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The U.S. Food and Drug Administration (FDA) 

approved Amtagvi™ (lifileucel) on February 16, 2024 

as the first treatment option for advanced melanoma 

after anti-PD-1 and targeted therapy. This landmark 

approval also represents the first FDA-approved T cell 

therapy for a solid tumor cancer. Today, with our 

launch of Amtagvi, we are stepping up to start a new 

chapter of our vision to pioneer a transformational 

approach to cure cancer by harnessing the human 

immune system’s ability to recognize and destroy 

diverse cancer cells in each patient.

I am extremely proud to lead our organization during 

our first approval and commercial launch. With a highly 

coordinated effort, we received cells from our first 

commercial patient and began manufacturing Amtagvi 

at our Iovance Cell Therapy Center (iCTC) within 
a few short days of approval. Patients, advocates

and healthcare providers are very excited about 

the potential for Amtagvi, and there are numerous 

patients receiving Amtagvi treatment and many more 

preparing to embark on the treatment journey. With 

an unprecedented 30 authorized treatment centers 

at FDA approval, we are on track toward our goal 

of 50 authorized treatment centers by the end of 

May 2024. We expect these centers to start treating 

initial patients as the earlier centers scale up their 

efforts. Through the strength of our people and fully 

integrated infrastructure, we are strongly positioned 

for a successful commercial launch and for establishing 

Amtagvi as standard of care after anti-PD-1 therapy in 

advanced melanoma.

In 2024, we expect the U.S. launch to begin driving 

significant revenue from Amtagvi as well as Proleukin®, 
our interleukin-2 (IL-2) product used to promote Tcell 

activity following Amtagvi infusion. As part of our 

strategy to streamline and improve access to the TIL 

treatment regimen, we acquired worldwide rights to 

Proleukin via a strategic transaction with Clinigen and 

successfully integrated the Proleukin business in 2023. 

In 2024 and beyond, we expect both cost savings and 

significant additional revenue from Proleukin as we 

realize the value of this strategic transaction.

In parallel with its U.S. commercial launch, we are 

actively executing our strategy to expand Amtagvi 

into new geographies and earlier treatment settings. 

Regulatory dossiers are planned in many additional 

countries, beginning with the planned EU marketing 

authorization application (MAA) in the first half 

of 2024. Introducing Amtagvi outside of the U.S. 

can more than double the addressable patient 

population while leveraging our existing manufacturing 

capabilities. In addition, our global randomized 

TILVANCE-301 trial continues to enroll patients and 

activate new sites in support of broadening our U.S. 

label to include frontline advanced melanoma.  

Following the approval of Amtagvi, we continue to 

develop our lifileucel cell therapy platform to address 

a broad range of solid tumor indications, which 

represent more than 90% of all cancers diagnosed in 

the U.S. In 2023, we reported promising new data for 

our lifileucel clinical programs in advanced non-small 
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2023 WAS A DECISIVE YEAR FOR IOVANCE. Throughout 2023, 
we executed toward our first approval and commercial launch 
while advancing our pipeline of novel cell therapies for cancer. 



cell lung cancer (NSCLC) across various patient populations
and treatment settings. In 2024, we expect to begin a
Phase 2 trial of lifileucel in advanced endometrial cancer.
Like NSCLC, endometrial cancer represents a significant
opportunity for TIL cell therapy. There are currently no
approved therapies in the emerging second-line setting, 
post-anti-PD 1 therapy and chemotherapy, and TIL cell 

therapy may address mismatch repair (MMR) deficient
and MMR proficient patient populations. In addition, we 
continue to explore other indications for lifileucel as we 
work to expand the label of Amtagvi beyond melanoma.

Looking further ahead, Iovance is also poised to lead next
generation approaches to optimize TIL cell therapy by
applying several advantages gained from our experience
in TIL cell therapy clinical development, industry-leading
scalable manufacturing, and regulatory approval of
Amtagvi. For example, we are enrolling the first-in-human
trial of our first genetically modified Iovance TIL therapy,
IOV-4001. We are also advancing a next generation IL-2
candidate, IOV-3001, for clinical development alongside
cytokine tethered TIL therapies based on IL-12 as well as
other genetically engineered TIL therapies.

I am extremely proud of our organization today as we
realize our mission to be the global leader in innovating,
developing and delivering TIL cell therapy. We have more
than 600 Iovance employees who collectively represent
a breadth and depth of experience in developing and
commercializing cell and gene therapy. We believe the
quality of our people is a testament to the potential of
our Iovance TIL therapy in solid tumors and our ability
to maintain leadership within the field. Gender, cultural,
and ethnic diversity are also represented across our
management team, Board of Directors, and overall
organization. As we continue to grow, we remain
committed to building and supporting a diverse workforce
with a deep bench of talent and a strong corporate culture.
As always, I am grateful for our dedicated employees,
clinical investigators, Amtagvi treatment center teams,
collaboration partners, shareholders, and most importantly,
the patients and their loved ones who motivate us every
single day.

Frederick G. Vogt, Ph.D., J.D.
INTERIM CEO, PRESIDENT, AND GENERAL COUNSEL
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• Patient randomization began in global Phase 3
TILVANCE-301 trial which supports registration in frontline
advanced melanoma and full approval in post-anti-PD-1
advanced melanoma.

• Frontline advanced melanoma supported by positive
results for lifileucel in combination with pembrolizumab in
anti-PD-1 naive patients.

Amtagvi in Frontline 
Advanced Melanoma

• > 700 patients treated in clinical trials with Iovance TIL therapy
manufactured using proprietary Iovance processes1

• Currently built to supply TIL products for > 2,000 patients annually

• Expansion underway to increase capacity to > 5,000 patients annually

• Longer-term vision to support > 10,000 patients annually by adding
new facilities and further optimizing manufacturing and testing
processes

Manufacturing and Iovance Cell 
Therapy Center (iCTC) 

1 As of December 31, 2023.

Capacity Today
(as built)

up to

2,000+
patients/yrpatients/yr

Site Expansion
(in progress)

5,000+
patients/yr

iCTC +Future 
Site(s)

10,000+
patients/yr



Solid Tumor Portfolio Highlights

Amtagvi™ Patient Journey 

Confirmatory, FTD

BTD, ODD

CANDIDATE INDICATIONS PHASE 1 PHASE 2 PHASE 3

Registration-
Directed

Lifileucel + pembro Frontline advanced melanoma TILVANCE-301 Phase 3 

Lifileucel 2L post-chemo & post-anti-PD-1 advanced NSCLC IOV-LUN-202: Cohorts 1 & 2

Lifileucel Post-chemo & post-anti-PD-1 cervical C-145-04: Cohort 2

Additional 
Pipeline

Lifileucel + pembro 1L chemo & anti-PD-1 naïve cervical C-145-04: Cohort 3*

Lifileucel 2L post-chemo & post-anti-PD-1 endometrial Planned Phase 2

Lifileucel, Lifileucel + ICI 2-4L incl. post-anti-PD-1 advanced NSCLC IOV-COM-202: Cohorts 3A, 3B*,3C

Lifileucel + ICI 1L advanced melanoma IOV-COM-202: Cohort 1A

Next 
Generation

PD-1 Inactivated TIL (IOV-4001) Post anti-PD1 advanced melanoma IOV-GM1-201: Cohort 1

PD-1 Inactivated TIL (IOV-4001) 2-4L incl. post-anti-PD-1 advanced NSCLC IOV-GM1-201: Cohort 2

Lifileucel Gen 3 + core biopsy 2L post-chemo & post-anti-PD-1 advanced NSCLC IOV-LUN-202: Cohort 3

*Enrollment complete
Abbreviations: 1L=first line; 2L=second line; 4L=fourth line; BTD=Breakthrough Therapy Designation; FTD=Fast Track Designation; ICI = immune checkpoint inhibitors; NSCLC=non-small cell lung cancer; 
ODD=Orphan Drug Designation; PD-1=programmed cell death protein-1; TIL=tumor infiltrating lymphocytes

TIL cells are grown into the billions in a manufacturing facility

T Cell Therapy Manufacturing & Release Testing

Treatment Decision & 
Reimbursement Approval

Scheduling & Tumor 
Tissue Procurement

AMTAGVI starts with a piece 
of the patient’s tumor tissue Lymphodepletion

AMTAGVI™ (lifileucel) 
Short-Course Proleukin®

Treatment Regimen 
& Monitoring

1 2

3

4



Amtagvi Geographic Expansion Strategy
• EU MAA submission on track for the first half of 2024.

• Regulatory submissions in the U.K. and Canada planned in the second half of 2024.

• Regulatory submissions in Australia and additional countries anticipated in 2025.

Clinical Programs in NSCLC and Gynecological Cancers
• Positive preliminary data and FDA feedback reported on the design of the single-arm IOV-

LUN-202 trial to support registration in post-anti-PD-1 NSCLC.

• Clinical data presented at IASLC 2023 World Congress on Lung Cancer exploring the combination 
of lifileucel and pembrolizumab in anti-PD-1 naïve advanced NSCLC patients.

• Phase 2 trial continued enrollment in advanced cervical cancer patients previously treated with
anti-PD-1 therapy.

• New advanced endometrial cancer program announced with a Phase 2 trial to begin in 2024.

Next-Generation Approaches to Optimize TIL Cell Therapies  
• First-in-human Phase 1/2 trial of IOV-4001, a PD-1 inactivated TIL cell therapy, underway in

previously treated advanced melanoma and NSCLC.1

• A novel IL-2 analog, IOV-3001, moving towards a near-term investigational new drug application.

• Platform approach for IOV-4001 and other genetically modified TIL cell therapies may enhance
antitumor response by inactivating single or multiple immune checkpoint proteins.1

• Research and preclinical trials to increase TIL potency are investigating the selection of CD39/69
double negative TILs, tethered cytokines on TILs, and other enhancements.

1 Leverages the gene-editing TALEN® platform licensed from Cellectis.

2 Self-identifying as Black or African American, Hispanic or Latino, Asian, or two or more races.

Diversity, Equity & Inclusion 

are 
female

are 
female

are racially 
diverse2

are racially 
diverse2

GLOBAL FULL-TIME EMPLOYEES MANAGEMENT-LEVEL TEAM 

54% 53%
47% 41%







•
•
•

•
•
•
•

•
•
•

•

•

•
•

•
•
•
•
•





Be the global leader in innovating, developing and delivering TIL cell therapy 

Successfully commercialize our lead product Amtagvi™ for the treatment of post-anti-PD-1 advanced melanoma

•

•
•
•
 
Prepare for commercial manufacturing to meet forecasted demand 

i

i

i
i i

i

i
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U.S. Commercial Launch of the First TIL Cell Therapy in Advanced Melanoma

•

•

•



TIL Cell Therapy Clinical Development in Advanced, Metastatic or Unresectable Solid Tumor Cancers

•

•

•

•

•

Intellectual Property
 



Frontline Advanced Melanoma 

LN-145 for Advanced, or Metastatic or Unresectable NSCLC 

IOV-LUN-202 Registrational Trial



Frontline NSCLC Development and Regulatory Strategy 



Gynecological Cancers  

IOV-4001 for Advanced Melanoma and NSCLC 

Additional Clinical Trials



• Genetic modifications:

• Potency:

• New treatment regimens:

Gen 2 Manufacturing Process 
 

i



Large-Scale Centralized Manufacturing for TIL Cell Therapies

i

WuXi Advanced Therapies, Inc.

Manufacturing and Services Agreements

 

National Institutes of Health and the National Cancer Institute 

Cooperative Research and Development Agreement 



Patent License Agreement Related to the Development and Manufacture of TIL Cell Therapies 

Exclusive Patent License Agreement Related to TIL Selection 

H. Lee Moffitt Cancer Center 

Research Collaboration and Clinical Grant Agreement 



Exclusive License Agreements 

The University of Texas M.D. Anderson Cancer Center, or MDACC 

Strategic Alliance Agreement 

Cellectis S.A. 

Research Collaboration and Exclusive Worldwide License Agreement 



Novartis Pharma AG 

License Agreement 

Boehringer Ingelheim Biopharmaceuticals GmbH 

Immune System and Cancer Surveillance 

Challenges for Cancer Immunotherapy 

Advancing Immuno-Oncology with Our TIL Technology Platform 

 

 



Competition 
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BLA Submission and Review by the FDA 





Post-Approval Requirements 



Orphan Drug Designations 

Fast Track Designations 

Regenerative Medicine Advanced Therapy Designation 

Breakthrough Therapy Designation 

















The risks described below may not be the only ones relating to our company. Additional risks that we currently believe are 
immaterial may also impair our business operations. Our business, financial conditions and future prospects and the trading price of 
our common stock could be harmed as a result of any of these risks. Investors should also refer to the other information contained or 
incorporated by reference in this Annual Report on Form 10-K, including our financial statements and related notes, and our other 
filings from time to time with the SEC.



Risks Related to Our Business: 

•
•

•

•

•

•

•
•

•

•

•
•

•

•

•
•

•

•

•
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•
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Risks Related to Government Regulation: 

•

•

•

•

•

Risk Factors



We have a history of operating losses; we expect to continue to incur losses and we may never be profitable. 

We may need additional financing to fund our operations and complete the development of our various product candidates 
and commercialization of our products, and if we are unable to obtain such financing, we may be unable to complete the development 
of our product candidates and commercialization of our products. Raising additional capital may cause dilution to our existing 
stockholders, restrict our operations or require us to relinquish rights to our technologies or product candidates. 



•

•

•
•

•

•

•
•

•
•
•
•
•



Subject to various spending levels approved by our Board of Directors, our management will have broad discretion in the use 
of the net proceeds from our capital raises, including our July 2023, June 2020, October 2018 and January 2018 public offerings 
and the proceeds from sales pursuant to our “at-the-market” sale agreement with Jefferies LLC, and may not use them effectively.

 

The use of our net operating loss carryforwards and research tax credits may be limited.

 

Recently enacted tax reform legislation in the U.S., changes to existing tax laws, or challenges to our tax positions could 
adversely affect our business and financial condition. 



i

Even though our lead product Amtagvi™ is approved and commercialized, we may not become profitable. 

The manufacture of our products and product candidates is complex, and we may encounter difficulties in production, 
particularly with respect to process development, quality control, or scaling-up of our manufacturing capabilities. If we, or any of 
our third-party manufacturers encounter such difficulties, our ability to provide supply of our product candidates for clinical trials 
or our products for patients could be delayed or stopped, or we may be unable to maintain a commercially viable cost structure. 



i
i

i

i

i



•
•

•

•

•

•

•

i



Cell-based therapies and biologics rely on the availability of biological raw materials (including live cells), chemicals and 
agents used for manufacturing, reagents, specialized equipment, and other specialty materials, which may not be available to us on 
acceptable terms or at all. For each of these we rely or may rely on treatment sites, limited manufacturers, sole source vendors or a 
limited number of vendors, which could impair our ability to manufacture and supply our products.

ex vivo 

Because our current products represent, and our other potential product candidates will represent novel approaches to the 
treatment of disease, there are many uncertainties regarding the development, the market acceptance, third-party reimbursement 
coverage and the commercial potential of our product candidates.



No assurance can be given that the Gen 2 manufacturing process or other processes we have selected will be FDA-compliant 
or more efficient and will lower the cost to manufacture TIL products.



Our business entails a significant risk of product liability. If product liability lawsuits are brought against us, whether or not 
meritorious, we may incur substantial liabilities and may be required to limit or halt commercialization of our products and/or 
product candidates.

•
•
•
•

•
•
•
•
•
•
•
•
•



We face significant competition from other biotechnology and pharmaceutical companies and from non-profit institutions.

•
•
•
•



Our projections regarding the market opportunities for our products and product candidates may not be accurate, and the 
actual market for our products and product candidates may be smaller than we estimate.

We may be unable to establish effective marketing and sales capabilities or enter into agreements with third parties to market 
and sell our products and product candidates, if they are approved, and as a result, we may be unable to generate significant product 
revenues.

•



•

•
•

•
•
•
•

•
•

•

If our products or product candidates do not achieve broad market acceptance, the revenues that we generate from their sales 
will be limited.

•
•
•
•

•
•
•
•

•
•

•

•
•
•
•
•
•



•

Our products and product candidates may face competition sooner than anticipated.

 

We will need to obtain FDA approval of any proposed proprietary branded product names, and any failure or delay associated 
with such approval may adversely affect our business.

As a condition of approval, the FDA may require that we implement various post-marketing requirements and conduct post-
marketing studies, any of which would require a substantial investment of time, effort, and money, and which may limit our 
commercial prospects. 



We will need to grow the size and capabilities of our organization, and we may experience difficulties in managing this growth.

•
•

•

We may rely on third parties to perform many essential services for any products that we commercialize, including services 
related to distribution, government price reporting, customer service, accounts receivable management, cash collection, and adverse 
event reporting. If these third parties fail to perform as expected or to comply with legal and regulatory requirements, our ability to 
commercialize our current or future products will be significantly impacted and we may be subject to regulatory sanctions.



We may be unable to successfully or sufficiently expand our manufacturing capacity to meet demand for our products.

We depend on the success of our product candidates and cannot guarantee that these product candidates will successfully 
complete development, receive regulatory approval, or be successfully commercialized.
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•
•
•

•

•
•
•

•

•
•



•

•
•
•

•
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•
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Development of a product candidate intended for use in combination with an already approved product may present more or 
different challenges than development of a product candidate for use as a single agent.

A Fast Track product designation, BTD, or other designation to facilitate product candidate development may not lead to 
faster development or a faster regulatory review or approval process, and it does not increase the likelihood that our product 
candidates will receive marketing approval. 

While lifileucel has received ODD for melanoma stages IIB-IV and for cervical cancer patients with tumors greater than 2 
cm, there is no guarantee that we will be able to maintain this designation, receive these designations for any of our other product 
candidates, or receive or maintain any corresponding benefits, including periods of exclusivity.



We may face risks due to the need to rely on third parties, including clinical trial sites.

i

i





We may encounter substantial delays in our clinical trials or may not be able to conduct our clinical trials on the timelines we 
expect, and we may be required to conduct additional clinical trials or modify current or future clinical trials based on feedback we 
receive from the FDA.

•

•
•

•

•

•

•
•

•
•
•

•

•
•



•

•
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It may take longer and cost more to complete our clinical trials than we project, or we may not be able to complete them at all. 



i

Clinical trials are expensive, time-consuming and difficult to design and implement, and our clinical trial costs may be higher 
than for more conventional therapeutic technologies or drug products.

Our clinical trials may fail to demonstrate adequately the safety and efficacy of our product candidates, which would prevent 
or delay regulatory approval and commercialization.



If we encounter difficulties enrolling patients in our clinical trials, our clinical development activities could be delayed or 
otherwise adversely affected.

•

•

•

•

•

•

•

•

•

•

•

•



•

•

•

•

Our product candidates may cause undesirable side effects or have other properties that could halt their clinical development, 
prevent their regulatory approval, limit their commercial potential, or result in significant negative consequences.



We will be unable to commercialize our products if our trials are not successful.

•

•

•

•

•

•

•

We may not be able to license new technology from third parties.

We are required to pay substantial royalties and lump sum benchmark payments under our license or acquisition agreements 
with the NIH, Moffitt, Novartis, Clinigen and Cellectis, and we must meet certain milestones to maintain our license rights.



We are dependent on third parties to support our research, development, and manufacturing activities and, therefore, are 
subject to the efforts of these parties and our ability to successfully collaborate with these third parties.

•
•

•

•
•

•

•

•



•

•

•

•

•

We rely on and collaborate with governmental, academic, and corporate partners or agencies to approve, improve, and develop 
TIL cell therapies for new indications for use in combination with other therapies and to evaluate new TIL manufacturing methods, 
the results of which, because the manufacturing processes are not within our control, may be incorrect or unreliable.



Our current line of business, and the biotechnology industry in which we operate, makes it difficult to evaluate our business 
plan and our prospects.

Our internal computer systems, or those used by our contract research organizations or other contractors or consultants, may 
fail or suffer security breaches.

We are dependent on information technology, systems, infrastructure and data.



Our business could be adversely affected by the effects of health epidemics, including the COVID-19 pandemic, in regions 
where we or third parties on which we rely have significant manufacturing facilities, concentrations of clinical trial sites or other 
business operations. The COVID-19 pandemic could materially affect our operations, including at our headquarters in San Carlos, 
California, at our manufacturing facility in Philadelphia, Pennsylvania, which have previously been subject to state executive orders 
and shelter-in-place orders, and at our clinical trial sites, as well as the business or operations of our other manufacturers, contract 
research organizations, or CROs, or other third parties with whom we conduct business. 



Our failure to comply with international data protection laws and regulations could lead to government enforcement actions 
and significant penalties against us, and adversely impact our operating results. 

Our failure to comply with state and/or national data protection laws and regulations could lead to government enforcement 
actions and significant penalties against us, and adversely impact our operating results.

If we engage in future acquisitions or strategic partnerships, this may increase our capital requirements, dilute our 
stockholders, cause us to incur debt or assume contingent liabilities, and subject us to other risks.

•
•
•



•

•

•
•

•

We are currently operating in a period of economic uncertainty and capital markets disruption, which has been significantly 
impacted by geopolitical instability, ongoing military conflicts between Russia and Ukraine and Israel and Hamas and record 
inflation. Our business, financial condition and results of operations could be materially adversely affected by any negative impact 
on the global economy and capital markets resulting from the conflicts in Ukraine and the Middle East, geopolitical tensions or 
record inflation.  



We are exposed to fluctuations in currency exchange rates that could negatively impact our financial results and cash flows. 

Climate change or legal, regulatory or market measures to address climate change may negatively affect our business, results 
of operations, cash flows and prospects. 



Environmental, social and governance matters may impact our business and reputation. 

We are subject to extensive regulation, which can be costly, time consuming and can subject us to unanticipated delays; even 
after obtaining regulatory approval for some of our products and/or product candidates, those products and/or product candidates 
may still face regulatory difficulties.

The FDA regulatory approval process is lengthy and time-consuming, and we may experience significant delays in the clinical 
development and regulatory approval of our product candidates. 



•
•

•
•
•
•
•
•

•



Obtaining and maintaining regulatory approval of our product candidates in one jurisdiction does not mean that we will be 
successful in obtaining regulatory approval of our product candidates in other jurisdictions.

We are, and if we receive regulatory approval of our product candidates, will continue to be subject to ongoing regulatory 
obligations and continued regulatory review, which may result in significant additional expense and we may be subject to penalties 
if we fail to comply with regulatory requirements or experience unanticipated problems with our product candidates.



•

•

•
•
•
•
•

•
•
•

•

•

•
•
•

If we fail to comply with federal and state healthcare and promotional laws, including fraud and abuse and information 
privacy and security laws, we could face substantial penalties and our business, financial condition, results of operations, and 
prospects could be adversely affected.





Coverage and reimbursement may be limited or unavailable in certain market segments for our product candidates, which 
could make it difficult for us to sell our product candidates profitably.

•
•
•
•
•



•
•
•
•
•



We are subject to new legislation, regulatory proposals, and healthcare payor initiatives that may increase our costs of 
compliance, and adversely affect our ability to market our products, obtain collaborators, and raise capital. 



Governments outside the U.S. tend to impose strict price controls, which may adversely affect our revenues, if any. 

Our employees, independent contractors, consultants, commercial partners and vendors may engage in misconduct or other 
improper activities, including noncompliance with regulatory standards and requirements.



We may be involved in lawsuits to protect or enforce our patents or the patents of our licensors, or lawsuits accusing our 
products of patent infringement, which could be expensive, time-consuming and unsuccessful.

We may incur substantial costs as a result of litigation or other proceedings relating to patent and other intellectual property 
rights.

Issued patents covering our product candidates could be found invalid or unenforceable if challenged in court or the USPTO.



If we are unable to protect our proprietary rights, we may not be able to compete effectively or operate profitably.

We cannot prevent other companies from licensing most of the same intellectual properties that we have licensed or from 
otherwise duplicating our business model and operations.



The use of our technologies could potentially conflict with the rights of others.

Changes in U.S. patent law could diminish the value of patents in general, thereby impairing our ability to protect our 
products.

We have limited foreign intellectual property rights and may not be able to protect our intellectual property rights throughout 
the world.



We may be subject to claims that our employees, consultants or independent contractors have wrongfully used or disclosed 
confidential information of third parties.

Our officers, directors and principal stockholders own a substantial percentage of our stock and will be able to exert significant 
control over matters subject to stockholder approval.

Our stock price may be volatile, and our stockholders’ investment in our stock could decline in value. 

•
•

•
•
•
•
•
•
•
•
•
•
•
•

You may experience future dilution as a result of future equity offerings or other equity issuances. 



Future sales of our common stock in the public market could cause our stock price to fall. 

If equities or industry analysts do not publish research or reports about our company, or if they issue adverse or misleading 
opinions regarding us or our stock, our stock price and trading volume could decline. 

If we fail to maintain an effective system of internal control over financial reporting, we may not be able to accurately report 
our financial results. As a result, we could become subject to sanctions or investigations by regulatory authorities and/or stockholder 
litigation, which could harm our business and have an adverse effect on our stock price.

We are, and in the future may be, subject to federal or state securities or related legal actions that could adversely affect our 
results of operations and our business. 



Our Board of Directors could issue one or more additional series of preferred stock without stockholder approval with the 
effect of diluting existing stockholders and impairing their voting and other rights.

We do not anticipate paying cash dividends for the foreseeable future, and therefore investors should not buy our stock if they 
wish to receive cash dividends.

Provisions in our corporate charter documents and under Delaware law may prevent or frustrate attempts by our stockholders 
to change our management and hinder efforts to acquire a controlling interest in us, and the market price of our common stock may 
be lower as a result.

Our certificate of incorporation, as amended, designates the Court of Chancery of the State of Delaware as the sole and 
exclusive forum for certain types of actions and proceedings that may be initiated by our stockholders, which could limit our 
stockholders’ ability to obtain a favorable judicial forum for disputes with us or our directors, officers or employees. 



Provisions in our amended and restated bylaws could limit our stockholders’ ability to obtain a favorable judicial forum for 
disputes with us or our directors, officers or employees.



Our internal computer systems, or those used by 
our contract research organizations or other contractors or consultants, may fail or suffer security breaches We are dependent 
on information technology, systems, infrastructure and data

  

• Board of Directors 

• Management 

San Carlos Headquarters Lease 



Commercial Manufacturing Facility Agreement 

i i

Tampa Lease 

Philadelphia Office Lease 

Netherlands Office Lease 





The following discussion and analysis of our results of operations and financial condition should be read in conjunction with our 
financial statements and the notes to those financial statements that are included elsewhere in this report. Our discussion includes 
forward-looking statements based upon current expectations that involve risks and uncertainties, such as our plans, objectives, 
expectations and intentions. Actual results and the timing of events could differ materially from those anticipated in these forward-
looking statements as a result of a number of factors, including those set forth under the “Business” section and elsewhere in this report. 
We use words such as “may,” “will,” “might,” “could,” “would,” “should,” “expect,” “intend,” “plan,” “anticipate,” “believe,” 
“estimate,” “predict,” “project,” “aim,” “potential,” “continue,” “ongoing,” “goal,” “forecast,” “guidance,” “outlook,” or the 
negative of these terms or other similar expressions to identify forward-looking statements, although not all forward-looking statements 
contain these words. All forward-looking statements included in this report are based on information available to us on the date hereof 
and, except as required by law, we assume no obligation to update any such forward-looking statements. 



Be the global leader in innovating, developing and delivering TIL cell therapy 

Successfully commercialize our lead product Amtagvi™ for the treatment of post-anti-PD-1 advanced melanoma 
 

•

•
•
•



Prepare for commercial manufacturing to meet forecasted demand 

i

i

i
i i

i

i

i

U.S. Commercial Launch of the First TIL Cell Therapy in Advanced Melanoma 

•

•



•

 
TIL Cell Therapy Clinical Development in Advanced, Metastatic or Unresectable Solid Tumor Cancers

•

•

•

•

•



Next-Generation TIL Therapy Product Candidates 

• Genetic modifications:

• Potency:

• New treatment regimens:

Intellectual Property 

 



Cost of sales 
 

Research and development 
 

Selling, general and administrative 
 



Cost of sales

Research and development expense 

i
i

i



Selling, general and administrative expense

 

 



 

 
Research and development expense 

i



Selling, general and administrative expense 



Corporate Capitalization  



Cash Flows 

Operating Activities 

i



Investing Activities 

Financing Activities 





Asset Acquisitions

Income Taxes

Intangible Assets

Revenue Recognition

Revenue from Contracts with Customers

 
Accrued Research and Development Costs 



Interest Rate Risk 

 



Inflation Risk 

 
Foreign currency exchange risk 

(a)  Evaluation of Disclosure Controls and Procedures: 

(b)  Management’s Annual Report on Internal Control Over Financial Reporting: 

Internal Control—Integrated Framework 
2013



(c)  Changes in Internal Control Over Financial Reporting: 

















Description of the 
Matter 

 
How We Addressed 
the Matter in Our 
Audit 



Description of the 
Matter 

 
How We Addressed 
the Matter in Our 
Audit 















General Organization and Business 

Liquidity 



Concentrations of Risk 

Cash, Cash Equivalents, and Investments 

Restricted Cash 

i



Asset Acquisitions 
 

Inventory and Cost of Sales 
 

Trade Accounts Receivable 
 

Intangible Assets  
 



Leases 

Property and Equipment, net 
 

Fair Value Measurements 



Revenue Recognition 

Stock-Based Compensation 



Accrued Research and Development Costs 



Selling, general and administrative expense 

 

Income Taxes 

 

Net Loss per Share 

*on an as-converted basis 



Use of Estimates 

Principles of Consolidation 

Foreign Currency Translation 

 

Segment Reporting 

Concentrations 

Recent Accounting Standards Issued But Not Yet Adopted 



  



Recurring Fair Value Measurements 







i

Common Stock 

Public Offerings 



At the Market Offering Program 

Preferred Stock 

Series A Convertible Preferred Stock 



Series B Convertible Preferred Stock 

Equity Incentive Plans 



Stock Options 

Employee Stock Purchase Plan 



Restricted Stock Units and Performance Restricted Stock Units 
 

 
Stock-Based Compensation 



Expected Term (Years)

Expected Volatility

Risk-Free Interest Rate

Expected Dividend Yield

Forfeiture Rate





Cooperative Research and Development Agreement (the “CRADA”) 



Patent License Agreement Related to the Development and Manufacture of TIL Cell Therapies 



Exclusive Patent License Agreement Related to TIL Selection 

Research Collaboration and Clinical Grant Agreements with Moffitt 

Exclusive License Agreements with Moffitt 



Strategic Alliance Agreement 

First WuXi Manufacturing and Services Agreement 

Second WuXi Manufacturing and Services Agreement 

 



. 

i



 



Other information 



Solomon Capital, LLC, Solomon Capital 
401(K) Trust, Solomon Sharbat and Shelhav Raff v. Lion Biotechnologies, Inc.

Solomon Capital, LLC, Solomon Capital 401(K) Trust, Solomon Sharbat and Shelhav Raff v. Iovance Biotherapeutics, Inc., f/k/a/ 
Lion Biotechnologies Inc. f/k/a/ Genesis Biopharma Inc., and Manish Singh



FDA Approval of Amtagvi™ (lifileucel) 

Public Offering
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A copy of the Company’s annual 
report to the Securities and Exchange 
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available without charge upon written 
request to Iovance Biotherapeutics at 825 
Industrial Road, Suite 400, San Carlos, CA 
94070 or via the Company’s website at 
www.iovance.com.

ANNUAL MEETING
Iovance will hold its Annual Meeting of 
Stockholders virtually, via live webcast, at  
11:00 a.m. EDT on Tuesday, June 11, 2024. 
Visit www.cstproxy.com/iovance/2024 to 
participate.

SAFE HARBOR
This annual report contains certain 
forward-looking statements. For a 
discussion of forward-looking statements, 
please see Part 1, Item 1 of our annual 
report on Form 10-K for 2023.
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