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Forward-Looking Statements
This presentation contains forward-looking statements, as may any related presentations, within the meaning of the Private Securities Litigation Reform Act of 1995. All statements contained in this herein and in
any related presentation that do not relate to matters of historical fact should be considered forward-looking statements, including, without limitation, statements regarding the clinical and regulatory
development and expected efficacy and benefit of our platform and product candidates, benefits of ARCUS and potential expansion and development using ARCUS, the expected advancement toward and timing
of IND and CTA filings, the ability of our product candidates, if approved, to become best-in-class or first-in-class, the planned development activities with our collaboration partners, expectations about our
operational initiatives and business strategy, achieving key milestones and additional collaborations, and expectations regarding our liquidity and ability to fund operating expenses and capital expenditures
requirements. In some cases, you can identify forward-looking statements by terms such as “aim,” “anticipate,” “approach,” “believe,” “contemplate,” “could,” “estimate,” “expect,” “goal,” “intend,” “look,”
“may,” “mission,” “plan,” “possible,” “potential,” “predict,” “project,” “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 subject to 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 important factors, including, but not
limited to: our ability to become profitable; our ability to procure sufficient funding and requirements under our current debt instruments and effects of restrictions thereunder; risks associated with raising
additional capital; our operating expenses and our ability to predict what those expenses will be; our limited operating history; the 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; our dependence on our ARCUS technology; the initiation, cost, timing, progress, achievement of milestones
and results of research and development activities, preclinical studies and clinical trials; public perception about genome editing technology and its applications; competition in the genome editing,
biopharmaceutical, and biotechnology fields; our or our collaborators’ ability to identify, develop and commercialize product candidates; pending and potential liability lawsuits and penalties against us or our
collaborators related to our technology and our product candidates; the U.S. and foreign regulatory landscape applicable to our and our collaborators’ development of product candidates; our or our
collaborators’ ability to obtain and maintain regulatory approval of our product candidates, and any related restrictions, limitations and/or warnings in the label of an approved product candidate; our or our
collaborators’ ability to advance product candidates into, and successfully design, implement and complete, clinical or field trials; potential manufacturing problems associated with the development or
commercialization of any of our product candidates; our ability to obtain an adequate supply of T cells from qualified donors; our ability to achieve our anticipated operating efficiencies at our manufacturing
facility; delays or difficulties in our and our collaborators’ ability to enroll patients; changes in interim “top-line” and initial 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 protection, privacy and security regulations and our compliance therewith; the rate and degree of market acceptance of any of our
product candidates; the success of our existing collaboration agreements, and our ability to enter into new collaboration arrangements; our current and future relationships with and reliance on third parties
including suppliers and manufacturers; our ability to obtain and maintain intellectual property protection for our technology and any of our product candidates; potential litigation relating to infringement or
misappropriation of intellectual property rights; our ability to effectively manage the growth of our operations; our ability to attract, retain, and motivate key executives and personnel; market and economic
conditions; effects of system failures and security breaches; effects of natural and manmade disasters, public health emergencies and other natural catastrophic events; effects of COVID-19 pandemic and
variants thereof, or any pandemic, epidemic or outbreak of an infectious disease; insurance expenses and exposure to uninsured liabilities; effects of tax rules; risks related to ownership of our common stock
and other important factors discussed under the caption “Risk Factors” in our Annual Report on Form 10-K for the annual period ended December 31, 2022, 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.
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Agenda

• CAGT Overview

• Overview of Precision BioSciences

• CAR T Study Design Considerations

• ClinOps Strategy and Logistical Considerations

• ClinOps and Vendor Selection Considerations

• Supply Chain Considerations

• Questions??
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What exactly is CAGT?

• Cell and Gene Therapy (CAGT)

— Cell Therapies
 Involves the transfer of cells with the relevant function into the patient. Some protocols utilize both gene therapy 

and cell therapy.

— Gene Therapies
 Comprises the transfer of genetic material, usually in a carrier or vector, and the uptake of the gene into the 

appropriate cells of the body.

• Precision BioSciences focuses on both modalities, but currently in the clinic with cell therapy 
products (Ex Vivo CAR T treatments)

Source: https://asgct.org/education/more-resources/gene-and-cell-therapy-
faqs#:~:text=Gene%20therapy%20involves%20the%20transfer,gene%20therapy%20and%20cell%20therapy

https://asgct.org/education/more-resources/gene-and-cell-therapy-faqs#:%7E:text=Gene%20therapy%20involves%20the%20transfer,gene%20therapy%20and%20cell%20therapy
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• Precision BioSciences is a public (NASDAQ: DTIL), clinical 
stage, gene editing company headquartered in Durham, 
North Carolina with manufacturing (MCAT) facility in RTP

• Proprietary ARCUS® genome editing platform for 
therapeutic drug development - ex vivo allogeneic CAR T 
immunotherapies and in vivo gene editing

• Multiple clinical studies for allogeneic CAR T including lead 
CD19 program, azer-cel for relapsed/refractory non-Hodgkin 
lymphoma

• Complex, in vivo gene editing pipeline, including wholly 
owned chronic Hepatitis B program and partnered programs 
with Novartis and Lilly

• Scalable, in-house cGMP compliant manufacturing 
capabilities to produce ARCUS-based CAR T and in vivo 
therapies 

• Precision’s platform and products are protected by an IP 
portfolio that includes more than 100 patents to date

Overcome Cancer. 
Cure Genetic Disease.
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CAR T Study Design Considerations

Source: https://www.genengnews.com/topics/bioprocessing/key-points-from-the-fdas-guidance-for-car-t-cell-products/

CAR Construct

Vector or Drug 
Product (DP)

Cellular starting 
materials

Well controlled CMC plan 
and management of 

manufacturing changes 
(comparability)

• Due to the complexity of CAR T cell products, the following topics should be introduced in the IND 
application and thoroughly demonstrated throughout early clinical trials:

Make sure you can 
clearly show that the 

antigen specific 
domain specifically 
binds to the target 

molecule

Ensure it is well 
characterized prior to 
clinical trials and all 
necessary analytical 

assays are validated prior 
to late-stage clinical 

development

This will be dependent if 
you are going for an 

autologous or allogeneic 
product – i.e. if 

leukapheresis being done 
or a leukopak of healthy 
volunteer T-cells being 

utilized

Be able to evaluate levels 
of residual CAR T cells and 

vector copy number for 
the newly introduced and 
previously administered 

CAR T cells in the starting 
material and final product

https://www.genengnews.com/topics/bioprocessing/key-points-from-the-fdas-guidance-for-car-t-cell-products/
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ClinOps Strategy and Logistical Considerations

• Evaluate sites via FQ’s and PSSV’s to get a better understanding on their stem cell transplant (SCT) 
or CAR T capabilities/experience.  

• Competitive trial landscape
— Do your homework.  Know what studies might compete as well as # of studies your proposed sites 

already have active.
— Get a proactive understanding of course of treatment pre and post CAR T as well as preferred line of 

therapy to know where your specific product falls into the paradigm.

• Since many of the sites will be at larger academic site, make sure you target PI’s that have the 
relevant experience, interest and are from correct clinical group/department (lymphoma group as 
lead vs leukemia group if you are targeting mostly lymphoma subjects).

• Even if SCT or CAR T experienced sites are chosen, consider visiting the lab where they plan to 
prepare DP to ensure full clarity of thawing and handling instructions as outlined in the Pharmacy 
Manual.  Might be wise to review this at SIV as well as onsite prior to first patient dosing. 
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Patient Enrollment – Do the Stars Align?

Patient
Consent

Patient Biopsy
CD19+ ?

Active Disease?

Prior Auto
CAR T?

Travel
Arrangements?

Reimbursement?

Scheduling

Shipping of Cells
Primary &
Back-up

Patient
Enrolled
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ClinOps and Vendor Selection Considerations

• Have an open mind when finding the right CRO
— Weigh pros/cons of large vs small 
— Where do you think your study will sit within their priority of trials and Sponsors?
— Cost is important, but not everything
— Does your chosen CRO for phase 1 have the capabilities, experience and global depth to scale up to later 

phases?

• Evaluate CRO’s not only for CAGT experience but how they deal with enrollment and quality 
issues/challenges for any trial.  
— How do they plan on delivering and holding PI’s accountable for enrollment and quality targets?
— What tools and triggers do they put in place to implement when the above takes place?

• Ensure specialty labs are fit for purpose and phase appropriate.  
— Flexibility of sample analysis turnaround is critical for Sponsors in early phase trials.  Make sure this is 

understood early. 
— Determine capabilities of real-time tracking of sample send/receipt.  Also determine couriers they 

use/prefer.
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Supply Chain Considerations

• Determine phase appropriate SCM needs
— When can manual tracking be effective vs the need for larger system automation?
— If system chosen, how easy is it start basic and upscale as needed?

• Ensure SC team is involved and providing input into Pharmacy Manual creation
• Create and maintain a close collaboration with Clinical Operations team
• Ensure DP chain of custody is well understood and adhered to throughout the study
• Develop communication pathways outside of email for quick check-ins and updates (ex: 

Monday.com boards, creation of MS Teams chat groups, etc)
• Apply learnings from earlier trials to avoid running into some of the same SC pitfalls
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Questions??

Overcome cancer.
Cure genetic disease

Precision BioSciences - Dedicated To Improving Life
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