


 

 

This Annual Report, including the Chief Executive Officer’s letter to shareholders, contains forward-

looking statements within the meaning of the Private Securities Litigation Reform Act of 1995, including 

statements regarding the Company’s planned strategy, business focus and intended product 

development. -looking statements 

by terms 

“intend,” 

 -looking 

statements contain these words. The reader is cautioned not to rely on these statements, which are 

based on current expectations of future events. These forward-looking statements speak only as of the 

date such statements are made and are subject to risks and uncertainties that could cause the 

Company's results to differ materially from these statements. The Company cannot assure you that 

future developments affecting it will be those that the Company has anticipated. Actual results may 

differ materially from these expectations due to changes in global, regional or local economic, business, 

competitive, market, regulatory and other factors, many of which are beyond the Company’s control. 

For important information about these statements, including further descriptions of the important risks, 

uncertainties and other factors that could cause actual results to differ materially from expectations or 

projections expressed in any forward-looking statements, please see the Company's Annual Report on 

Form 10-K for the fiscal year ended December 31, 2025 under the captions  “Risk Factor Summary” and 

“Item 1A. Risk Factors” (enclosed herein). Such factors may be updated from time to time in the 

Company's other filings with the SEC. Precision BioSciences, Inc. does not plan to publicly update or 

revise any such forward-looking statements, whether as a result of any new information, future events 

or developments, changed circumstances or otherwise, except as may be required by applicable law. 

 
 
 
 



 

 
 

Dear Shareholders, 

Thank you for your continuing support of our mission to improve the lives of patients by translating the potential 

of ARCUS-based genome editing into potentially curative solutions for diseases with the highest unmet needs. In 

last year’s letter to shareholders, I spoke about our transition to a singular focus on in vivo gene editing and our 

commitment to clinical execution. Today, I am proud to share that 2025 was a year of exceptional progress. 

Following our strategic decision two and a half years ago to exclusively focus our energy and our capital on in vivo 

gene editing, 2025 became the year we delivered on that promise.  

Our primary focus was clinical execution — advancing our wholly owned programs into the clinic and generating 

the first meaningful human data for our lead PBGENE-HBV program. We also sought to strengthen our balance 

sheet to reach multiple expected value-inflection points in 2026 and beyond. We successfully achieved each of 

these objectives. 

Our first and most important goal in 2025 was to advance PBGENE-HBV through multiple dose cohorts and share 

compelling clinical data from the ELIMINATE-B trial that would validate ARCUS in vivo gene editing as a potential 

cure for chronic hepatitis B. We did that and more. The highlight for the PBGENE-HBV program was the late-

breaking oral presentation of Phase 1 data at AASLD The Liver Meeting® on November 10, 2025. The presentation 

demonstrated safety and anti-viral efficacy data across ascending doses and repeat administrations at eight-week 

intervals across Cohort 1, Cohort 2 and initial dosing in Cohort 3 patients. Most remarkable and for the first time 

ever, PBGENE-HBV data demonstrated molecular evidence consistent with direct viral DNA gene editing in 

patients. Since the data release, we have continued dosing Cohort 3 patients and initiated two new Cohorts to 

explore a pre-planned, more frequent dosing interval (Cohorts 4 and 5 dosed every 4 weeks). I am proud of the 

high-quality work our teams performed and the significant clinical milestones achieved for the PBGENE-HBV 

program and for patients living with this disease, which carries a high risk of serious liver complications, including 

cirrhosis and liver cancer. 

Our second priority in 2025 was to prioritize and accelerate PBGENE-DMD through regulatory milestones 

towards treating patients in a clinical trial.  PBGENE-DMD is our novel muscle-targeting gene excision program for 

Duchenne muscular dystrophy (DMD). PBGENE-DMD is designed to restore near full-length functional dystrophin 

in up to 60% of patients with DMD with the most prevalent mutation between exons 45-55.  Our goal in 2025 was 

to complete all IND-enabling activities and file an Investigational New Drug application by the end of the year.  We 

accomplished that on schedule and secured clearance to initiate the FUNCTION-DMD Phase 1/2 clinical trial in 

early 2026.  From a regulatory perspective, we also secured Orphan Drug Designation for PBGENE-DMD from the 

U.S. Food and Drug Administration in July 2025 and a Fast Track designation in early 2026 that makes PBGENE-

DMD eligible for Priority Review if certain criteria are met.  

To support the clinical pursuit of these wholly owned programs, we executed a $75M financing that extended 

our anticipated cash runway through 2028. This underwritten offering included participation from current and 



 

 
 

leading new life-science investors. Given our operating plans and strong balance sheet, we believe we are 

sufficiently capitalized to reach PBGENE-HBV and PBGENE-DMD key clinical data milestones through 2028. 

The Path Ahead for 2026 

In 2026, our focus remains on continued clinical execution as we work to deliver on the promise of our ARCUS 

gene editing technology by generating additional robust clinical data in patients afflicted with chronic Hepatitis B 

and Duchenne muscular dystrophy. We kicked off the year building directly from our successes in 2025. 

We recently announced that we have administered more than 30 doses of PBGENE-HBV across five cohorts in our 

ELIMINATE-B Phase 1 trial. We look forward to building on that momentum throughout 2026. We expect 

additional clinical biomarker and biopsy data throughout 2026 and expect to have completed dosing in Cohorts 3, 

4, and 5 with the intent to inform selection of an optimal dosing regimen intended for progressing into the Part 2 

expansion phase of ELIMINATE-B. 

For PBGENE-DMD, following the February 2026 IND clearance, we began activities for Institutional Review Board 

and site activation at specialized DMD U.S. clinical trial sites. Initial data from multiple patients, including safety 

and early efficacy data informed by muscle biopsies, are expected by year-end 2026.   

Our ARCUS nuclease technology also continues to demonstrate its breadth beyond our wholly owned programs.  

Our partner iECURE achieved a complete clinical response in the first infant with neonatal onset OTC deficiency 

treated with ECUR-506, which utilizes an ARCUS nuclease developed by Precision for in vivo gene insertion.  This 

clinical result represents a significant milestone for ARCUS-based in vivo gene editing.  Additionally, our ex vivo CAR 

T partners Imugene and TG Therapeutics continue to advance azer-cel through clinical studies in oncology and 

immunology indications, respectively.  The advancement of these programs through clinical milestones has 

resulted in non-dilutive capital for Precision that will help us fund the development of PBGENE-HBV and PBGENE-

DMD.  

Thank you for contributing to our mission. I remain deeply appreciative of your partnership as we drive more 

value for our stockholders and the patients who depend on us. 

Warm Regards, 

Michael Amoroso 

Chief Executive Officer 

Precision BioSciences, Inc. 
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