring enzyme 
and has been op�mized for over 20 years into a ground-breaking and highly precise gene edi�ng tool. 
 
“We are thrilled to receive CTA approval in Moldova given the high prevalence of chronic hepa��s B in the country and their exper�se 
gained from mul�ple Phase 1 clinical trials in hepa��s B.  Our clinical 



 

team, guided by our hepa��s scien�fic advisory board, has deep exper�se in hepa��s B, and we believe that we are well-posi�oned to 
advance PBGENE-HBV towards dosing the first pa�ent in the clinic,” added Dr. Murray Abramson, Senior Vice President, Head of Clinical 
Development of Precision BioSciences. “PBGENE-HBV is the first and only clinical stage approach to directly target and eliminate cccDNA, 
giving it the poten�al to achieve a func�onal cure. Next month, we plan to share addi�onal informa�on about our Phase 1 program, 
including the final preclinical safety package, with inves�gators and investors ahead of the upcoming AASLD mee�ng. With a clear 
regulatory pathway ahead of us, and our deep clinical exper�se, we are focused on rapidly enrolling pa�ents into the study and 
genera�ng robust clinical data in pa�ents with chronic hepa��s B who have for too long been unable to achieve meaningful func�onal 
cures.”
 
Precision has submi�ed mul�ple global clinical trial applica�ons and is on track to submit addi�onal CTA and IND filings as part of its 
global Phase 1 regulatory strategy for PBGENE-HBV.  The company will provide updates as it receives addi�onal regulatory approvals to 
begin trea�ng pa�ents in those markets. The company plans to provide an update on the PBGENE-HBV program on November 15th 
before the American Associa�on for the Study of Liver Diseases (AASLD) Annual Mee�ng in November.  Detailed informa�on on how to 
join the webcast will be provided in the future.
 
About Hepa��s B:

Hepa��s B is a leading cause of morbidity in the US and death globally, with no cura�ve op�ons currently available for pa�ents. In 2019, 
despite the availability of approved an�viral therapies, an es�mated 300 million people globally and more than 1 million people in the 
US were es�mated to have chronic hepa��s B infec�on. An es�mated 15% to 40% of pa�ents with HBV infec�ons may develop 
complica�ons, such as cirrhosis, liver failure, or liver cancer (hepatocellular carcinoma), which account for the majority of HBV-related 
deaths.
 
Chronic hepa��s B infec�on is primarily driven by persistence of HBV cccDNA and integra�on of HBV DNA into the human genome in 
liver cells, the primary source of hepa��s B surface an�gen (HBsAg) in late-stage disease. Current treatments for pa�ents with HBV 
infec�on include agents that result in long-term viral suppression as indicated by reduc�on of circula�ng HBV DNA, but these therapies 
do not eradicate HBV cccDNA, rarely lead to func�onal cure, and require lifelong administra�on. 
 
About PBGENE-HBV:
PBGENE-HBV is a poten�ally cura�ve approach to trea�ng pa�ents with chronic HBV infec�on through a highly specific, novel 
therapeu�c approach. PBGENE leverages the ARCUS® pla�orm and is designed to directly eliminate cccDNA and inac�vate integrated 
HBV DNA with high specificity, poten�ally leading to func�onal cures.
 
About Precision BioSciences, Inc.
Precision BioSciences, Inc. is a clinical stage gene edi�ng company dedicated to improving life (DTIL) with its novel and proprietary 
ARCUS® genome edi�ng pla�orm that differs from other technologies in the way it cuts, its smaller size, and its simpler structure. Key 
capabili�es and differen�a�ng characteris�cs may enable ARCUS nucleases to drive more intended, defined therapeu�c outcomes. Using 
ARCUS, the Company’s pipeline is comprised of in vivo gene edi�ng candidates designed to deliver las�ng cures for the broadest range of 
gene�c and infec�ous diseases where no adequate treatments exist. For more informa�on about Precision BioSciences, please visit 
www.precisionbiosciences.com. 
 



 

The ARCUS® pla�orm is being used to develop in vivo gene edi�ng therapies for sophis�cated gene edits, including gene inser�on 
(inser�ng DNA into gene to cause expression/add func�on), elimina�on (removing a genome e.g. viral DNA or mutant mitochondrial 
DNA), and excision (removing a large por�on of a defec�ve gene by delivering two ARCUS nucleases in a single AAV).
 
Forward-Looking Statements

This press release contains forward-looking statements within the meaning of the Private Securi�es Li�ga�on Reform Act of 1995. All 
statements contained in this press release that do not relate to ma�ers of historical fact should be considered forward-looking 
statements, including, without limita�on, statements regarding the clinical development and expected safety, efficacy and benefit of our 
product candidates (including PBGENE-HBV) and gene edi�ng approaches including edi�ng efficiency; the design of PBGENE-HBV to 
directly eliminate cccDNA and inac�vate integrated HBV DNA with high specificity, poten�ally leading to func�onal cures or providing a 
be�er chance of func�onal cures; the suitability of ARCUS nucleases for gene elimina�on, inser�on and excision and differen�a�on from 
other gene edi�ng approaches due to its small size, simplicity and dis�nc�ve cut; the expected �ming of regulatory processes (including 
filings such as IND’s and CTA’s and studies for PBGENE-HBV and the acceptance of these filings by regulatory agencies); the transla�on of 
preclinical safety and efficacy studies and models to safety and efficacy in humans, the suitability of PBGENE-HBV for the treatment of 
hepa��s and the targe�ng of the root cause of the disease, expecta�ons about opera�onal ini�a�ves, strategies, and further 
development of our programs; expecta�ons about achievement of key milestones; and an�cipated �ming of clinical data. In some cases, 
you can iden�fy forward-looking statements by terms such as “aim,” “an�cipate,” “approach,” “believe,” “contemplate,” “could,” 
“designed,” “es�mate,” “expect,” “goal,” “intend,” “look,” “may,” “mission,” “plan,” “possible,” “poten�al,” “predict,” “project,” “pursue,” 
“should,” “strive,” “target,” “will,” “would,” or the nega�ve thereof and similar words and expressions.
 
Forward-looking statements are based on management’s current expecta�ons, beliefs and assump�ons and on informa�on currently 
available to us. These statements are neither promises nor guarantees, and involve a number of known and unknown risks, uncertain�es 
and assump�ons, and actual results may differ materially from those expressed or implied in the forward-looking statements due to 
various important factors, including, but not limited to, our ability to become profitable; our ability to procure sufficient funding to 
advance our programs; risks associated with our capital requirements, an�cipated cash runway, requirements under our current debt 
instruments and effects of restric�ons thereunder, including our ability to raise addi�onal capital due to market condi�ons and/or our 
market capitaliza�on; our opera�ng expenses and our ability to predict what those expenses will be; our limited opera�ng history; the 
progression and success of our programs and product candidates in which we expend our resources; our limited ability or inability to 
assess the safety and efficacy of our product candidates; the risk that other genome-edi�ng technologies may provide significant 
advantages over our ARCUS technology; our dependence on our ARCUS technology; the ini�a�on, cost, �ming, progress, achievement of 
milestones and results of research and development ac�vi�es and preclinical and clinical studies, including clinical trial and 
inves�ga�onal new drug applica�ons; public percep�on about genome edi�ng technology and its applica�ons; compe��on in the 
genome edi�ng, biopharmaceu�cal, and biotechnology fields; our or our collaborators’ or other licensees’ ability to iden�fy, develop and 
commercialize product candidates; pending and poten�al product liability lawsuits and penal�es against us or our collaborators or other 
licensees related to our technology and our product candidates; the U.S. and foreign regulatory landscape applicable to our and our 
collaborators’ or other licensees’ development of product candidates; our or our collaborators’ or other licensees’ ability to advance 



 

product candidates into, and successfully design, implement and complete, clinical trials; poten�al manufacturing problems associated 
with the development or commercializa�on of any of our product candidates; delays or difficul�es in our and our collaborators’ and 
other licensees’ ability to enroll pa�ents; changes in interim “top-line” and ini�al data that we announce or publish; if our product 
candidates do not work as intended or cause undesirable side effects; risks associated with applicable healthcare, data protec�on, 
privacy and security regula�ons and our compliance therewith; our or our licensees’ ability to obtain orphan drug designa�on or fast 
track designa�on for our product candidates or to realize the expected benefits of these designa�ons; our or our collaborators’ or other 
licensees’ ability to obtain and maintain regulatory approval of our product candidates, and any related restric�ons, limita�ons and/or 
warnings in the label of an approved product candidate; the rate and degree of market acceptance of any of our product candidates; our 
ability to effec�vely manage the growth of our opera�ons; our ability to a�ract, retain, and mo�vate execu�ves and personnel; effects of 
system failures and security breaches; insurance expenses and exposure to uninsured liabili�es; effects of tax rules; effects of any 
pandemic, epidemic, or outbreak of an infec�ous disease; the success of our exis�ng collabora�on and other license agreements, and 
our ability to enter into new collabora�on arrangements; our current and future rela�onships with and reliance on third par�es 
including suppliers and manufacturers; our ability to obtain and maintain intellectual property protec�on for our technology and any of 
our product candidates; poten�al li�ga�on rela�ng to infringement or misappropria�on of intellectual property rights; effects of natural 
and manmade disasters, public health 
emergencies and other natural catastrophic events; effects of sustained infla�on, supply chain disrup�ons and major central bank policy 
ac�ons; market and economic condi�ons; risks related to ownership of our common stock, including fluctua�ons in our stock price; our 
ability to meet the requirements of and maintain lis�ng of our common stock on Nasdaq or other public stock exchanges; and other 
important factors discussed under the cap�on “Risk Factors” in our Quarterly Report on Form 10-Q for the quarterly period ended June 
30, 2024, as any such factors may be updated from �me to �me in our other filings with the SEC, which are accessible on the SEC’s 
website at www.sec.gov and the Investors page of our website under SEC Filings at investor.precisionbiosciences.com.
All forward-looking statements speak only as of the date of this press release and, except as required by applicable law, we have no 
obliga�on to update or revise any forward-looking statements contained herein, whether as a result of any new informa�on, future 
events, changed circumstances or otherwise.
 
Investor Contact:
Naresh Tanna
Vice President, Investor Rela�ons
Naresh.Tanna@precisionbiosciences.com




