


The progress of the past year advancing our 5x30 strategy 
has strengthened our foundation and outlook for growth. With 
a robust commercial portfolio, expanding global partnerships, 
strong financial performance, and a pipeline entering a 
data‑rich period, I believe Pacira is positioned for meaningful 
and sustained success in 2026 and beyond.”
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2025 was a transformative year for Pacira, one defined by strategic 
clarity and meaningful progress on our strategy. We enter 2026 
stronger than at any point in our history, guided by our mission 
to deliver innovative, non‑opioid pain management therapies 
to transform the lives of patients. With high‑quality commercial 
partnerships, durable revenue growth, and an emerging pipeline 
of category‑defining assets, we believe we are exceptionally well 
positioned to execute our vision and create long‑term value.

Advancing Our 5x30 Strategy 
In January 2025, we introduced our 5x30 strategy, a focused, five‑
pillar plan designed to grow our existing commercial business and 
build a more balanced portfolio of revenue by 2030. This strategy 
will help Pacira deliver shareholder value in the near‑and long‑term. 
One year into execution, I am proud to report that the strategy is 
working. In many areas, we are not only on track, but ahead of 
schedule.

Our five objectives: patients served, product revenue, profitability, 
pipeline advancement, and partnerships, serve as the backbone 
of our long‑term plan. In 2025, we made significant strides across 
these pillars:

• Patients Served: Treated over 2.5 million patients in 2025, 
reinforcing our trajectory toward helping 3 million patients 
annually by 2030. 

• Product Revenue: Achieved EXPAREL year‑over‑year volume 
growth of 6.2% in 2025, driven by second half growth improving 
to 8.0%, up from 3.6% in 2024. This momentum marks tangible 
progress toward our goal of double‑digit compounded annual 
topline growth. Furthermore, we strengthened the long‑term 
durability of the franchise through key intellectual property (IP) 
milestones, including a favorable volume‑limited settlement of a 
multi‑year EXPAREL patent infringement lawsuit.

• Profitability: Delivered record‑high 2025 GAAP and non‑GAAP 
gross margins of 79% and 81%(1) , respectively, and remain on 
track to deliver a five‑percentage point improvement over our 
2024 baseline(1).

• Pipeline: Advancing two promising Phase 2 clinical programs, 
PCRX‑201, our novel locally administered gene therapy for 
osteoarthritis (OA), and our recently in‑licensed asset PCRX‑
2002, a complementary, long‑acting, ropivacaine‑based, local 
analgesic for postsurgical pain – placing us on course for our 
goal of five novel programs by 2030.

• Partnerships: Expanded our commercial reach both inside and 
outside the U.S. by signing strategic collaborations with Johnson 
& Johnson MedTech and LG Chem – advancing us toward our 
goal of five partnerships by 2030.

In short, the 5x30 plan has moved from framework to execution. 
I am confident Pacira today is more agile, focused, and better 
equipped to deliver long‑term value.

EXPAREL: Positioned for Sustained, Steady Growth 
Our commercial performance in 2025 reflects the impact of 
focused strategic execution, improved payer access, and the 
adoption of best‑practice, non‑opioid pain management across 
care settings.

2025 marked a critical inflection point for EXPAREL as we 
expanded coverage of total lives reimbursed outside the surgical 
bundle to 102 million across Medicare and commercial payors.

We had an active role in advocating for the NOPAIN Act, 
which took effect in January 2025, and is reshaping billing and 
reimbursement dynamics and expanding access to proven 
opioid‑sparing solutions, including EXPAREL. 

On the intellectual property (IP) front, in April 2025, we reached 
a favorable, volume‑limited settlement, giving EXPAREL runway 
visibility through 2039. Complementing this, we expanded our 
IP estate to 21 “Orange‑Book” listed patents across two families 
protecting the EXPAREL franchise from generic challengers. This is 
a dramatic evolution from the single patent we litigated in 2024. 

We also saw clear volume‑based growth in the second half of 
2025 as awareness, education, and payer policies aligned to 
broaden EXPAREL adoption across all sites of care. With stronger 
coverage, streamlined Group Purchasing Organization contracting 
and improved access, we believe EXPAREL is firmly positioned to 
deliver steady, durable growth in 2026 and beyond.

Importantly, while we are confident in the strength of our growing 
patent estate and will continue to defend it vigorously, we 
acknowledge that patent litigation and subsequent appeals typically 
take a few years, and the ultimate outcome cannot be guaranteed. 
Our 5x30 strategy is intentionally structured to protect our IP and 
invest for future growth through our development engine.
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Keep the patient at the center

Follow the science

Treat our people well

GUIDING PRINCIPLES

VALUES

Every day, we are 
determined to achieve 
the extraordinary

Integrity is the foundation 
of who we are
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MISSION

We deliver innovative 
non-opioid pain 
therapies to transform 
the lives of patients
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SUMMARY OF RISK FACTORS

This risk factor summary includes those risks most material to our business, financial condition, results of operations or 
prospects. A full discussion of the risks outlined in this summary, as well as those risks not outlined below, appear in Part I, 
Item 1A. Risk Factors in this Annual Report.

•    Our success depends primarily on our ability to successfully commercialize EXPAREL® (bupivacaine liposome injectable 
suspension) and ZILRETTA® (triamcinolone acetonide extended-release injectable suspension).

•    Our efforts to successfully commercialize EXPAREL and ZILRETTA are subject to many internal and external 
challenges.

•    That the commercial success of our products may be severely hindered if we are unable to achieve and maintain adequate 
levels of third-party payer coverage and reimbursement for the products we offer, on reasonable pricing terms.

•    The significant competition we face from other pharmaceutical, medical device and biotechnology companies.
•    The regulatory approval for any approved product being limited to those specific indications and conditions for which 

clinical safety and efficacy have been demonstrated, and risks related to allegations of our failure to comply with such 
approved indications.

•    Our inability to establish and maintain effective marketing and sales capabilities or enter into agreements with third 
parties to market and sell our products.

•    Our reliance on third parties to perform many essential services for EXPAREL, ZILRETTA and iovera®° and the fact that 
we will rely on third parties for any other products that we commercialize.

•    That we may need to increase the size of our organization and effectively manage our sales force, and we may experience 
difficulties in managing such growth.

•    Our inability to manage our business effectively if we are unable to attract and retain key personnel.
•    The potential product liability exposure we may face.
•    Our failure to manufacture our products in sufficient quantities and at acceptable quality and pricing levels, or to fully 

comply with CGMP (as defined below).
•    That we may need to expand our manufacturing operations or outsource such operations to third parties.
•    Our inability to continue manufacturing adequate quantities of our products.
•    That our co-production and other agreements with Thermo Fisher (as defined below) may involve unanticipated expenses 

and delays.
•    Our reliance on third parties for the timely supply of specified raw materials and equipment for the manufacture of 

EXPAREL, ZILRETTA and iovera°.
•    That supply chain disruptions could interrupt product manufacturing and global logistics and increase product costs.
•    Our dependence on the global supply chain.
•    That our future growth depends—in part—on our ability to identify, develop, acquire or in-license products.
•    That we make substantial investments in research and development, or R&D, and if those investments are unsuccessful, it 

could materially adversely affect our business, financial condition and results of operations.
•    The use of hazardous materials in our business and that we must comply with environmental laws and regulations.
•    That any collaboration arrangements that we may enter into in the future may not be successful.
•    The expense, length and uncertain outcomes of our trials and if our trials fail to demonstrate the safety and efficacy of our 

drug products or medical devices, it could prevent or significantly delay obtaining regulatory approvals.
•    Our dependence on contract research organizations.
•    Our dependence on clinical investigators and clinical sites to enroll patients in our clinical trials and sometimes other third 

parties to manage the trials and to perform related data collection and analysis.
•    That we are subject to periodic litigation, which could result in losses or unexpected expense of time and resources.
•    Guidelines and recommendations published by various organizations could reduce the demand for or use of our products.
•    If it is determined that we are promoting or have in the past promoted the “off-label” use of our products.
•    Failure to receive regulatory approval for any of our product candidates, or any delay thereof.
•    The regulatory clearance process, which may result in substantial delays, unexpected or additional costs and other 

unforeseen factors and limitations on the types and uses of products we would be able to commercialize.
•    If it is determined that our products or any of our product candidates have undesirable side effects.
•    The substantial penalties we could face if we do not comply with federal, state and foreign laws and regulations relating to 

the healthcare business.
•    The highly regulated and technically complex design, development, manufacture, supply and distribution of our products.
•    Our failure to comply with the extensive regulatory requirements to which we and our products are subject.
•    If there is a failure to provide adequate coverage and payment rates for EXPAREL, ZILRETTA, iovera° or any future 

products, or if hospitals or ASCs (as defined below) choose to use alternative therapies that are less expensive.
•    Public concern regarding the safety of drug and medical device products.
•    That the patents and the patent applications that we have covering our pMVL (as defined below) products are limited and 

our market opportunity for our product candidates may be limited by the lack of patent protection for the active ingredient 
itself and other formulations and delivery technology and systems that may be developed by competitors.

•    That the patents and the patent applications that we have covering ZILRETTA are limited.
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•    That the patents and the patent applications that we have covering iovera° are limited.
•    That the patents and the patent applications that we have covering PCRX-201 are limited.
•    Our inability to protect our intellectual property rights and that all patents will eventually expire.
•    If we are sued for infringing the intellectual property rights of third parties.
•    That we may be subject to claims that our employees have wrongfully used or disclosed alleged trade secrets of their 

former employers.
•    Servicing our indebtedness, which requires a significant amount of cash, and that we may not have sufficient cash flow 

from our business to pay our substantial indebtedness.
•    That our Credit Agreement and the Indenture (each as defined below) each impose significant operating and financial 

restrictions on us and certain of our subsidiaries.
•    Our inability to raise the funds necessary to settle conversions of the 2029 Notes (as defined below) in cash and that our 

indebtedness may contain limitations on our ability to pay cash upon conversion of the 2029 Notes or limitations on our 
ability to repurchase the 2029 Notes.

•    Our indebtedness as well as the ability to meet payment obligations under our Credit Agreement and the 2029 Notes.
•    That despite our current level of indebtedness, we may be able to incur substantially more debt.
•    The significant losses we have incurred since our inception and that we may incur additional losses in the future.
•    A material impairment in the carrying value of intangible assets or goodwill.
•    That we may need additional funding and may be unable to raise capital when needed, which would force us to delay, 

reduce or eliminate our product development programs or commercialization efforts.
•    The potential significant fluctuations in our quarterly operating results.
•    Our inability to successfully integrate the businesses and personnel of acquired companies and businesses, and inability to 

realize the anticipated synergies and benefits of such acquisitions.
•    The use of our net operating loss carryforwards and R&D tax credits being limited.
•    The provisions of our charter documents and Delaware law that may have anti-takeover effects that could discourage an 

acquisition of us by others, even if an acquisition would be beneficial to our stockholders, and may prevent attempts by 
our stockholders to replace or remove our current management.

•    That the price of our common stock may be subject to significant fluctuations and volatility.
•    Our intention to not pay dividends on our common stock for the foreseeable future.
•    That raising additional funds by issuing securities would cause dilution to existing stockholders and that raising funds 

through lending and licensing arrangements may restrict our operations or require us to relinquish proprietary rights.
•    That future sales in the public market or issuances of our common stock could lower the market price for our common 

stock.
•    That repurchases of our common stock may not result in increased stockholder value and could adversely affect our 

liquidity or financial flexibility.
•    That our business has been, and could in the future be, negatively impacted by the actions of activist stockholders.
•    Risks related to cybersecurity threats and incidents.
•    Our failure to maintain the privacy and security of personal and business information.
•    Changes in data privacy and protection laws and regulations, particularly in Europe and the State of California.
•    Our ability to maintain and upgrade our enterprise resource planning system and other information technology systems as 

needed.
•    Risks and challenges that can impact our business related to the use of artificial intelligence.
•    A pandemic, epidemic or outbreak of a contagious disease, or fear of such an event.
•    That we may face risks related to corporate social responsibility issues.
•    Significant changes in the global climate, extreme weather conditions and water availability.
•    Our international operations, which expose us to numerous and sometimes conflicting legal and regulatory requirements.
•    Changes in global economic conditions, including, but not limited to, those driven by inflation and tariffs.
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Cautionary Note Regarding Forward-Looking Statements

This Annual Report on Form 10-K (the “Annual Report”) and certain other communications made by us contain forward-
looking statements within the meaning of Section 21E of the Securities Exchange Act of 1934, as amended (the “Exchange 
Act”), and the Private Securities Litigation Reform Act of 1995, including, without limitation, statements related to: the 
contributions of new directors; ‘5x30’, our growth and business strategy, our future outlook, the strength and efficacy of our 
intellectual property protection and patent terms, our future growth potential and future financial and operating results and 
trends, our plans, objectives, expectations (financial or otherwise) and intentions, including our plans with respect to the 
repayment of our indebtedness, anticipated product portfolio and product development programs, strategic alliances, plans with 
respect to the Non-Opioids Prevent Addiction in the Nation (“NOPAIN”) Act and any other statements that are not historical 
facts. For this purpose, any statement that is not a statement of historical fact should be considered a forward-looking statement. 
We often use the words “anticipate,” “believe,” “can,” “could,” “estimate,” “expect,” “intend,” “may,” “plan,” “project,” 
“should,” “will,” “would” and similar expressions to help identify forward-looking statements. We cannot assure you that our 
estimates, assumptions and expectations will prove to have been correct. Actual results may differ materially from these 
indicated by such forward-looking statements as a result of various important factors, including risks relating to, among others: 
risks associated with acquisitions, such as the risk that the acquired businesses and/or assets will not be integrated successfully, 
that such integration may be more difficult, time-consuming or costly than expected or that the expected benefits of the 
transaction will not occur; our manufacturing and supply chain, global and United States, or U.S., economic conditions 
(including tariffs, inflation and rising interest rates), and our business, including our revenues, financial condition, cash flows 
and results of operations; the success of our sales and manufacturing efforts in support of the commercialization of EXPAREL, 
ZILRETTA and iovera°; the rate and degree of market acceptance of EXPAREL, ZILRETTA and iovera°; the size and growth 
of the potential markets for EXPAREL, ZILRETTA and iovera° and our ability to serve those markets; our plans to expand the 
use of EXPAREL, ZILRETTA and iovera° to additional indications and opportunities, and the timing and success of any 
related clinical trials for EXPAREL, ZILRETTA, iovera° and any of our other product candidates, including but not limited to 
PCRX-201; the commercial success of EXPAREL, ZILRETTA and iovera°; the related timing and success of United States 
Food and Drug Administration supplemental New Drug Applications and premarket notification 510(k)s; the related timing and 
success of European Medicines Agency Marketing Authorization Applications; our plans to evaluate, develop and pursue 
additional product candidates utilizing our proprietary multivesicular liposome (“pMVL”) drug delivery technology or our 
proprietary high-capacity adenovirus (“HCAd”) vector platform; the approval of the commercialization of our products in other 
jurisdictions (by either us or our partners); clinical trials in support of an existing or potential pMVL-based product; our 
commercialization and marketing capabilities; our ability to successfully complete capital projects; the outcome of any 
litigation; the recoverability of our deferred tax assets; assumptions associated with contingent consideration payments; 
assumptions used for estimated future cash flows associated with determining the fair value of the Company; the anticipated 
funding or benefits of our share repurchase program; and factors discussed in Part I-Item 1A. Risk Factors.

The forward-looking statements included in this Annual Report represent our views as of the filing date of this Annual 
Report. Important factors could cause our actual results to differ materially from those indicated or implied by forward-looking 
statements, and as such we anticipate that subsequent events and developments will cause our views to change. Except as 
required by applicable law, we undertake no intention or obligation to update or revise any forward-looking statements, whether 
as a result of new information, future events or otherwise, and readers should not rely on the forward-looking statements as 
representing our views as of any date subsequent to the date of the filing of this Annual Report.

These forward-looking statements involve known and unknown risks, uncertainties and other factors that may cause our 
actual results, levels of activity, performance or achievements to differ materially from those expressed or implied by these 
statements. These factors include the matters discussed and referenced in Part I-Item 1A. Risk Factors.
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PART I

Item 1.    Business

References

Pacira BioSciences, Inc., a Delaware corporation, is the holding company for our California operating subsidiary named 
Pacira Pharmaceuticals, Inc. In March 2007, we acquired Pacira Pharmaceuticals, Inc. from SkyePharma Holdings, Inc. (now 
Vectura Group Limited, a subsidiary of Molex Asia Holdings, Ltd.), or Skyepharma (the “Skyepharma Acquisition”). In April 
2019, we acquired MyoScience, Inc., a privately held medical technology company (the “MyoScience Acquisition”), in 
November 2021, we acquired Flexion Therapeutics, Inc., or Flexion, a publicly traded biopharmaceutical company (the 
“Flexion Acquisition”) and in February 2025, we acquired GQ Bio Therapeutics GmbH, or GQ Bio, a privately-held 
biopharmaceutical company (the “GQ Bio Acquisition”). Unless the context requires otherwise, references to “Pacira,” “we,” 
the “Company,” the “Registrant,” “us” and “our” in this Annual Report refers to Pacira BioSciences, Inc., a Delaware 
corporation, and its subsidiaries.

Corporate Information

We were incorporated in Delaware under the name Blue Acquisition Corp. in December 2006 and changed our name to 
Pacira, Inc. in June 2007. In October 2010, we changed our name to Pacira Pharmaceuticals, Inc. and in April 2019, we 
changed our name to Pacira BioSciences, Inc. Our principal executive offices and corporate headquarters are located in 
Brisbane, California.

Trademarks and Service Marks

Pacira®, EXPAREL®, ZILRETTA®, iovera®°, the Pacira logo and other trademarks or service marks of Pacira appearing in 
this Annual Report are the property of Pacira, and when first used in each part of this Annual Report, include the ® symbol.

This Annual Report contains additional trade names, trademarks and service marks of other companies, which may or 
may not appear with the ® or ™ symbol. The absence of these symbols does not in any way imply that the respective owner(s) 
will not assert their rights to such marks to the fullest extent under applicable law. Our use of trademarks or trade names of 
other companies should not suggest any endorsement, sponsorship or other relationship with or by such companies.

Overview

Our mission is to deliver innovative, non-opioid pain therapies to transform the lives of patients. We have three 
commercialized non-opioid treatments: EXPAREL® (bupivacaine liposome injectable suspension), ZILRETTA® (triamcinolone 
acetonide extended-release injectable suspension) and iovera®°. EXPAREL—our flagship product—is a long-acting, local 
analgesic currently approved for postsurgical pain management. ZILRETTA is an extended-release, intra-articular, or IA 
(meaning in the joint), corticosteroid injection indicated for the management of osteoarthritis, or OA, knee pain. iovera° is our 
novel, handheld device for delivering immediate, long-acting, drug-free pain control using precise, controlled doses of cold 
temperature to a targeted nerve. We are also advancing an innovative pipeline that includes PCRX-201 (enekinragene 
inzadenovec), a novel, locally administered gene therapy that is in Phase 2 clinical development for the treatment of OA of the 
knee. PCRX-201 is the lead program from our proprietary high-capacity adenovirus, or HCAd, vector platform, which enables 
local administration of genetic medicines and has the potential to unlock gene therapy for large prevalent diseases affecting 
millions of people.

Strategy

In January 2025, we launched our new 5x30 strategic growth plan (“5x30”) to accelerate our transition into an innovative 
biopharmaceutical and therapeutic area leader in musculoskeletal pain and adjacencies. The 5x30 plan focuses on five key 
objectives that we intend to achieve by 2030: (i) deliver our products to more than three million patients annually; (ii) grow 
product revenues by a double-digit compounded annual growth rate; (iii) achieve a five percentage-point improvement in gross 
margins over 2024; (iv) advance an innovative pipeline with at least five programs in clinical development and (v) establish five 
partnerships—including pipeline and commercial agreements.

Since 5x30 was introduced, we have already made significant progress towards our long-term objectives. In 2025, we 
reached 2.5 million patients; volume trends show we are moving towards our goal of double-digit topline growth; we are on 
track for a five-percentage point improvement in gross margins through enhanced manufacturing efficiencies; progress has been 
made in the pipeline with new preclinical programs; and we have added two strategic partnerships, one for each of EXPAREL 
and ZILRETTA.

2025 Annual Report on Form 10-K   |   5    



Product Portfolio and Product Candidate Pipeline

Our current product portfolio and product candidate pipeline, along with anticipated milestones over the next 12 to 18 
months, are summarized in the table below:

Our Commercial Products

EXPAREL (bupivacaine liposome injectable suspension)

EXPAREL was approved by the FDA in October 2011 and was commercially launched in the U.S. in April 2012. 
EXPAREL is a long-acting, non-opioid proven to manage postsurgical pain. EXPAREL consists of bupivacaine, an amide-type 
local anesthetic, encapsulated in our pMVL drug delivery technology, which delivers bupivacaine over time for extended 
analgesia. It is the only product indicated for local analgesia via infiltration in patients aged six years and older and regional 
analgesia via interscalene brachial plexus nerve block, sciatic nerve block in the popliteal fossa, and adductor canal block in 
adults (safety and efficacy have not been established in other nerve blocks). In November 2020, the European Commission, or 
EC, granted marketing authorization for EXPAREL as a brachial plexus block or femoral nerve block for treatment of post-
operative pain in adults, and as a field block for treatment of somatic post-operative pain from small- to medium-sized surgical 
wounds in adults and children aged six years and older.
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We believe EXPAREL addresses a significant medical need for a safe and effective long-acting non-opioid postsurgical 
analgesic and plays a significant role in opioid minimization strategies. EXPAREL is designed for recovery with minimal 
opioid use by: (i) delivering targeted local analgesia at the surgical site; (ii) reliably releasing bupivacaine over time for 
prolonged analgesia; (iii) eliminating the need for catheters and pumps that may hinder recovery and (iv) providing long-lasting 
pain control while reducing the need for opioids. 

Net product sales of EXPAREL were $575.1 million, $549.0 million and $538.1 million for the years ended December 31, 
2025, 2024 and 2023, respectively. For the years ended December 31, 2025, 2024 and 2023, net product sales of EXPAREL 
accounted for 79%, 78% and 80% of our total revenues, respectively.

ZILRETTA (triamcinolone acetonide extended-release injectable suspension)

ZILRETTA is the first and only extended-release, single-shot corticosteroid IA injection therapy for OA knee pain. 
ZILRETTA employs a proprietary, extended-release microsphere technology combining triamcinolone acetonide, or TA, a 
commonly administered, immediate-release corticosteroid, with a poly lactic-co-glycolic acid, or PLGA, matrix to provide 
extended pain relief. PLGA is a proven extended-release delivery vehicle that is metabolized to carbon dioxide and water as it 
releases drug in the IA space. The ZILRETTA microspheres slowly and continuously release TA into the knee to provide 
significant pain relief for 12 weeks, with some people experiencing pain relief through 16 weeks. ZILRETTA was approved by 
the FDA in October 2017 and launched in the U.S. shortly thereafter.

Net product sales of ZILRETTA were $116.6 million, $118.1 million and $111.1 million, for the years ended December 
31, 2025, 2024 and 2023, respectively.

iovera°

The iovera° system is a non-opioid handheld cryoanalgesia device used to deliver precise, controlled doses of cold 
temperature to targeted nerves to produce an immediate, long-lasting neurolytic block that interrupts the pain-transmitting 
signals of a peripheral nerve. The effect on the nerve is temporary, providing months of pain relief until the nerve regenerates 
and function is restored over time. The structural components of the nerve are not affected by iovera° treatment.

It is FDA 510(k) cleared in the U.S., has a CE mark in the European Union, or E.U., and is cleared for marketing in 
Canada for the blocking of pain. The iovera° system is highly complementary to EXPAREL and ZILRETTA as a locally 
administered, non-opioid therapy that alleviates pain using a non-pharmacological nerve block to disrupt pain signals being 
transmitted to the brain from the site of injury or surgery. It is also indicated for the relief of pain and symptoms associated with 
arthritis of the knee for up to 90 days. Net product sales of iovera° were $24.2 million, $22.8 million and $19.7 million for the 
years ended December 31, 2025, 2024 and 2023, respectively.

EXPAREL Clinical Benefits

We believe EXPAREL can replace the use of bupivacaine delivered via elastomeric pumps as the foundation of a 
multimodal regimen for long-acting postsurgical pain management. Based on our clinical data, EXPAREL:

• provides long-lasting local or regional analgesia;

• is a ready-to-use formulation;

• expands easily with saline or lactated Ringer’s solution to reach a desired volume;

• can be administered for local analgesia via infiltration and for regional analgesia via field block, as well as 
brachial plexus nerve block, sciatic nerve block in the popliteal fossa and adductor canal block; and

• facilitates treatment across a variety of surgical sites.

We believe EXPAREL is a key component of long-acting postsurgical pain management regimens that reduce the need 
for opioids. Based on our clinical studies as well as data from robust, retrospective real-world published studies, EXPAREL is 
associated with significantly reduced opioid use, fewer emergency department visits and shorter length of stay while improving 
postsurgical pain management.

In our Phase 3 hemorrhoidectomy trial, EXPAREL:

• delayed the median time to opioid rescue medication to 15 hours for patients treated with EXPAREL versus one 
hour for patients treated with placebo;

• significantly increased the percentage of patients requiring no opioid rescue medication through 72 hours post-
surgery to 28%, compared to 10% for placebo;

• resulted in 45% less opioid usage through 72 hours post-surgery compared to placebo; and

• increased the percentage of patients who were pain free at 24 hours post-surgery compared to placebo.
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In our Phase 3 trial as an interscalene brachial plexus nerve block for upper extremity surgeries, EXPAREL:

• decreased total opioid consumption by 78% (p<0.01) from zero to 48 hours after surgery;

• reduced pain scores by 46% versus placebo (p<0.01); and

• allowed 13% of patients who received EXPAREL to remain opioid-free for 48 hours after surgery (p<0.01) 
compared to one opioid-free patient in the placebo arm.

In our Phase 3 trial as an adductor canal block in patients undergoing total knee arthroplasty, or TKA, EXPAREL:

• achieved the primary endpoint by significantly reducing cumulative pain scores from zero to 96 hours after 
surgery compared with bupivacaine HCl (p<0.01); and

• achieved its secondary endpoint with a statistically significant reduction in postsurgical opioid consumption 
through 96 hours (p<0.01) compared with bupivacaine HCl.

In our Phase 3 trial as a sciatic nerve block in the popliteal fossa in patients undergoing bunionectomy, EXPAREL:

• achieved the primary endpoint by significantly reducing cumulative pain scores from zero to 96 hours after 
surgery compared with bupivacaine HCl (p<0.01); and

• achieved its secondary endpoints with statistically significant reductions in postsurgical opioid consumption 
through 96 hours (p<0.01) and the percentage of opioid-free subjects (p<0.01) compared with bupivacaine HCl.

EXPAREL can improve patient satisfaction and outcomes. We believe EXPAREL:

• provides effective pain control without the need for expensive and difficult-to-use delivery technologies that 
extend the duration of action for bupivacaine, such as elastomeric pumps, or opioids administered through 
patient-controlled analgesia, or PCA, when used as part of a multimodal postsurgical pain regimen;

• reduces the need for patients to be constrained by elastomeric pumps and PCA systems, which are barriers to 
earlier ambulation and may introduce catheter-related issues, including infection; and

• promotes maintenance of early postsurgical pain management, which may reduce the time to discharge.

Key EXPAREL Markets

Orthopedics

EXPAREL is used across multiple orthopedic procedures, including joint reconstruction, shoulder, spine, extremity 
procedures, and hip fractures. In November 2023, the FDA approved our supplementary New Drug Application, or sNDA, to 
expand the EXPAREL label to include administration in adults as an adductor canal block and a sciatic nerve block in the 
popliteal fossa. An adductor canal block is used for anesthesia and analgesia for surgeries of the knee, medial lower leg and 
ankle. A sciatic nerve block in the popliteal fossa is used for anesthesia and analgesia for foot, ankle, Achilles tendon and other 
lower leg surgeries. These new indications provide additional flexibility in the use of EXPAREL as a regional analgesic for 
more than three million lower extremity procedures annually, further increasing the utility of EXPAREL for major orthopedic 
procedures. 

Total joint arthroplasties are expected to grow rapidly in the coming years with a significant migration of these procedures 
from the inpatient hospital setting to outpatient sites of care. EXPAREL-based regional analgesia as part of multimodal pain 
management protocols in enhanced recovery after surgery, or ERAS, pathways is supporting this surgical migration. The 
clinical and economic benefits of EXPAREL in total joint arthroplasty procedures have been demonstrated in clinical studies 
with EXPAREL use associated with significant reductions in opioid consumption, well-controlled pain management, shorter 
recovery time, same-day discharge to home and high patient satisfaction.

EXPAREL administered as a brachial plexus nerve block is a key and growing part of our business. An EXPAREL 
brachial plexus block provides pain coverage for the upper quadrant for use in rotator cuff, shoulder arthroplasty, elbow, wrist 
and hand procedures. Like other regional field blocks, anesthesiologists see the strong advantages of using interscalene brachial 
plexus blocks as a vehicle for shifting procedures to the outpatient setting by replacing antiquated pumps and catheters, which 
often become dislodged and prevent a procedure from taking place in a 23-hour site of care. Additionally, EXPAREL 
reimbursement is improving as payers and self-insured employers continue to drive the shift from inpatient to outpatient care 
for a variety of surgeries.

EXPAREL is being adopted in an increasing number of spine surgeries as a key component of a multimodal pain 
management solution enabling rapid recovery after surgery and a reduced reliance on opioids, which have been the mainstay in 
postsurgical pain control in the spine area for decades. Two important patient groups are driving the spine market: first, 
pediatric cases, like adolescent scoliosis patients, who are undergoing highly invasive surgeries and who until very recently 
only had opioids available to treat their pain, and second, adult degenerative patients who are often coming into surgery opioid-
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tolerant and who may have already had multiple back surgeries. Managing postsurgical pain in these adult degenerative patients 
can be challenging due to their established opioid tolerance, but by utilizing EXPAREL, healthcare providers can control their 
pain with a non-opioid approach, and when feasible based on surgical intervention and patient characteristics, move many 
historical inpatient procedures to the 23-hour stay environment. 

Abdominal and Colorectal

A variety of truncal blocks are used in abdominal and colorectal procedures. Transversus abdominis plane, or TAP, and 
erector spinae plane blocks represent a significant market where EXPAREL is providing long-acting pain control for abdominal 
and colorectal surgeries and supporting the migration of these procedures to the 23-hour setting. We expect EXPAREL field 
blocks will continue to be the foundation of enhanced recovery protocols across various abdominal and colorectal procedures.

Women’s Health

There is a significant and growing demand among women for managing pain with non-opioid options. Opioid addiction in 
women is growing at an alarming rate and studies have shown that women are 40 percent more likely than men to become 
newly persistent users of opioids following surgery. Women’s Health is a key target market as anesthesia-driven EXPAREL-
based TAP and pectoralis blocks take hold as institutional protocol for Cesarean section, abdominoplasty, gynecologic 
oncology, mastectomy and breast reconstruction procedures.

Cardiothoracic 

Cardiothoracic surgery is considered one of the most painful types of surgical procedures for both open and minimally 
invasive procedures. As a result, opioids are widely used but are often inadequate. Pain may persist for prolonged periods 
following surgery with 35 percent of patients reporting persistent thoracic pain one year post cardiac surgery. Opioids are used 
extensively after cardiothoracic surgery and nearly one in ten patients will continue to use opioids over 90 days after surgery. 
Regional anesthesia approaches have been evolving, with EXPAREL replacing thoracic epidurals as an alternative method of 
producing long-lasting postsurgical analgesia.

Pediatrics

In March 2021, the FDA approved our sNDA to expand the EXPAREL label to include use in patients six years of age 
and older for single-dose infiltration to produce postsurgical local analgesia. EXPAREL is the first and only FDA-approved 
long-acting local analgesic for the pediatric population as young as age six. In November 2022, both the EMA’s Committee for 
Medicinal Products for Human Use, or CHMP, and the Medicines and Healthcare Products Regulatory Agency, or MHRA, 
approved marketing authorization for an expanded indication of EXPAREL to include use in children aged six years and older 
as a field block for treatment of somatic post-operative pain from small- to medium-sized surgical wounds.

Opioids, short-acting local anesthetics and catheter-based devices have been the historical mainstay in pediatric 
postsurgical pain management despite safety implications and limited studies in children. The risks and complications of adult-
based pain management approaches may be magnified in children with 50 percent of children reporting moderate to severe pain 
in the hospital after surgery and 20 percent of children reporting chronic pain 12 months after surgery.

EXPAREL is redefining the paradigm of care for postsurgical pain management in children as the market’s only clinically 
proven safe alternative for long-acting, non-opioid postsurgical pain control in children aged six and over. There are 
approximately one million pediatric procedures per year in the U.S. We are working with prominent thought leaders who are 
providing a rapid transfer of best-practice for establishing EXPAREL-based protocols as the new standard of care.

Third Molar (Wisdom Tooth) Procedures

Third molar (wisdom tooth) extractions are among the most common dental procedures in the U.S. and are performed in 
up to 5 million patients every year. Oral surgery, including third molar extraction, is associated with a defined period of pain 
and discomfort that traditionally leads to prescriptions for opioids. A large retrospective review of the Medicaid database found 
that of 2.8 million patients who underwent surgical tooth extraction, 1.2 million—or roughly 42 percent—filled a prescription 
for opioids within seven days after surgery, with a median of 120 morphine milligram equivalents dispensed per patient. A 
study of the effect of EXPAREL on postoperative opioid prescribing after third molar extraction showed that patients who 
received EXPAREL were prescribed significantly fewer opioids, including refills, compared to those who did not receive 
EXPAREL. The study, A Retrospective Cross-Sectional Study of the Effect of Liposomal Bupivacaine on Postoperative Opioid 
Prescribing After Third Molar Extraction, was published in The Journal of Oral and Maxillofacial Surgery in July 2021. In this 
retrospective analysis, researchers reviewed data from 600 patients who underwent third molar extractions between 2012 and 
2018. De-identified data from 300 patients who received EXPAREL were compared to data from 300 patients who did not 
receive an infiltration of EXPAREL. Data from two outpatient oral surgery centers were included in this analysis. Patients in 
the EXPAREL treatment group received:

• 59 percent fewer opioids, including refills, compared to patients in the non-EXPAREL group (p<0.0001)

2025 Annual Report on Form 10-K   |   9    



• Fewer additional opioid prescriptions compared to the non-EXPAREL group (3.3% of patients required a refill vs. 
7.7% of patients, respectively)

EXPAREL Opioid-Sparing and Economic Benefits

Retrospective, real-world studies highlight EXPAREL’s opioid-sparing and economic benefits:

• In December 2025, the Journal of Knee Surgery published a comprehensive, narrative review outlining strategies for 
reducing opioid use for TKA postoperative pain via a tiered, perioperative, multimodal pain management regimen 
that does not compromise patient comfort or recovery. This regimen is derived from clinical strategy, supportive 
policy (e.g., the NOPAIN Act), and data infrastructure (e.g., our Innovations in Genicular Outcomes Research 
registry).

• In October 2025, the Journal of Arthroplasty published a retrospective, observational cohort study leveraging 
IQVIA’s New Data Warehouse data from patients undergoing TKA at the top 50 outpatient ambulatory surgical 
centers, or ASCs, with medium-to-high volume liposomal bupivacaine, or LB, use between 2017 and 2024. 
Propensity score matching was used to create comparable groups; LB and non-LB cohorts each had 2,307 patients. 
No differences were reported. LB resulted in significantly fewer opioid-treated days at 360 days post-surgery (but not 
at 30 or 90 days), fewer physical therapy and occupational therapy visits (all 3 timepoints) and lower total healthcare 
and pain-related costs.

• In June 2025, the Journal of Medical Economics published a retrospective, observational cohort study utilizing data 
from Medicare Fee for Service (FFS) beneficiaries undergoing the top 100 hospital outpatient hospital outpatient 
department, or HOPD, surgical procedures between 2019 and 2023. Cohorts included LB (n=275,048) and non-LB 
(n=2,710,846) analgesia recipients. Unknown bias in claims data analysis was corrected using propensity score 
weighting techniques. LB use resulted in significantly decreased emergency department and short-term acute-care 
hospitals (STACH) admissions and reduced the number of opioid prescription fills and probability of mortality. LB 
also reduced beneficiary expenditures and total Medicare expenditures. The only exception to these reductions was 
the increase in HOPD expenditures for the LB cohort, which may have been caused by variation in facility charges.

ZILRETTA Clinical Benefits

ZILRETTA combines TA with a proprietary, extended-release microsphere technology to administer extended therapeutic 
concentrations in the joint and persistent analgesic effect.

Based on the strength of its pivotal and other clinical trials, we believe that ZILRETTA represents an important treatment 
option for the millions of patients in the U.S. in need of safe and effective extended relief from OA knee pain. The pivotal 
Phase 3 trial showed that ZILRETTA significantly reduced OA knee pain for 12 weeks, with some people experiencing pain 
relief through 16 weeks. We believe that ZILRETTA holds the potential to become the corticosteroid of choice given its high 
patient satisfaction, with up to four months of reliable OA knee pain relief and fewer office visits. ZILRETTA also has a strong 
safety and pharmacokinetic profile. It remains localized in the knee, which allows for fewer systemic effects, including 
significantly lower hypoglycemia. This represents a meaningful opportunity as 14 percent of patients with OA also have 
diabetes. It is also the first and only extended-release corticosteroid on the market. In August 2021, the American Association 
of Orthopaedic Surgeons, or AAOS, updated its evidence-based clinical practice guidelines, finding ZILRETTA can improve 
patient outcomes over traditional immediate-release corticosteroids.

We are conducting a Phase 3 registration study that evaluates the safety and efficacy of ZILRETTA for the management 
of OA pain of the shoulder. An interim analysis later this year will inform next steps for our study. If the study is successful, we 
plan to seek approval to expand the ZILRETTA label to include OA pain of the shoulder.

iovera° Clinical Benefits

There is a growing body of clinical data demonstrating success with iovera° treatment for a wide range of chronic pain 
conditions. Some of our strongest data relates directly to the improvement of OA pain of the knee. In a pivotal trial evaluating 
iovera° for knee OA pain, the majority of the patients suffering from OA pain of the knee experienced pain relief up to 150 days 
after being treated with iovera°.

Surgical intervention is typically a last resort for patients suffering from knee OA pain. Treatment with iovera° has also 
demonstrated effectiveness for managing pain associated with knee replacements. Specifically, findings demonstrated 
reductions in opioids, including:

• The daily morphine equivalent consumption in the per protocol group analysis was significantly lower at 72 hours 
(p<0.05), 6 weeks (p<0.05) and 12 weeks (p<0.05).
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• Patients who were administered iovera° were far less likely to take opioids six weeks after surgery. The number of 
patients taking opioids six weeks after TKA in the control group was three times the number of patients taking opioids 
in the cryoanalgesia group (14 percent vs. 44 percent, p<0.01).

• Patients in the iovera° group demonstrated a statistically significant reduction in pain scores from their baseline pain 
scores at 72 hours (p<0.05) and at 12 weeks (p<0.05).

We believe these data validate iovera° as a clinically meaningful non-opioid alternative for patients with knee OA as well 
as those undergoing TKA, and that iovera° offers the opportunity to provide patients with non-opioid pain control well in 
advance of any necessary surgical intervention through a number of key product attributes:

• iovera° is safe and effective with immediate pain relief that can last for months as the nerve regenerates over time;

• iovera° is repeatable, with no diminishing effectiveness over time and repeat use;

• The iovera° technology does not risk damage to the surrounding tissue;

• iovera° is a convenient handheld device with a single-use procedure-specific Smart Tip; and

• iovera° can be delivered precisely using imaging guidance or an anatomical landmark.

A study published in 2021 that included 267 patients undergoing TKA (169 who underwent cryoneurolysis with iovera° 
compared to 98 patients who did not receive iovera° treatment) showed that patients who were treated with iovera° had 51% 
lower daily morphine milligram equivalents during their hospital stay and a 22% lower mean pain score versus those who were 
not. In addition, the iovera° group had greater function at discharge, a shorter length of hospital stay and received significantly 
fewer opioids, including discharge prescriptions at week 2 and week 6 after surgery.

In September 2021, the AAOS updated its evidence-based clinical practice guidelines, reporting that denervation therapy
—including cryoneurolysis—may reduce knee pain and improve function in patients with symptomatic OA of the knee.

We are currently sponsoring a prospective, real-world registry called the Innovations in Genicular Outcomes Registry, or 
IGOR, which is a patient-focused registry governed in collaboration with a steering committee of scientific experts that 
evaluates clinical, economic- and health-related patient-reported outcomes in patients who have received any treatment for knee 
OA pain, including TKA. This multicenter, prospective, long-term observational study is capturing extensive real-world data on 
the safety, effectiveness and economic impact of a wide range of surgical and non-surgical OA knee pain interventions, as well 
as patient characteristics. The purpose of IGOR is to help guide best practices for current treatment and inform the development 
of future therapies. Designed in collaboration with specialists in orthopedic surgery, sports medicine, physiatry rheumatology, 
and family medicine, the registry follows patients for multiple years, but at least a minimum of 18 months.

A unique feature of IGOR is that if patients receive additional treatments for OA, data capture resets so that outcomes of 
their treatment journey can be followed over multiple years. Unlike in clinical studies, treatment decisions in IGOR are decided 
by physicians and patients in a shared decision-making manner rather than being driven by treatment assignment, so that 
outcomes are truly those from real-world applications. The IGOR registry is tracking outcomes of iovera°, ZILRETTA and 
EXPAREL, as well as comparator treatments. Early outcomes from IGOR have shown that patients who receive iovera° prior to 
undergoing TKA have less pain, improved function and improved sleep for six months after surgery versus patients who do not 
receive iovera°. As of February 2026, more than 3,200 patients have enrolled in the IGOR registry across 15 participating sites 
in the U.S.

Beyond treatment for pain, observational data has been presented at multiple congresses showing the effectiveness of 
iovera° for the treatment of upper limb spasticity over 90 days by targeting motor nerves. We are advancing a registration trial 
to evaluate the efficacy and safety of iovera° for treating spasticity.

In December 2024, the FDA cleared our 510(k) submission to market a new iovera° Smart Tip designed to access the 
medial branch nerves to administer a medial branch block to manage chronic low back pain. Millions of Americans suffer from 
chronic low back pain. It often leads to poor quality of life, disability, lost wages, and persistent prescription opioid use. The 
first phase of the launch is underway with an initial focus on spine key opinion leaders to gather insights and feedback before 
expanding to a broader targeted audience. A pilot randomized control trial evaluating iovera° versus radiofrequency ablation for 
the treatment of lower back pain showed that iovera° had significantly greater improvements in pain and disability and required 
fewer injections over a year.

Before the approval of this new Smart Tip, the iovera° portfolio consisted of either a three-pronged Smart Tip featuring 
8.5mm long 27-gauge needles to treat superficial nerves or a single, 90mm long, 20-guage Smart Tip ideally suited to treat 
deeper nerves. It is most commonly used to treat knee pain, but frequently used to manage pain in the hip, shoulder, chest, foot 
and ankle, and more. Now, this new, 25-gauge 180mm Smart Tip allows for the treatment of deeper nerves, such as the medial 
branch nerve and is specifically designed so that it can relieve chronic low back pain associated with facet mediated pain. This 
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longer-needle Smart Tip is uniquely designed for use through a cannula or introducer, providing the ability for ice ball 
formation at deeper peripheral nerves.

Chronic low back pain remains a pervasive health challenge in the U.S.:

• Back pain is the leading cause of disability nationwide.

• Back pain is also the most common reason for extended work absences.

• Chronic back pain is the number one indication for opioid prescriptions, often leading to dependency and abuse.

• Annually, 28 to 30 million Americans seek treatment for chronic back pain, yet only 2 to 3 million undergo 
interventional procedures.

With the introduction of this new iovera° Smart Tip, Pacira aims to address these gaps and elevate the standard of care. 
This FDA-cleared innovation offers a compelling alternative to conventional treatments such as radiofrequency ablation, or 
RFA, which has substantial limitations. With RFA, patients may not get the effects of pain relief until 1-2 weeks after 
treatment, further the intense heat can damage surrounding tissue and blood vessels, and tissue damage may lead to painful 
neuritis (inflammation in the nerves).

In December 2025, we announced results from a randomized, 30-patient pilot study evaluating iovera° cryoneurolysis 
versus radiofrequency ablation, or RFA, for chronic low back pain. The study, published in Pain Physician, the official journal 
of the American Society of Interventional Pain Physicians, demonstrated favorable safety, pain reduction, and functional 
disability outcomes for patients treated with iovera° over a 12-month period. Key published findings included:

• Patients treated with iovera° experienced significantly lower pain scores at both 180 and 360 days compared with 
those treated with RFA.

◦ Day 180: 3.1 vs. 5.4 (p=0.01)

◦ Day 360: 3.0 vs 6.1 (p=0.01)

• Functional disability improved more substantially with iovera°, with Oswestry Disability Index (ODI) scores 
significantly lower at 360 days.

◦ Day 360: 10.1 vs 20.6 (p=0.002)

• Fewer iovera° patients required additional spine injections after 180 days.

◦ 45.5% of iovera° patients vs. 75% of RFA patients needed additional treatments

• No treatment-related adverse events were reported in either group across the 12-month follow-up period.

• The study was not blinded, and the short tip of the cryoneurolysis device restricted its use to patients with low body 
mass indexes.

The Osteoarthritis Market

OA is the most common form of arthritis. It is also called degenerative joint disease and occurs most frequently in the 
hands, hips and knees. With OA, the cartilage within a joint begins to break down and the underlying bone begins to change. 
These changes usually develop slowly and worsen over time. OA can cause pain, stiffness and swelling. In some cases, it also 
causes reduced function and disability—some people are no longer able to do daily tasks or work. According to the CDC, OA 
affects over 32.5 million adults in the U.S.

The lifetime risk of developing symptomatic knee OA is 45 percent according to the Arthritis Foundation. The 
prevalence of symptomatic knee OA increases with each decade of life, with the annual incidence of knee OA being highest 
between age 55 and 64 years old. There are 15 million individuals in the U.S. who have symptomatic knee OA, and nearly two 
million are under the age of 45. Surgical intervention is typically a last resort for patients suffering from OA of the knee.

Clinicians have the flexibility to individualize OA knee pain treatment with either ZILRETTA or a drug-free nerve block 
with iovera° based on patient factors and preference, physician training, site of care and reimbursement considerations.
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Innovations in Genicular Outcomes Registry (IGOR)

In line with our commitment to driving innovation in managing musculoskeletal pain and adjacencies with opioid-sparing 
strategies, we are supporting the Innovations in Genicular Outcomes Registry, or IGOR. This first-of-its-kind multicenter, 
prospective, long-term registry is collecting extensive real-world characteristics and impact data of various interventions that 
patients receive throughout their treatment journey for OA of the knee including oral medications, intra-articular injections 
through knee replacement surgery. 

IGOR is a multi-center, multi-treatment, multi-outcome long-term registry that has the potential to provide valuable 
insights into safety, clinical effectiveness, patient response and economic outcomes of various treatment methods over time in 
real world practice. These insights can provide valuable information to help guide best practices for current surgical and non-
surgical treatments of knee OA, as well as inform the development of future therapies by providing a better understanding of 
patient characteristics and treatment response.

Recognizing that OA management spans multiple treatment paradigms, the IGOR registry was designed and is being 
conducted in collaboration with a multi-disciplinary team of specialists in orthopedic surgery, sports medicine, physiatry, 
rheumatology and family medicine. The robust design of IGOR is intended to capture real-world data across a broad range of 
OA treatments, reflecting each patient’s dynamic care journey over an extended period. The study collects patient 
characteristics, as well as clinical, economic and patient-reported outcomes, with most patients contributing data over several 
years across multiple interventions. Much of the data are gathered directly from representative patients and clinical settings, 
with long-term engagement contributing to high quality, meaningful insights.

With over 3,200 patients enrolled since September 2021, this robust knee OA database is now yielding high-quality data 
and generating valuable insights into a range of interventions. These insights have the potential to significantly influence how 
knee pain is treated, ultimately improving patient outcomes. Key areas of focus include pain, functional outcomes, opioid 
utilization, and quality-of-life assessments. In addition to understanding the landscape of treatments, recent and forthcoming 
peer-reviewed scientific publications—including The Journal of Arthroplasty; Arthroplasty Today and Surgical Technology 
International—have summarized patient reported outcomes for Pacira’s products. 

Additional data is forthcoming including the long-term outcomes of iovera° and ZILRETTA, outcomes of repeat dosing 
of ZILRETTA and post TKA outcomes of EXPAREL.

Label and Global Activities

EXPAREL

• Pediatrics. We are conducting a Phase 1 pharmacokinetic study after which we would launch a registration study to 
support expansion of the EXPAREL single-dose infiltration label to include patients under six years of age. If 
successful, we expect this study, followed by a Phase 3 study, will support expansion of the EXPAREL labels in the 
U.S., E.U. and United Kingdom, or U.K. We are also discussing with the FDA, EMA and Medicines and Healthcare 
Products Regulatory Agency (MHRA) our regulatory strategy for EXPAREL administered as a nerve block in the 
pediatric setting. We received notification from the FDA in October 2023 that our pediatric studies requirement had 
been waived for the indication of brachial plexus interscalene nerve block to produce postsurgical regional analgesia in 
pediatric patients as well as sciatic nerve block in the popliteal fossa and adductor canal block indications in October 
2024.
We have successfully completed Part 1 of the Phase 1 pharmacokinetic pediatric study in children aged two to less 
than six years of age and have initiated enrollment for Part 2 of the study in children aged six months to less than two 
years of age using the same dosage that was utilized in Part 1.

• Global activities. Our products are currently only marketed in the U.S. We believe there is an opportunity in certain 
key markets outside of the U.S. where our products can be financially viable and deliver value. We are actively 
seeking potential commercial partners to realize that potential, and in January 2026, we and LG Chem, Ltd., or LG 
Chem, entered into a partnership agreement designed to expand access to EXPAREL in select Asian–Pacific markets. 
For more information, see Other Agreements below.

ZILRETTA 

We believe ZILRETTA’s extended-release profile may also provide effective treatment for OA pain of the shoulder, and in 
2024 launched a Phase 3 trial investigating ZILRETTA as a treatment for OA pain of the shoulder. The shoulder study will 
compare ZILRETTA to placebo. 
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iovera°

In 2022, we launched a next-generation iovera° handheld device, which we believe is more efficient, provides more 
consistent treatment, is easier for providers to use and is more durable. We have a plan to develop new iovera° Smart Tips for 
certain procedures and are near completion on developing a specific tip for a medial branch block for treating chronic low-back 
pain, as well as managing pain related to other spine surgical procedures. We are also preparing to launch an investigational 
device exemption (IDE) study to evaluate iovera° as an alternative treatment for the debilitating condition of spasticity. 
Additionally, we began selling iovera° in Europe through a contracted sales force in 2022.

We are also developing new iovera° Smart Tips to expand the use of iovera° to other chronic and acute pain applications, 
such as foot and ankle pain, elbow and wrist pain and pediatric care.

A pilot randomized controlled trial which compared 30 patients who underwent bilateral medial branch blocks with iovera° 
versus radiofrequency plus steroid injection showed a significant improvement in pain and disability index scores in patients 
who received an iovera° treatment versus radiofrequency. These data were presented at the 2024 North American 
Neuromodulation Society and the Association of Academic Physiatrists congresses.

Clinical Development Programs

PCRX-201

PCRX-201 is the lead program from our HCAd platform and we believe it underscores its promise for treating common 
diseases given its encouraging data in OA. PCRX-201 is targeting the IL-1 pathway, which triggers inflammation in response to 
pathogens and cellular stress. IL-1Ra is a core regulator of this pathway and helps to keep inflammation in balance by turning 
off the IL-1 pathway when it’s not needed. As people get older, their bodies have a more challenging time maintaining that 
balance resulting in chronic IL-1-driven inflammation that eventually causes joint damage and pain.

After injection of PCRX-201, the HCAd vector enters joint cells and turns them into factories to boost cellular IL-1Ra 
production, which blocks IL-1 pathway activation to reduce inflammation and pain in the knee. PCRX-201 uses an 
inflammation-responsive promoter to only produce IL-1Ra when needed, mimicking how the body naturally responds to 
inflammation. In a Phase 1 proof-of-concept study of patients with moderate to severe OA of the knee, PCRX-201 was well 
tolerated with improvements in knee pain observed across all doses. The study enrolled 72 patients who were broken into two 
cohorts. The first cohort received one of three doses of PCRX-201. The second cohort received concurrent pre-treatment with 
an IA corticosteroid (methylprednisolone 40 mg), a technique common in gene therapy dosing to improve tolerability and gene 
transfer. PCRX-201 was well tolerated, with efficacy observed through at least 52 weeks at all doses and cohorts. The highest 
level of efficacy was achieved in the co-administered steroid group, which showed a greater percentage of patients with at least 
a 50% improvement in Western Ontario and McMaster Universities Osteoarthritis Index (WOMAC) pain and stiffness scores, 
as well as a meaningful improvement in Knee Injury and Osteoarthritis Outcomes Score (KOOS) functional assessment. In all 3 
doses, over 70% of patients saw a 50% or greater improvement in pain compared to baseline at week 16 and 78. PCRX-201 was 
well-tolerated with no serious treatment-emergent adverse events related to the treatment or procedure reported regardless of 
steroid pretreatment or dose level administered. While other therapies typically provide relief for three to six months, 
PCRX-201 has shown the potential to set a new standard with pain relief lasting at least 2 years from a single injection.

Given these highly encouraging Phase 1 data, we are advancing a Phase 2 clinical study in knee OA. The two-part, 
multicenter study—known as ASCEND—will involve approximately 135 patients, 45 to 80 years old with painful OA of the 
knee at a Kellgren-Lawrence (K-L) Grade of 2, 3 or 4. Subjects are randomly assigned to a treatment dose group and stratified 
by K-L Grade, a semiquantitative method for evaluating the severity of OA on a scale of 0-4.

ASCEND will evaluate two doses of PCRX-201, Dose A is 1.4 x 1010 genome copies and Dose B is 1.4 x 1011 genome 
copies. Patients are being randomized 1:1:1 to Dose A, Dose B or saline. All cohorts will receive concurrent pretreatment with 
an IA corticosteroid (methylprednisolone 40 mg).

Part A of the study randomized approximately 45 patients and Part B will randomize approximately 90 patients. The drug 
product used in Part B of the study will be manufactured using our newly developed, suspension-based batch manufacturing 
process intended for commercial scale-up. We recently achieved our enrollment target for Part A of the study and expect to 
report results from a pre-specified interim analysis before the end of 2026.

For both Parts A and B of the study, the primary endpoint is the number and percent of treatment-emergent adverse 
events, adverse events of special interest, and serious adverse events for PCRX-201 plus steroid pretreatment versus saline plus 
steroid pretreatment from Week 1 through Week 52. The study’s secondary and exploratory endpoints include efficacy 
assessments such as changes in pain and physical function from baseline at Weeks 38 and 52. Efficacy will be measured using 
the Numerical Rating Scale (NRS), WOMAC and KOOS. Biomarkers, including structural endpoints, as well as 
immunogenicity and biodistribution will also be evaluated and all subjects will be followed for 5 years.
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PCRX-201 has received Regenerative Medicine Advanced Therapy, or RMAT, designation from the FDA and Advanced 
Therapy Medicinal Products, or ATMP, designation from the EMA. RMAT and ATMP are regulatory programs designed to 
expedite the development and review processes for promising therapies targeting a significant unmet need with preliminary 
clinical evidence indicating that the therapy has the potential to offer a major advantage over existing treatments.

IL-1’s Role in Inflammation

The IL-1 pathway triggers inflammation in response to pathogens and cellular stress. IL-1Ra is a core regulator of this 
pathway and helps keep inflammation in balance by turning off the IL-1 pathway when it is not needed. As people age, their 
bodies have a more challenging time maintaining that balance. As a result, people develop chronic IL-1-driven inflammation 
that eventually causes joint damage and pain.

It has been well established that chronic IL-1 activation is an underlying driver of knee inflammation, joint degeneration 
and pain. By targeting it, we are able to target a root cause of disease rather than just alleviating only the symptoms of OA. 
FDA-approved drugs, such as anakinra and canakinumab, have successfully targeted the IL-1 pathway in other joint 
inflammatory conditions, proving that blocking its activation is a well-validated, de-risked strategy for reducing inflammation. 
Existing drugs that target IL-1 are not practical for OA because they would require very high doses or daily injections directly 
into the joint. The PCRX-201 mechanism of action could potentially solve the limitations experienced with existing drugs.

PCRX-201 Mechanism of Action

PCRX-201 is a gene therapy that boosts cellular IL-1Ra production, which blocks IL-1 pathway activation and dampens 
down chronic inflammation in the knee. It uses an inflammation-responsive promoter to only produce IL-1Ra when needed, 
mimicking how the body naturally responds to inflammation. It is delivered directly into the knee joint capsule providing 
durable pain relief where it matters most and with no to minimal systemic exposure.

PCRX-201 Safety and Efficacy

In November 2024, we presented two-year safety and efficacy data at the American College of Rheumatology’s annual 
ACR Convergence meeting in Washington, DC. The new data is derived from an open-label, Phase 1 trial investigating the 
safety and efficacy of PCRX-201 administered via ultrasound-guided IA injection in 72 patients with moderate to severe 
osteoarthritis of the knee (OAK) graded at 2, 3, or 4 on the Kellgren-Lawrence scale, a semiquantitative method for evaluating 
the severity of OA on a scale of 0-4. Participants were broken into two cohorts. The first cohort received one of three doses of 
PCRX-201. The second cohort received concurrent pretreatment with an IA corticosteroid (methylprednisolone 40 mg), a 
technique common in gene therapy dosing to improve tolerability and gene transfer. Pain and function benefits were observed 
at all doses and across both cohorts over the full two years studied, with patients in the second cohort achieving greater pain 
reduction and fewer adverse events, or AEs. Additional results in the pretreated cohort, across all doses, included:

• 48% to 65% improvement in pain from baseline, as measured by the Western Ontario and McMaster Universities 
Arthritis Index-A (WOMAC-A)

• 53% to 72% improvement in stiffness from baseline, as measured by WOMAC-B:

◦ Improvements in function from baseline, as measured by the KOOS Activities of Daily Living (ADL) scale, 
that were similar to improvements in WOMAC-A and WOMAC-B

• By 16 weeks more than 70% of participants achieved greater than 50% reductions from baseline pain.

No serious treatment-emergent AEs related to the treatment or procedure were reported regardless of steroid pretreatment 
or dose level administered. Treatment-related joint effusions (swelling) were the most common AE, occurring in 36% of 
patients who received steroid pretreatment versus 61% of patients who were not pretreated. The majority of effusions were mild 
to moderate in severity and resolved in a median of 33 days among patients in the pretreated group.

While other therapies typically provide relief for three to six months, PCRX-201 has already set a new standard with a 
year or more of sustained pain relief from a single injection. Given these highly encouraging Phase 1 data, we completed 
enrollment in Part A of a randomized, double-blind Phase 2 clinical study in knee OA in November 2025. Further, a Part B 
randomized, double-blind Phase 2 clinical study in knee OA will be initiated in the second half of 2026.

In February 2024, the FDA granted PCRX-201 a Regenerative Medicine Advanced Therapy, or RMAT, designation. 
Established under the 21st Century Cures Act, RMAT designation is a dedicated program designed to expedite the development 
and review processes for promising therapies, including genetic therapies, that are intended to treat, modify, reverse or cure a 
serious or life-threatening disease or condition, and for which preliminary clinical evidence indicates that the drug or therapy 
has the potential to address an unmet medical need. PCRX-201 is the first gene therapy product candidate to receive RMAT 
designation for OA.
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HCAd Vector Platform

Our proprietary HCAd vector platform solves many of the challenges in the field of genetic medicine that have prevented 
its utilization in treating common diseases like OA. Key features include:

• The HCAd vector is much more efficient at delivering genes into cells compared to many other gene therapies that rely 
on adenovirus associated virus, or AAV, vectors. As a result, the desired effect can be achieved with much smaller 
doses;

• The vector used in the HCAd platform can carry up to 30,000 base pairs of DNA, which enables gene therapy with 
multiple or larger genes compared to AAV vectors; and

• Genetic medicines based on the HCAd platform can be administered locally and have the potential for redosing at 
therapeutically appropriate intervals.

• Lower dose levels mean that thousands of doses can be produced in a single batch. As a result, we expect that any 
therapies built on the HCAd platform would have a commercially attractive and viable cost of goods profile.

Other HCAd Product Candidates

In addition to PCRX-201, we currently have prioritized three other preclinical HCAd-based gene therapy programs that 
we believe have disease modifying potential in other painful conditions. These include Investigational New Drug (IND) 
enabling studies of PCRX-1002 for Dry Eye Disease and PCRX-1003 for Degenerative Disc Disease. We also intend to 
conduct animal studies for PCRX-1001, which we believe has out-licensing potential for OA in dogs and other companion 
animals.

PCRX-2002

In November 2025, we and AmacaThera, Inc., or AmacaThera, a clinical-stage biotechnology company specializing in 
drug delivery, announced an exclusive worldwide license agreement for the development and commercialization of 
PCRX-2002 (previously known by AmacaThera as AMT-143), a long-acting formulation of the non-opioid analgesic 
ropivacaine for postsurgical pain. PCRX-2002 is a slow-release, non-opioid local analgesic providing long-acting post-
operative pain relief. It is administered via instillation at the time of the surgery and leverages AmacaThera’s innovative 
hydrogel platform, a fast-gelling physical hydrogel composed of two well-established polymers enabling slow-release while 
minimizing systemic side effects. It is delivered via a conventional syringe and rapidly forms a depot as it warms to body 
temperature. In a Phase 1 study, PCRX-2002 demonstrated sustained release of ropivacaine through 14 days. We and 
AmacaThera expect to initiate a Phase 2 program in 2026.

Customer-Facing Organization

We have built our sales and marketing organization to commercialize our products. Our primary target audiences are 
healthcare practitioners who influence pain management decisions including anesthesiologists, surgeons, pharmacists and 
physician extenders (including physician assistants, nurse practitioners and registered nurses).

Our customer-facing team, consisting of sales representatives, account managers, scientific and medical affairs personnel 
and reimbursement and market access professionals, executes on a full range of activities to broaden the use of our non-opioid 
products for pain management, including:

• providing publications and abstracts showing clinical efficacy and safety, health outcomes and review articles;

• working in tandem with hospital staff, such as anesthesiologists, surgeons, heads of quality, pharmacists, executives 
and registered nurses, to provide access and resources for drug utilization or medication use evaluations and health 
outcomes studies, which provide retrospective and prospective analyses for our hospital customers using their own 
hospital data to demonstrate the true cost of opioid-based postsurgical pain control;

• working with KOLs and advisory boards to address topics of best practice techniques as well as guidelines and 
protocols for the use of our products, meeting the educational and training needs of our physician, surgeon, 
anesthesiologist, pharmacist and registered nurse customers;

• undertaking education initiatives such as center of excellence programs; preceptorship programs; opioid-sparing and 
ERAS pain protocols and predictive models for enhanced patient care; interactive discussion forums; patient education 
platforms leveraging public relations, advocacy partnerships and public affairs efforts where appropriate; web-based 
training and virtual launch programs;

• collaborating with healthcare providers towards improving the knowledge and management of pain in surgical and OA 
patients with a focus on opioid risk and non-opioid alternatives and engaging our field-based medical teams in system-
wide partnerships to address the national opioid epidemic, with a goal of studying alternative postsurgical pain 
management options that focus on optimization and opioid alternative strategies; and
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• facilitating reimbursement and the shift of procedures to hospital outpatient and ASC sites of care.

Other Agreements

GQ Bio Acquisition

In February 2025, Pacira Therapeutics, Inc., our wholly-owned subsidiary, entered into a securities purchase agreement to 
acquire the remaining 81% of GQ Bio that we did not already own for $30.6 million, net of working capital adjustments. GQ 
Bio was a privately-held biopharmaceutical company with a novel, high-capacity, local-delivery platform that makes genetic 
medicines more efficient and enables the use of large and multiple gene constructs. PCRX-201 is the lead program from this 
platform. By acquiring GQ Bio, we benefit from further developing PCRX-201, recognize cost savings associated with no 
longer being obligated to make milestone and royalty payments to GQ Bio, as well as establishing an R&D engine with a 
dedicated workforce focused on this next-generation of genetic medicine and acquiring a portfolio of preclinical assets utilizing 
GQ Bio’s HCAd gene therapy vector platform and assets with disease-modifying potential in prevalent musculoskeletal 
diseases. For more information, see Note 4, GQ Bio Therapeutics Acquisition, to our consolidated financial statements included 
herein.

Flexion Acquisition

On November 19, 2021, we completed the Flexion Acquisition pursuant to an Agreement and Plan of Merger (the 
“Flexion Merger Agreement”), dated as of October 11, 2021, by and among us, Oyster Acquisition Company Inc., a Delaware 
corporation and wholly owned subsidiary of Pacira (“Purchaser”), and Flexion. Following the completion of a successful tender 
offer for the shares of Flexion’s common stock, Purchaser merged with and into Flexion with Flexion surviving as a wholly 
owned subsidiary of Pacira. We changed the name of Flexion to Pacira Therapeutics, Inc. after completing the merger. As part 
of the Flexion Acquisition, we acquired ZILRETTA, the first and only extended-release, IA (meaning in the joint) injection 
indicated for the management of OA knee pain. ZILRETTA is a non-opioid therapy that employs a proprietary microsphere 
technology to provide pain relief. The addition of ZILRETTA to our innovative non-opioid product portfolio directly aligned 
with our mission to deliver innovative, non-opioid pain therapies to transform the lives of patients.

Initially, the total consideration for the Flexion Acquisition was approximately $578.8 million consisting of: (i) $448.5 
million of cash paid to Flexion shareholders and to settle restricted stock units and certain stock options; (ii) an $85.1 million 
cash payment of Flexion debt not assumed by Pacira and (iii) $45.2 million of estimated fair value of contingent consideration 
related to contingent value rights that were issued to Flexion shareholders and certain equity award holders in conjunction with 
the Flexion Acquisition. We funded the cash portion of the purchase price with cash on hand, and the consideration is subject to 
adjustments based on the estimated fair value of the potential milestone payments. As of December 31, 2025, these contingent 
value rights could aggregate up to a total of $372.3 million if certain regulatory and commercial milestones are met. For more 
information, see Note 12, Financial Instruments, to our consolidated financial statements included herein.

Research Development Foundation

Pursuant to an agreement with the Research Development Foundation, or RDF, we were required to pay RDF a low single-
digit royalty on the collection of revenues from certain products for as long as certain patents assigned to us under the 
agreement remain valid. RDF has the right to terminate the agreement for an uncured material breach by us, in connection with 
our bankruptcy or insolvency or if we directly or indirectly oppose or dispute the validity of the assigned patent rights.

Our U.S. Patent No. 11,033,495 issued on June 15, 2021. Thereafter, RDF asserted that the issuance of that patent extends 
our royalty obligations under the agreement until 2041. We disagreed and explained that the royalty period under the agreement 
ended on December 24, 2021 with the expiration of our U.S. Patent No. 9,585,838. Because of the disagreement over the 
interpretation of this agreement, in December 2021, we filed a declaratory judgment lawsuit in the U.S. District Court for the 
District of Nevada (21-cv-02241). The lawsuit seeks a declaration from the court that we owe no royalties to RDF with respect 
to our EXPAREL product after December 24, 2021.

In August 2023, the U.S. District Court, District of Nevada, granted our motion for partial summary judgment in respect 
to our claim for a declaration that we no longer owe royalties for EXPAREL made under the 45-liter manufacturing process as 
of December 24, 2021. As a result, we expect to receive $14.5 million from RDF, representing the royalties that we paid to 
RDF under protest after December 24, 2021 for EXPAREL made from the 45-liter manufacturing process. In November 2023, 
the U.S. District Court, District of Nevada conducted a mediation that did not result in a settlement.

In June 2025, the U.S. District Court for the District of Nevada issued judgment in our favor declaring that RDF was 
required to repay us $23.1 million in royalties on EXPAREL sales that were previously paid under protest. The Nevada Court 
also awarded us an additional interest payment of $5.2 million in statutory interest on the royalties paid under protest. In May 
and September 2025, RDF filed two notices of appeal. A consolidated appeal is pending.
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For more information, see Note 20, Commitments and Contingencies, to our consolidated financial statements included 
herein.

Paragraph IV Certification Litigation Settlement

In October 2021, December 2021, April 2023 and May 2024, we received Notice Letters advising that eVenus 
Pharmaceutical Laboratories, Inc., or eVenus, of Princeton, New Jersey, submitted to the FDA an Abbreviated New Drug 
Application, or ANDA, with a Paragraph IV certification seeking authorization for the manufacturing and marketing of a 
generic bupivacaine liposome injectable suspension in the U.S. prior to the expiration of certain of our U.S. patents.

In April 2025, we, along with our operating subsidiary, Pacira Pharmaceuticals, Inc., entered into a settlement agreement 
with eVenus, its parent company (Jiangsu Hengrui Pharmaceuticals, Co. Ltd., or Jiangsu Hengrui) and Fresenius Kabi USA, 
LLC, or Fresenius, (together, the “eVenus ANDA Filers”) with respect to the litigations noted above. Pursuant to the settlement 
agreement, the eVenus ANDA Filers will be enjoined from marketing a generic bupivacaine liposome injectable suspension 
before the expiration of the patents-in-suit, except as provided for in the settlement agreement, as described below. In settlement 
of all outstanding claims in the litigations, we agreed to provide the eVenus ANDA Filers with a license to our patents required 
to manufacture and sell certain volume-limited amounts of a generic bupivacaine liposome injectable suspension in the U.S. 
beginning on a confidential date that is sometime in early 2030. While the agreed-upon volume-limited percentages are 
confidential, they begin at a high single-digit percentage of the total volumes distributed in the U.S. market and increase 
gradually in each 12-month period following the volume-limited entry date until reaching a percentage in the low thirties in 
2033 and increasing modestly in each of the next two 12-month periods before reaching a maximum percentage in the high 
thirties of the total volumes distributed in the U.S. for the final three years of the agreement. In addition, we have agreed to 
provide the eVenus ANDA Filers with a license to its patents required to manufacture and sell an unlimited quantity of a 
generic bupivacaine liposome injectable suspension in the U.S. beginning on a confidential date in 2039. In addition, in 
recognition of our expected savings with respect to, among other things, the avoidance of fees, costs, time and resources 
associated with continuing the litigations, we paid the eVenus ANDA Filers $7.0 million.

For more information, see Note 20, Commitments and Contingencies, to our consolidated financial statements included 
herein.

Aratana Therapeutics

In December 2012, we entered into an Exclusive License, Development and Commercialization Agreement and related 
Supply Agreement with Aratana Therapeutics, Inc., a wholly owned subsidiary of Elanco Animal Health, Inc., or Aratana. 
Under the agreements, we granted Aratana an exclusive royalty-bearing license, including the limited right to grant sublicenses, 
for the development and commercialization of our bupivacaine liposome injectable suspension product for use in animals. In 
August 2016, the FDA’s Center for Veterinary Medicine approved NOCITA® (bupivacaine liposome injectable suspension) as 
a local post-operative analgesia for cranial cruciate ligament surgery in dogs and in August 2018 expanded the NOCITA label 
to include its use as a peripheral nerve block to provide regional postoperative analgesia following onychectomy in cats. 
NOCITA is a registered trademark of Aratana.

Aratana pays us a tiered double-digit royalty on certain net sales made in the U.S., and we are eligible to receive up to 
$40.0 million upon the achievement of commercial milestones. If the product is approved by foreign regulatory agencies for 
sale outside of the U.S., Aratana will be required to pay us a tiered double-digit royalty on such net sales. Royalty rates will be 
reduced under certain circumstances. Either party has the right to terminate the license agreement in connection with certain 
events and unless terminated earlier pursuant to its terms, the license agreement is effective until July 2033, after which Aratana 
has the option to extend the agreement for an additional five-year term, subject to certain requirements.

Johnson & Johnson MedTech

In July 2025, we entered into a co-promotion agreement with Johnson & Johnson MedTech, or J&J MedTech, (the “J&J 
Agreement”), to market and promote the use of ZILRETTA for OA knee pain in the U.S. J&J MedTech’s specialized early 
intervention sales force will extend the reach of ZILRETTA beyond orthopedic practices, into multiple new physician 
specialties, including sports medicine, osteopathy, pain management and rheumatology. 

Under the J&J Agreement, J&J MedTech is the exclusive third-party co-promoter for ZILRETTA in the U.S. The initial 
term of the J&J Agreement extends through 2031 with an option to extend under mutual agreement.

We will continue to recognize all revenue from sales of ZILRETTA. As compensation for its promotional efforts, for the 
first 12 months of the J&J Agreement we will pay J&J MedTech a minimum monthly commission. For the remaining term of 
the agreement, we will pay a tier-based commission with higher commission percentages earned at higher annual ZILRETTA 
sales levels. J&J MedTech will receive a tiered commission ranging from low single digits to double digits.
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For more information, see Note 20, Commitments and Contingencies, to our consolidated financial statements included 
herein.

AmacaThera

In November 2025, we and AmacaThera entered into an exclusive worldwide license agreement (the “AmacaThera 
Agreement”) for the development and commercialization of PCRX-2002, a long-acting formulation of the non-opioid analgesic 
ropivacaine for postsurgical pain. Under the terms of the AmacaThera agreement, the Company made an upfront payment of 
$5.0 million to AmacaThera, recorded as R&D expense during the year ended December 31, 2025, with the potential for future 
development- and sales-based milestone payments and a tiered royalty on future net product sales. For more information, see 
Note 19, Commercial Partners and Other Agreements, to our consolidated financial statements included herein.

LG Chem

In January 2026, we and LG Chem entered into a partnership agreement designed to expand access to EXPAREL in select 
Asian–Pacific markets. Under the terms of the partnership, LG Chem has the exclusive rights to commercialize EXPAREL in 
the region. We received a $2.0 million upfront payment that we will recognize over the license term upon commercialization 
and will also receive a transfer price and tiered royalties on future commercial sales by LG Chem in its licensed territories. We 
will manufacture EXPAREL and LG Chem will be responsible for securing regulatory approvals in the licensed territories. LG 
Chem plans to file for marketing authorizations in South Korea and Thailand in 2026.

Significant Customers

We had three wholesalers each comprising 10 percent or more of our total revenue for the year ended December 31, 2025: 
McKesson Drug Company, Cardinal Health, Inc. and AmerisourceBergen Health Corporation, which accounted for 31%, 26% 
and 22% of our total revenues, respectively. These wholesalers process orders for EXPAREL under a drop-ship program. 
EXPAREL is delivered directly to end-users without the wholesalers ever taking physical possession of the product. There were 
no other customers of EXPAREL, ZILRETTA or iovera° that accounted for 10 percent or more of our total revenue for the year 
ended December 31, 2025.

Manufacturing and Research Facilities

Internal Facilities

We manufacture EXPAREL and iovera° handpieces at our facility in San Diego, California. We also have a mixed-use 
R&D, manufacturing and office facility which sits adjacent to our EXPAREL and iovera° handpiece manufacturing facility, and 
a warehouse located within five miles of these facilities. We refer to these three buildings as our Science Center Campus, and 
together they measure approximately 195,000 square feet. Our manufacturing facilities are inspected regularly and approved by 
the FDA, EMA, MHRA and the Environmental Protection Agency (EPA).

We purchase raw materials and components from third-party suppliers to manufacture EXPAREL, ZILRETTA and  
iovera°. In most instances, alternative sources of supply are available, although switching to an alternative source would, in 
some instances, take time and could lead to delays in manufacturing our product candidates. Suppliers may not sell these raw 
materials to us at the times that we need them or on commercially reasonable terms and we do not have direct control over the 
availability of these raw materials from our suppliers. In order to manage the risk related to raw material shortages, we strive to 
keep adequate supplies of key raw materials on hand and qualify additional sources of supply as appropriate.

All manufacturing of products, initial product release and stability testing are conducted by us and our manufacturing 
partners in accordance with Current Good Manufacturing Practices, or CGMP.

Our 84,000 square-foot EXPAREL manufacturing facility at the Science Center Campus is located on a five-acre site. It 
was custom built as a pharmaceutical R&D and manufacturing facility. Activities in this facility include the manufacture of 
EXPAREL bulk product on dedicated production lines and its fill/finish into vials, microbiological and quality control testing, 
product storage, development of analytical methods and manufacturing of development products. We recently expanded our 
EXPAREL manufacturing capacity at our Science Center Campus as we expect the future demand for EXPAREL will increase. 
This enhanced, large-scale manufacturing suite received FDA approval in February 2024.

Our 90,000 square-foot mixed-use R&D, manufacturing and office facility is located adjacent to our EXPAREL 
manufacturing facility and was completely renovated in 2020 to meet our specifications. We manufacture all of the iovera° 
handpieces at this facility. This building also houses our Science Center related R&D activities and general and administrative 
functions, as it includes both laboratories and the building infrastructure necessary to support the formulation, analytical testing, 
clinical and process development activities for manufacturing additional commercial product indications and new pipeline 
products. Our pilot plant suite for early-stage clinical product production is located in this building, and there is additional space 
for future expansion opportunities.
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We also occupy a 21,000 square-foot warehouse that serves as the main CGMP warehouse for our Science Center 
Campus operations, primarily being used for the storage of production materials. It contains ambient as well as cold 
temperature CGMP warehouse storage and also features a quality control clean room for sampling incoming materials.

Distribution of our pMVL products, including EXPAREL, requires cold-chain distribution, whereby a product must be 
maintained between specified temperatures. We have validated processes for continuous monitoring of temperature from 
manufacturing through delivery to the end-users.

Co-Production Facilities

Thermo Fisher Scientific Pharma Services

In April 2014, we entered into a Strategic Co-Production Agreement, Technical Transfer and Service Agreement and 
Manufacturing and Supply Agreement (the “EXPAREL Manufacturing and Supply Agreement”) with Thermo Fisher Scientific 
Pharma Services, or Thermo Fisher, to collaborate in the manufacture of EXPAREL. Thermo Fisher undertook certain technical 
transfer activities and construction services to prepare Thermo Fisher’s Swindon, U.K. facility for the manufacture of 
EXPAREL in a dedicated manufacturing suite. We provided Thermo Fisher with the equipment necessary to manufacture 
EXPAREL and paid fees to Thermo Fisher based on Thermo Fisher’s achievement of certain technical transfer and construction 
milestones. We also reimburse Thermo Fisher for certain nominal expenses and additional services. We are now using a 
second, larger-scale dedicated manufacturing suite that more than doubled our EXPAREL manufacturing capacity at the 
Thermo Fisher site. We began commercial production of EXPAREL out of that second dedicated manufacturing suite in August 
2021.

The initial term of the EXPAREL Manufacturing and Supply Agreement is 10 years from the date of FDA approval of the 
first dedicated manufacturing suite, which was received in May 2018. We pay fees to Thermo Fisher for their operation of the 
manufacturing suite and the amount of EXPAREL produced by Thermo Fisher. We also reimburse Thermo Fisher for 
purchases made on our behalf, certain nominal expenses and additional services. We may terminate this agreement upon one 
month’s notice if a regulatory authority causes the withdrawal of EXPAREL from the U.S. or any other market that represents 
80 percent of our overall sales, or at any time for convenience by providing 18 months’ notice. Either party may terminate the 
EXPAREL Manufacturing and Supply Agreement in the event of the breach or bankruptcy of the other party.

Prior to the Flexion Acquisition, in July 2015, Flexion and Thermo Fisher entered into a Manufacturing and Supply 
Agreement (the “ZILRETTA Manufacturing and Supply Agreement”) and a Technical Transfer and Service Agreement related 
to the manufacture of ZILRETTA at the same Thermo Fisher site in Swindon, U.K. where our EXPAREL suite is located. 
Thermo Fisher agreed to undertake certain transfer activities and construction services needed to prepare its facility for the 
commercial manufacture of ZILRETTA in dedicated manufacturing suites. Flexion provided Thermo Fisher with certain 
equipment and materials necessary to manufacture ZILRETTA. We make monthly payments to Thermo Fisher for such 
activities and reimburse Thermo Fisher for certain material, equipment and miscellaneous expenses and additional services.

The initial term of the ZILRETTA Manufacturing and Supply Agreement that we assumed as part of the Flexion 
Acquisition expires in October 2027. We pay a monthly base fee to Thermo Fisher for the operation of the manufacturing suites 
and a per product fee for each vial of ZILRETTA based upon a forecast of commercial demand. We also reimburse Thermo 
Fisher for purchases of materials and equipment made on our behalf, certain nominal expenses and additional services. The 
ZILRETTA Manufacturing and Supply Agreement will remain in full effect unless and until it expires or is terminated. We may 
terminate this agreement upon one month’s notice if a regulatory authority causes the withdrawal of ZILRETTA from the U.S. 
or any other market that represents 80 percent of our overall sales, or at any time for convenience by providing 24 months’ 
notice. Either party may terminate the ZILRETTA Manufacturing and Supply Agreement in the event of the breach or 
bankruptcy of the other party. Upon termination of the ZILRETTA Manufacturing Agreement (other than termination by us in 
the event that Thermo Fisher does not meet the manufacturing milestones or for a breach by Thermo Fisher), we will be 
obligated to pay for the costs incurred by Thermo Fisher associated with the removal of our manufacturing equipment and for 
Thermo Fisher’s termination costs up to a specified capped amount.

Amphenol Corporation

In January 2020, we and a predecessor company to Amphenol Corporation, or Amphenol, entered into a Manufacturing 
and Supply Agreement (the “Amphenol Agreement”) to collaborate in the manufacture of iovera° Smart Tips at Amphenol’s 
Tijuana, Mexico facility. The initial term of the Amphenol Agreement is five years with automatic one-year extensions unless 
either party provides prior notice in writing. Under the Amphenol Agreement, we pay fees based on the amount of iovera° 
Smart Tips delivered by Amphenol. Since April 2022, all iovera° Smart Tips have been produced by Amphenol.

The Amphenol Agreement may be terminated by either party upon one year’s written notice without cause. We may 
terminate the Amphenol Agreement upon thirty days’ written notice in the event that iovera° is withdrawn from the market or 
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no longer sold by us. Either party may terminate the Amphenol Agreement in the event of the breach or bankruptcy of the other 
party.

Jubilant Hollisterstier, LLC

In January 2025, we and Jubilant Hollisterstier, LLC, or Jubilant, entered into a Manufacture and Supply Agreement (the 
“Jubilant Agreement”) to collaborate in the manufacture of the diluent for ZILRETTA at Jubilant’s Spokane, Washington 
facility. The initial term of the Jubilant Agreement is three years with extensions available under the mutual consent of both 
parties. Under the Jubilant Agreement, we pay a fixed cost per vial of ZILRETTA diluent delivered by Jubilant. Either party 
may terminate the Jubilant Agreement in the event of the breach or bankruptcy of the other party.

Intellectual Property and Exclusivity

We seek to protect our products, our product candidates and our technologies through a combination of patents, trade 
secrets, proprietary know-how, regulatory exclusivity and contractual restrictions on disclosure. We note that the patents and 
applications described below are only examples intended to highlight the variety of coverage provided by our existing and 
constantly developing portfolio.

Patents and Patent Applications

We seek to protect the proprietary position of our products and product candidates by, among other methods, filing U.S. 
and foreign patent applications related to our proprietary technology, inventions and improvements that are important to the 
development of our business. As of December 31, 2025, there are over 15 families of patents and patent applications relating to 
various aspects of the pMVL drug delivery technology and 29 families of patents and patent applications relating to various 
aspects of the technology used by iovera°. There are two families of patents and patent applications relating to various aspects 
of the technology used by ZILRETTA. Patents have been issued in numerous countries, with an emphasis on the North 
American, European and Japanese markets. These utility patents generally have a term of 20 years from the date of the non-
provisional filing unless claiming priority to an earlier filed non-provisional application. Our issued patents expire at various 
dates in the future, as discussed below, with the last currently issued patent for the pMVL drug delivery technology expiring in 
2044, the last currently issued patent for ZILRETTA expiring in 2031 and the last currently issued utility patent for the iovera° 
technology expiring in 2040. Additionally, since our February 2025 acquisition of GQ Bio, we have filed multiple provisional 
patents in the U.S. for our gene therapy product candidates.

Patents and Patent Applications for our pMVL and pMVL Products

In June 2021, the United States Patent and Trademark Office, or USPTO, issued U.S. Patent No. 11,033,495 related to 
EXPAREL. The patent, “Manufacturing of Bupivacaine Multivesicular Liposomes,” claims composition of EXPAREL 
prepared by an improved manufacturing process developed in Swindon, U.K. In November 2021, the USPTO issued U.S. 
Patent Nos. 11,185,506 and 11,179,336, claiming the improved U.K. EXPAREL manufacturing process and EXPAREL 
composition, respectively. Eight U.S. patents relating to product and product-by-process in connection with the improved U.K. 
manufacturing process for EXPAREL were issued between March 2022 and November 2023, providing additional patent 
protection through 2041. In March 2022, the USPTO issued U.S. Patent No. 11,278,494, claiming EXPAREL composition. In 
April 2022, the USPTO issued U.S. Patent Nos. 11,304,904 and 11,311,486, claiming composition of EXPAREL prepared by 
an improved manufacturing process and EXPAREL composition, respectively. In June 2022, the USPTO issued U.S. Patent 
No. 11,357,727, claiming composition of EXPAREL prepared by the improved U.K. manufacturing process. In August 2022, 
the USPTO issued U.S. Patent No. 11,426,348, claiming EXPAREL batch compositions. In September 2022, the USPTO 
issued U.S. Patent No. 11,452,691, claiming EXPAREL batch compositions. In November 2023, the USPTO issued U.S. Patent 
Nos. 11,819,574 and 11,819,575, claiming batch compositions of EXPAREL prepared by the improved U.K. manufacturing 
process and compositions of EXPAREL, respectively. In March 2024, the USPTO issued U.S. Patent No. 11,925,706, claiming 
composition of EXPAREL. In November 2024, the USPTO issued U.S. Patent Nos. 12,144,890 and 12,151,024, claiming 
composition of EXPAREL prepared by the improved U.K. manufacturing process, and both composition of EXPAREL and 
composition of EXPAREL prepared by the improved U.K. manufacturing process, respectively. In December 2024, the USPTO 
issued U.S. Patent No. 12,178,909, claiming the improved EXPAREL U.K. manufacturing process. In May 2025, the USPTO 
issued U.S. Patent No. 12,296,047, claiming composition of EXPAREL prepared by the improved U.K. manufacturing process. 

All 16 patents issued between 2021 and 20254 have an expiration date of January 22, 2041. U.S. Patent Nos. 11,033,495, 
11,179,336, 11,278,494, 11,304,904, 11,311,486, 11,357,727, 11,426,348, 11,452,691, 11,819,574, 11,819,575, 11,925,706, 
12,144,890, 12,151,024 and 12,296,047 are currently listed in the FDA’s “Approved Drug Products with Therapeutic 
Equivalence Evaluations” (the “Orange Book”).

In October 2021, we received a Notice Letter advising that eVenus submitted to the FDA an ANDA with a Paragraph IV 
certification seeking authorization for the manufacturing and marketing of a generic version of EXPAREL (266 mg/20 mL) in 
the U.S. prior to the expiration of U.S. Patent No. 11,033,495. In August 2024, the U.S. District Court for the District of New 
Jersey issued its ruling in our patent infringement suit against eVenus and its parent company (Jiangsu Hengrui) for 
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infringement of EXPAREL U.S. Patent No. 11,033,495. The ruling found that this patent is not valid on the grounds of 
obviousness and anticipation. A notice of appeal was filed in September 2024 and remains pending. For information on this 
matter, as well as other subsequent patent litigation lawsuits against eVenus, Jiangsu Hengrui and Fresenius, see Note 20, 
Commitments and Contingencies, to our consolidated financial statements included herein.

In October 2025, we received two separate Paragraph IV Certifications from two Chinese generic drug manufacturers 
(The WhiteOak Group, Inc., or WhiteOak, of Rockville, Maryland (a subsidiary of Zhejiang Haichang Biotechnology Co., Ltd.) 
and Qilu Pharmaceutical (Hainan) Co., Ltd., or Qilu), each advising that they had submitted an ANDA to the FDA seeking 
authorization from the FDA to manufacture, use or sell a generic version of EXPAREL in the U.S. Each letter alleged that 
EXPAREL patents listed in the Orange Book are not valid, not enforceable, and/or will not be infringed by the commercial 
manufacture, use or sale of the proposed products described in these ANDA submissions. 

In November 2025, we filed a patent infringement suit against WhiteOak and Qilu in the U.S. District Court of the District 
of Delaware (25-cv-1445) asserting infringement of U.S. Patent No. 11,033,495 (the ‘495 patent), U.S. Patent Nos. 11,819,574 
(the ‘574 patent) U.S. Patent No. 12,144,890 (the ‘890 patent), U.S. Patent No. 12,151,024 (the ‘024 Patent), U.S. Patent No. 
12,156,940 (the ‘940 patent), U.S. Patent No. 12,251,468 (the ‘468 Patent), U.S. Patent No. 12,296,047 (the ’047 Patent), U.S. 
Patent No. 12,318,483 (the ‘483 Patent), and U.S. Patent No. 12,370,142 (the ‘142 Patent). On January 23, 2026 and February 
5, 2026, Qilu and WhiteOak, respectively, each answered the complaint and asserted affirmative defenses and counterclaims 
asserting, inter alia, invalidity, unenforceability and non-infringement. We intend to vigorously defend our intellectual property 
rights relating to EXPAREL and are unable to predict the outcome of this litigation at this time.

In December 2024, the USPTO also issued U.S. Patent No. 12,156,940 from a new family of patents related to EXPAREL 
produced by the Company’s enhanced, large-scale manufacturing process in San Diego, California, which received approval 
from the FDA in February 2024. The ’940 patent, entitled “Manufacturing of Bupivacaine Multivesicular Liposomes”, claims 
batch compositions of EXPAREL prepared the enhanced U.S. large-scale manufacturing process. In March 2025, the USPTO 
issued U.S. Patent Nos. 12,246,092, 12,251,468 and 12,251,472, claiming the enhanced U.S. large-scale manufacturing process, 
batch compositions of EXPAREL, and the enhanced U.S. large-scale manufacturing process respectively. Between April and 
July 2025, the USPTO also issued U.S. Patent Nos. 12,280,149, 12,318,483 and 12,370,142, claiming the enhanced U.S. large-
scale manufacturing process, use of batch composition of EXPAREL for treating pain, and batch compositions of EXPAREL 
prepared by the enhanced U.S. large-scale manufacturing process respectively. All seven patents issued between 2024 and 2025 
have an expiration date of July 2, 2044. U.S. Patent Nos. 12,156,940, 12,251,468, 12,318,483 and 12,370,142 are currently 
listed in the FDA’s Orange Book. In May 2025, we also filed a Patent Cooperation Treaty, or PCT, application based on the 
enhance U.S. large-scale manufacturing process, and has entered the national phase in Argentina, Australia, Brazil, Canada, 
Europe, Hong Kong, Japan, South Korea, Mexico and Saudi Arabia, which, if granted, are expected to provide protection until 
2045.

Furthermore, the USPTO issued U.S. Patent Nos. 11,918,565 and 11,931,459 in March 2024, relating to use of 
EXPAREL as a sciatic nerve block and the pediatric use of EXPAREL, respectively. U.S. Patent Nos. 11,918,565 and 
11,931,459 have an expiration date of February 2, 2043 and March 17, 2042, respectively. The USPTO also issued U.S. Patent 
No. 12,226,610 in February 2025, relating to use of EXPAREL as an adductor canal block, with an expiration date of February 
2, 2043. All three patents are currently listed in the FDA’s Orange Book.

We also own a family of U.S. and foreign patents on an alternative process to manufacture EXPAREL and other pMVL-
based products. The process offers many advantages, including larger scale production and lower manufacturing costs. There 
are eight issued U.S. patents. Patents that claim the process and apparatus will expire at the latest in November 2033. One of the 
patents claims a product made by the process and expires in April 2031. As of December 31, 2025, we have four granted 
patents in China, one granted patent in Europe, one granted patent in Japan and one granted patent in Israel, protecting various 
aspects of the alternative process, including the methods of using the apparatus and the apparatus itself.

In October 2022, we filed a U.S. application and a PCT application relating to compositions of matter, processes of 
making and methods of treatment in connection with dexamethasone sodium phosphate-pMVL product. U.S. Patent No. 
12,285,435 was issued in April 2025 with an expiration date in October 2042. In addition, a U.S. application and a PCT 
application were filed relating to compositions of matter, processes of making and methods of treatment in connection with a 
high-potency bupivacaine-pMVL product. U.S. Patent No. 12,285,419 was issued in April 2025 with an expiration date in 
October 2042. In 2023, we filed several U.S. nonprovisional applications and PCT applications relating to the use of EXPAREL 
as a stellate ganglion block for managing cardiac arrhythmia and anxiety disorders, including electrical storm and post-
traumatic stress disorder. U.S. Patent No. 12,433,878 was issued in October 2025 with an expiration date in February 2043. In 
2024, we filed a U.S. nonprovisional application relating to the use of EXPAREL as a stellate ganglion block for treating 
disorders associated with the sympathetic nervous system.
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Patents and Patent Applications for ZILRETTA

A composition of matter patent has been issued by the USPTO for ZILRETTA, with a patent term into 2031. The USPTO 
has also issued two patents directed at the methods of manufacturing and using ZILRETTA with patent terms into 2031. 
Considerable expertise and effort were required to carry out the large body of original work underlying the formulation of 
ZILRETTA, including experimenting with, and observing the effects of over 50 steroid and poly lactic-co-glycolic acid, or 
PLGA, formulations. We believe our extensive know-how and trade secrets relating to the manufacturing process for 
ZILRETTA, including those that relate to precise pharmaceutical release profiles, represent a meaningful entry barrier.

We own three U.S. ZILRETTA patents as well as counterpart foreign patents and patent applications covering 
composition of matter, methods of manufacture, and methods of use. Our U.S. ZILRETTA patents have expiration dates in 
2031. The ZILRETTA composition of matter invention is the result of several unique discoveries relating to a narrow drug load 
specification, a certain release profile of the copolymer, specific polymer component weights and ratios, and clinical efficacy 
observed within a dose-range. The U.S. patents directed to ZILRETTA’s composition of matter and methods of use are listed in 
the FDA Orange Book. We also have two U.S. patents directed at compositions of matter similar to ZILRETTA, as well as 
methods of making and using the same, with patent terms into 2031.

In 2022, we had one patent granted in Pakistan, further expanding our global intellectual property portfolio, which 
includes patents in the U.S., Australia, Canada, China, Europe, Hong Kong, Indonesia, India, Israel, Japan, Malaysia, Mexico, 
New Zealand, Pakistan, the Philippines, the Russian Federation, Saudi Arabia, Singapore, South Africa, South Korea, Taiwan 
and Ukraine. These foreign patents cover the composition of matter, methods of manufacturing, and methods of using 
ZILRETTA and are similar in scope to the protection in the U.S. described above.

In February 2024, we filed a PCT application relating to use ZILRETTA to treat OA pain in subpopulations of diabetic 
patients, which has entered the national phase in the U.S., Australia, Canada, Europe, Japan, South Korea and Mexico, which, if 
granted, are expected to provide protection until 2044.

We also had in-licensed intellectual property, owned by the Southwest Research Institute, or SwRI, which gave us 
exclusive rights to SwRI patents covering our proprietary microsphere manufacturing technology used in the production of 
ZILRETTA. These patents expired in September 2025.

Patents and Patent Applications for iovera°

Issued patents in the U.S. afford us a wide range of coverage of various aspects of the iovera° technology. For example, 
several of our earliest filed patents cover the structural aspects of a handheld cryogenic device with single needle and needle 
arrays, tissue-penetrating needle probes that may be detachable, fused silica tubing fluid delivery paths, methods of applying 
cryotherapy using the cryogenic device and methods for using replaceable needle probes. These patents are set to expire 
between 2026 and 2032. An important patent family specifically directed to systems and methods of treating pain offers both 
broad and variable coverage of cryogenic device features and methods of using the same for pain management, including 
single-use needle probes, particular needle sizes and shapes. Patents in this family are set to start expiring in 2028. Another 
important patent family has broad disclosure and coverage of a variety of indications for treatment by cryogenic devices, 
including joint function and stiffness, OA, occipital neuralgia, spasticity, neuroma and other nerve entrapment indications and is 
set to expire between 2033 and 2037.

Additionally, there are several patents and pending patent applications directed to other important aspects of the iovera° 
technology. For example, patents covering the probe filtration system are set to expire in 2033 and patents on the Smart Tip 
technology are set to expire between 2034 and 2037. Other patents and applications cover methods of using needles with blunt 
tips and aspects of cryogenic devices coupled with a neurostimulator for locating nerves and are set to expire between 2035 and 
2038. There are also 11 utility and design patent families covering various features of commercial and developing next-
generation technology, which are issued or pending in the North American, Asia, Middle East, New Zealand, Australia, South 
African and Brazilian markets, which could potentially prevent others from using commercial and/or next-generation cryogenic 
devices until at least 2046 for utility patents and 2050 for design patents.

In addition, we also filed a U.S. nonprovisional application in 2023 covering the use of iovera° as a stellate ganglion block 
for managing cardiac arrhythmia, including electrical storm. U.S. Patent No. 12,508,062 issued in December 2025 with an 
expiration date in March 2044.

Patents and Patent Applications for PCRX-201

In December 2017, Flexion acquired the global rights to PCRX-201 from GQ Bio, including a direct exclusive license of 
certain foundational patents, patent applications, and other proprietary rights owned by the Baylor College of Medicine, or 
BCM, that are related to PCRX-201 for human applications. These patents generally cover the composition of matter and 
method of use of PCRX-201 in the treatment of OA. In 2019, the USPTO issued U.S. Patent No. 10,301,647, which covers the 
composition of matter and method of use of PCRX-201 in the treatment of OA with a term through January 2033. In addition, 
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the BCM patents related to PCRX-201 are issued in Europe, with an expiry date in 2032, and in Australia, Canada, China, 
India, Japan and Eurasia with expiry dates in 2033. We are continuing to prosecute one BCM U.S. patent application related to 
PCRX-201. Further, we have entered the national phase in Brazil, China, Europe, Hong Kong, Japan and the U.S. based on a 
PCT application covering composition of matter and effective dosages of PCRX-201 in the treatment of OA in humans, which, 
if granted, are expected to provide protection until 2040.

We also have a family of patent applications pending in the U.S., Australia, Canada, China, Hong Kong, Europe, Japan 
and South Korea covering composition of matter and method of use of PCRX-201 for the treatment of degenerative disc 
disease, or DDD, which, if granted, are expected to provide patent protection until 2042. We also have a family of patent 
applications pending in the U.S., Australia, Canada, China, Europe, Hong Kong, India, Japan, South Korea, and Mexico 
covering compositions and method of use of PCRX-201 in combination with a corticosteroid.

In February 2025, as part of the GQ Bio Acquisition, we acquired an exclusive license of certain foundational patents and 
patent applications, and other proprietary rights owned by BCM related to an HCAd gene therapy vector encoding PRG4 gene 
for both human and veterinary applications. Issued European patent EP 2948553 B1 generally covers HCAd-PRG4 composition 
of matter and method of use in treating camptodactyly-arthropathy-coxa vara-pericarditis (CACP) syndrome, a musculoskeletal 
disorder, or a joint disorder. Issued U.S. Patent No.11,746,359 generally covers composition of matter comprising HCAd-PRG4 
and HCAd-IL-1Ra. These patents expire in January 2034.

Patents and Patent Applications for HCAd-Platform and Gene Therapy Product Candidates

Since our February 2025 acquisition of GQ Bio, we have filed multiple patent applications in the U.S. for our gene 
therapy product candidates and large-scale manufacturing processes.

Additional Intellectual Property

We have entered the national phase in Brazil, China, Europe and the U.S. based on a PCT application covering 
composition of matter, method of use, and method of manufacture for formulations of an anesthetic drug of amino amide group 
(lidocaine, bupivacaine and ropivacaine) formulated in a triblock copolymer component (one or more PLGA-polyethylene 
glycol-PLGA triblock copolymers), which if converted and granted, is expected to provide protection until 2042.

Trade Secrets and Proprietary Information

Trade secrets play an important role in protecting our pMVL-based products (including EXPAREL) and pipeline, 
ZILRETTA and iovera° and provide protection beyond patents and regulatory exclusivity. The scale-up and commercial 
manufacture of each of our products involves processes, custom equipment and in-process and release analytical techniques that 
we believe are unique to us. The expertise and knowledge required to understand the critical aspects of our pMVL 
manufacturing steps requires knowledge of both traditional and non-traditional emulsion processing and traditional 
pharmaceutical production, overlaid with all of the challenges presented by aseptic manufacturing. ZILRETTA is also 
manufactured using custom equipment and proprietary processes with respect to certain of the formulation and manufacturing 
techniques related to the TA-formulated PLGA microspheres in ZILRETTA, including those that relate to its precise 
pharmaceutical release profile. The iovera° system relies on custom manufacturing techniques that are able to provide the 
precision and tight tolerances required for a self-contained handheld cryogenic device. Additionally, the iovera° device includes 
proprietary software for device operations during cryotherapy treatments.

We seek to protect our proprietary information, including our trade secrets and proprietary know-how, by requiring our 
employees, consultants and other advisors to execute proprietary information and confidentiality agreements upon the 
commencement of their employment or engagement. These agreements generally provide that all confidential information 
developed or made known during the course of the relationship with us be kept confidential and not be disclosed to third parties 
except in specific circumstances. In the case of our employees, the agreements also typically provide that all inventions 
resulting from work performed for us, utilizing our property or relating to our business and conceived or completed during 
employment shall be our exclusive property to the extent permitted by law. Where appropriate, agreements we obtain with our 
consultants also typically contain similar assignment of invention obligations. Further, we require confidentiality agreements 
from third parties that receive our confidential data or materials.

Competition

The pharmaceutical industry is intensely competitive and subject to rapid and significant technological change. Our 
competitors include organizations such as major multinational pharmaceutical companies, established biotechnology 
companies, specialty pharmaceutical companies and generic drug companies. Many of our competitors have greater financial 
and other resources than we have, such as more commercial resources, larger R&D staffs and more extensive marketing and 
manufacturing organizations. As a result, these companies may obtain marketing approval more rapidly than we are able and 
may be more effective in developing, selling and marketing their products. Smaller or early-stage companies may also prove to 
be significant competitors, particularly through collaborative arrangements with large, established companies.
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EXPAREL

Our competitors may succeed in developing, acquiring or licensing on an exclusive basis technologies and drug products 
that are more effective or less costly than EXPAREL or any other products that we are currently selling through partners or 
developing or that we may develop, which could render our products obsolete and noncompetitive. We expect any products that 
we develop and commercialize to compete on the basis of, among other things, efficacy, safety, convenience of administration 
and delivery, price and the availability of reimbursement from government and other third-party payers. 

EXPAREL competes with well-established products with similar indications. Competing products available for 
postsurgical pain management include opioids such as morphine, fentanyl, meperidine and hydromorphone, each of which is 
available generically from several manufacturers, and several of which are available as proprietary products using novel 
delivery systems. Ketorolac, an NSAID, is also available generically in the U.S. from several manufacturers, and Caldolor 
(ibuprofen for injection), an NSAID, has been approved by the FDA for pain management and fever in adults. EXPAREL also 
competes with currently marketed non-opioid products such as bupivacaine, marcaine, ropivacaine and other anesthetics/
analgesics, all of which are also used in the treatment of postsurgical pain and are available as either oral tablets, injectable 
dosage forms or administered using novel delivery systems. Additional products may be developed for the treatment of acute 
pain, including new injectable NSAIDs, oral NaV1.8 pain signal inhibitors, novel opioids, new formulations of currently 
available opioids and NSAIDs, long-acting local anesthetics and new chemical entities as well as alternative delivery forms of 
various opioids and NSAIDs. Currently EXPAREL also competes with elastomeric pumps and catheter devices intended to 
provide bupivacaine over several days and with off-label combinations of other approved analgesics, called “cocktails,” that are 
combined by compound pharmacies in an attempt to extend the duration of pain control.

ZILRETTA

Immediate-release steroids and hyaluronic acid, or HA, injections are currently the two marketed classes of IA products 
that compete directly with ZILRETTA. Also available are stem cell and platelet rich plasma, or PRP, injections, but these 
require on-site preparation from tissue or blood taken from the patient and have generated questionable efficacy in controlled 
clinical trials. Because these are minimally manipulated autologous therapies, they do not require and have not received FDA 
review or approval. For that reason, they are generally not reimbursed by payers, and patients must pay out of pocket to receive 
these therapies. Furthermore, the American Association of Hip & Knee Surgeons (AAHKS) issued a position statement 
indicating that it cannot recommend biologic therapies, including stem cell and PRP injections, for the treatment of advanced 
hip or knee arthritis.

iovera°

The medical device industry is intensely competitive and subject to rapid and significant technological change. The 
cryotherapy pain management field in particular is a growing industry due to increased attention on opioid usage for pain, 
which has created a rapidly emerging market and has fueled an increased interest in opioid alternatives. Many of our 
competitors in our space have greater financial and other resources than we have, such as more commercial resources, larger 
R&D staffs and more extensive marketing and manufacturing organizations. As a result, these companies may obtain marketing 
approval more rapidly than we are able and may be more effective in developing, selling and marketing their products. The rise 
of various small and early-stage companies in the cryotherapy pain management field may also prove to be significant 
competitors, particularly if they enter into collaborative arrangements with large, established companies.

Our competitors are continuously engaged in trials and attempts to develop new products or approaches in hopes of 
capturing the pain management market. They may succeed in developing, acquiring or licensing on an exclusive basis, 
technologies that are more effective or less costly than the iovera° system, which could render the iovera° system obsolete and 
noncompetitive. As a result, it is critical that we continue to innovate and to increase marketing efforts in our primary markets. 
We expect any products that we develop and commercialize to compete on the basis of, among other things, efficacy, safety, 
convenience of administration and delivery, price and the availability of reimbursement from government and other third-party 
payers.

Besides pharmaceutical products for pain management, iovera° competes with medical devices that ablate or degenerate 
peripheral nerves to treat indications such as joint pain, neuralgia and OA pain. Competing products include cryotherapy 
devices as well as other devices such as cooled radio-frequency ablation devices that block or degenerate peripheral nerves 
involved in conducting pain signals. Avanos Medical, Inc. markets these medical devices in the U.S. Additional non-opioid 
products or entirely different approaches may also be developed for pain management by one or more of our competitors.

Government Regulation 

In the U.S., prescription drug and medical device products are subject to extensive pre- and post-market regulation by the 
FDA, including regulations that govern the research, development, testing, manufacturing, distribution, safety, efficacy, 
approval, labeling, storage, record keeping, reporting, advertising and promotion of such products under the Federal Food, Drug 
and Cosmetic Act, or FDCA, and its implementing regulations. Outside the U.S., prescription drug and medical device products 
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are regulated by comparable agencies (including the EMA and MHRA in the E.U. and U.K., respectively, as well as authorities 
in Canada and Latin America), laws and regulations. Failure to comply with applicable regulatory requirements may result in, 
among other things, refusal to approve pending applications, withdrawal of an approval, warning letters, clinical holds, civil or 
criminal penalties, recall or seizure of products, injunction, debarment, partial or total suspension of production or withdrawal 
of the product from the market. Any agency or judicial enforcement action could have a material adverse effect on us.

Regulatory Environment

Pharmaceuticals

In the U.S., generally the FDA must approve any new drug, including a new use of a previously approved drug, before 
marketing of the drug occurs in the U.S. This process generally involves:

• completion of preclinical laboratory and animal testing and formulation studies in compliance with the FDA’s 
Good Laboratory Practice regulations;

• submission to the FDA of an investigational new drug, or IND, application for human clinical testing, which 
must become effective before human clinical trials may begin for unapproved use in the U.S.;

• approval by an independent Institutional Review Board, or IRB, at each clinical trial site before each trial may 
be initiated;

• performance of adequate and well-controlled human clinical trials in accordance with the FDA’s Good Clinical 
Practices, or GCP, to establish the safety and efficacy of the proposed drug product for each intended use;

• completion of process validation, quality product release and stability;

• submission of a New Drug Application, or NDA, to the FDA;

• satisfactory completion of an FDA pre-approval inspection of the product’s manufacturing facility or facilities 
to assess compliance with CGMP requirements and to ensure that the facilities, methods and controls are 
adequate to preserve the drug’s identity, quality and purity;

• satisfactory completion of an FDA advisory committee review, if applicable; and

• review and approval by the FDA of the NDA.

The preclinical and clinical testing and approval process requires substantial time, effort and financial resources, and we 
cannot be certain that the FDA will grant approvals for any of our product candidates on a timely basis, if at all. Preclinical tests 
include laboratory evaluation of product chemistry, formulation and stability, as well as studies to evaluate toxicity in animals. 
The results of preclinical tests, together with manufacturing information, analytical data and a proposed clinical trial protocol 
and other information, are submitted as part of an IND application to the FDA. The IND automatically becomes effective 
30 days after receipt by the FDA, unless the FDA places the trial on a clinical hold because of, among other things, concerns 
about the conduct of the clinical trial or about exposure of human research subjects to unreasonable health risks. In such a case, 
the IND sponsor and the FDA must resolve any outstanding concerns before the clinical trial can begin. Thus, submission of an 
IND does not by itself automatically result in FDA authorization to commence a clinical trial. In addition, the FDA requires us 
to amend an existing IND for each successive clinical trial conducted during product development. Further, an IRB covering 
each site proposing to conduct the clinical trial must review and approve the plan for any clinical trial along with informed 
consent information for subjects before the clinical trial commences at that center. The IRB also must monitor the clinical trial 
until it is completed. The FDA, the IRB or the sponsor may suspend a clinical trial at any time, on various grounds, including a 
finding that the subjects or patients are being exposed to an unacceptable health risk. We may also suspend or terminate a 
clinical trial based on evolving business objectives and/or the competitive climate.

Clinical trials involve the administration of the product candidate to healthy volunteers or patients having the disease 
being studied under the supervision of qualified investigators in accordance with GCP requirements, which include the 
requirement that all research subjects provide their informed consent for their participation in any clinical trial. Sponsors of 
clinical trials generally must register at the National Institutes of Health-maintained website (www.clinicaltrials.gov) and report 
key findings and parameters. For purposes of an NDA submission and approval, typically, the conduct of human clinical trials 
occurs in the following three pre-market sequential phases, which may overlap or be combined:

• Phase 1: Sponsors initially conduct clinical trials in a limited population, either patients or healthy volunteers, 
to test the product candidate for safety, dose tolerance, absorption, metabolism, distribution, excretion and 
clinical pharmacology, and, if possible, to gain early evidence of effectiveness. In the cases of some products 
for severe or life-threatening diseases, especially when the product may be too inherently toxic to ethically 
administer to healthy volunteers, the initial human testing often is conducted only on patients having the 
specific disease. 
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• Phase 2: Sponsors conduct clinical trials generally in a limited patient population to identify possible adverse 
effects and safety risks, to preliminarily evaluate the efficacy of the product for specific targeted indications and 
to determine dose tolerance, optimal dosage and dosing schedule. Sponsors may conduct multiple Phase 2 
clinical trials to obtain information prior to beginning larger and more extensive Phase 3 clinical trials.

• Phase 3: These include expanded controlled and uncontrolled trials, including pivotal clinical trials. When 
Phase 2 evaluations suggest the effectiveness of a dose range of the product and acceptability of such product’s 
safety profile, sponsors undertake Phase 3 clinical trials in larger patient populations to obtain additional 
information needed to evaluate the overall benefit and risk balance of the drug and to provide an adequate basis 
to develop labeling.

Some clinical trials may be overseen by an independent group of qualified experts organized by the clinical trial sponsor, 
known as a data safety monitoring board or committee. This group provides authorization for whether or not a trial may move 
forward at designated check points based on access to certain data from the trial. The process of completing clinical testing and 
obtaining FDA approval for a new drug is likely to take a number of years and requires the expenditure of substantial resources. 
If an application is submitted, there can be no assurance that the FDA will review and approve the NDA. In addition, sponsors 
may elect to conduct, or be required by the FDA to, conduct post-approval clinical trials to further assess the drug’s safety or 
effectiveness after NDA approval, generate new data and best-practice administration techniques. Studies in an indication after 
approval are typically referred to as Phase 4 clinical trials.

The requirements for drug approval and the clinical trials that approvals are based on are similar in other countries, 
however each regulatory agency will have differing policies, procedures and processes that we must comply with in each 
market we wish to sell our products in. There also can be no assurance that approval or utilization of our products will be 
identical in different jurisdictions.

Medical Devices

In the U.S., the Medical Device Amendments of 1976 to the FDCA and its subsequent amendments regulate the design, 
manufacture and marketing of medical devices. Medical devices that require notification submitted as a 510(k) clearance 
request must be reviewed and cleared by the FDA before we can begin marketing them. To request 510(k) clearance, we must 
be able to demonstrate that the medical device is substantially equivalent to a previously cleared and legally marketed 510(k) 
medical device. Medical devices require extensive clinical testing which consists of safety and efficacy studies, followed by 
pre-market approval, or PMA, applications for specific surgical indications. The FDA’s Quality System Regulations, or QSRs, 
set forth standards for our product design and manufacturing processes, require the maintenance of certain records and provide 
for inspections of our facilities by the FDA. There are also certain requirements of state, local and foreign governments that 
must be complied with in the manufacture and marketing of our products. A new indication for 510(k) clearance may or may 
not require a clinical trial. Expanding the iovera° label to include the treatment of spasticity requires a clinical trial. We 
currently have a pivotal trial underway to demonstrate the efficacy and safety of iovera° for treating spasticity, which is 
expected to be completed in 2026.

Review and Approval Process

Pharmaceuticals

Assuming successful completion of all required testing in accordance with all applicable regulatory requirements, 
sponsors submit the results of product development, preclinical studies and clinical trials to the FDA as part of an NDA 
requesting approval to market the product for one or more indications. NDAs must also contain extensive information relating 
to the product’s pharmacology, chemistry, manufacture, controls and proposed labeling, among other things. In addition, 
505(b)(2) applications must contain a patent certification for each patent listed in the FDA’s Orange Book that covers the drug 
referenced in the application and upon which the third-party studies were conducted. For some drugs, regulatory agencies may 
require Risk Evaluation and Mitigation Strategies, or REMS, which could include medication guides, physician communication 
plans or restrictions on distribution and use, such as limitations on who may prescribe the drug or where it may be dispensed or 
administered. Currently, the FDA does not require a REMS for EXPAREL but the EMA and MHRA do.

If the FDA accepts a submission for substantive review, the FDA typically reviews the NDA in accordance with 
established timeframes. Under the Prescription Drug User Fee Act, or PDUFA, the FDA establishes goals for NDA review time 
through a two-tiered classification system: Priority Review and Standard Review. A Priority Review designation is given to 
drugs that address an unmet medical need by offering major advances in treatment or providing a treatment where no adequate 
therapy currently exists. Standard Review applies to all applications that are not eligible for Priority Review. The FDA aims to 
complete Standard Reviews of NDAs within 12 months of submission (ten months after the Day 60 filing date) and Priority 
Reviews within eight months of submission (six months after the Day 60 filing date). For an sNDA, the FDA aims to complete 
its Standard Review within 10 months of submission and Priority Reviews within six months of submission. Review processes 
may sometimes extend beyond these target completion dates due to FDA requests for additional information or clarification, 
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difficulties scheduling an advisory committee meeting, negotiations regarding REMS or FDA workload issues, but in general 
under PDUFA the FDA is supposed to complete its reviews within the target timeframes despite these factors. The FDA may 
refer the application to an advisory committee for review, evaluation and recommendation as to the application’s approval. The 
recommendations of an advisory committee do not bind the FDA, but the FDA generally follows such recommendations.

Under PDUFA, NDA applicants must pay significant NDA user fees upon submission. In addition, manufacturers of 
approved prescription drug products must pay annual program fees, as we do for EXPAREL and ZILRETTA.

Before approving an NDA, the FDA will inspect the facility or facilities where the product is manufactured. The FDA 
will not approve an application unless it determines that the manufacturing processes and facilities are in compliance with 
CGMP requirements and are adequate to ensure consistent production of the product within required specifications. 
Additionally, the FDA will typically inspect one or more clinical sites to ensure compliance with GCP before approving an 
NDA.

After the FDA evaluates the NDA and the manufacturing facilities, it may issue an approval letter or a Complete 
Response Letter, or CRL, to indicate that the review cycle for an application is complete and that the application is not ready for 
approval. CRLs generally outline the deficiencies in the submission and may require substantial additional testing or 
information in order for the FDA to reconsider the application. Even if such additional information is submitted, the FDA may 
ultimately decide that the NDA does not satisfy the criteria for approval. Data from clinical trials are not always conclusive and 
the FDA may interpret data differently than we do. If the FDA requires a REMS plan, it could include medication guides, 
physician communication plans or elements to assure safe use, such as restricted distribution methods, patient registries and 
other risk minimization tools. The FDA also may approve an NDA contingent on, among other things, changes to proposed 
labeling, a commitment to conduct one or more post-market studies or clinical trials and the correction of identified 
manufacturing deficiencies, including the development of adequate controls and specifications. If and when the deficiencies 
have been addressed to the FDA’s satisfaction, the FDA will typically issue an approval letter. An approval letter authorizes 
commercial marketing of the drug with specific prescribing information for specific indications.

Outside the U.S., although timelines vary as do specific regulatory procedures, the same general principals hold, 
including the potential for a REMS plan which could entail other requirements, including but not limited to patient registries 
and risk minimization tools.

Medical Devices

In the U.S., authorization to bring a medical device to market is generally obtained in one of two ways. The first pathway, 
a pre-market notification (the 510(k) process), requires demonstration that the new device is substantially equivalent to an 
already legally marketed medical device. The second pathway, a PMA, requires an independent demonstration that a medical 
device is safe and effective for its intended use. In general, PMAs require a much longer time horizon and can be much more 
expensive than obtaining clearance through the 510(k) process. A PMA must be submitted to the FDA if it is determined that 
the device is not eligible for the 510(k) clearance process. A PMA must be supported by extensive data including, but not 
limited to, technical, preclinical and clinical trials, manufacturing and labeling to demonstrate reasonable evidence of the 
device’s safety and efficacy to the FDA’s satisfaction.

To obtain 510(k) clearance, we must file with the FDA a pre-market notification demonstrating that our proposed device 
is substantially equivalent to a previously cleared and legally marketed 510(k) device or a device that was in commercial 
distribution before May 28, 1976 for which the FDA has not yet called for the submission of a PMA. 510(k) clearance for a 
predecessor device to iovera° was first obtained in March 2009 when the focus of MyoScience was cosmetic applications (i.e., 
facial wrinkle reduction). MyoScience’s focus shifted to pain management in 2014, and since then there have been a number of 
advancements that led to three additional 510(k) submissions and clearances to support iovera° and the subsequent growth of 
the iovera° product line.

After a device receives 510(k) clearance or a PMA approval, it may be changed or modified. Any modification that could 
significantly affect its safety or effectiveness, or that would constitute a significant change in its intended use, will require a 
new clearance or approval. Regulations provide that the manufacturer initially determines when a specific modification requires 
notification to FDA. The FDA has issued draft guidance that, if finalized and implemented, will result in manufacturers needing 
to seek a significant number of new clearances for changes made to legally marketed devices. The FDA reviews the 
manufacturer’s decision to file a 510(k) or PMA for modifications during facility audits.

Section 505(b)(2) New Drug Applications

For pharmaceutical products, as an alternate path to FDA approval, particularly for modifications to drug products 
previously approved by the FDA, an applicant may submit an NDA under Section 505(b)(2) of the FDCA. Section 505(b)(2) 
was enacted as part of the Drug Price Competition and Patent Term Restoration Act of 1984 (also known as the Hatch-Waxman 
Act), and permits the submission of an NDA where at least some of the information required for approval comes from 
preclinical and/or clinical trials not conducted by or for the applicant. The FDA interprets Section 505(b)(2) of the FDCA to 
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permit the applicant to rely upon the FDA’s previous findings of safety and effectiveness for an approved product. The FDA 
may also require companies to perform additional clinical trials or measurements to support any change from the previously 
approved product. The FDA may then approve the new product candidate for all or some of the label indications for which the 
referenced product has been approved, as well as for any new indication sought by the Section 505(b)(2) applicant.

Applications under Section 505(b)(2) are subject to any non-patent exclusivity period applicable to the referenced 
product, which may delay approval of the 505(b)(2) application even if the FDA has completed its substantive review and 
determined the drug should be approved. In addition, 505(b)(2) applications must include patent certifications to any patents 
listed in the FDA’s Orange Book as covering the referenced product. If the 505(b)(2) applicant seeks to obtain approval before 
the expiration of an applicable listed patent, the 505(b)(2) applicant must provide notice to the patent owner and NDA holder of 
the referenced product. If the patent owner or NDA holder brings a patent infringement lawsuit within 45 days of such notice, 
the 505(b)(2) application cannot be approved for 30 months or until the 505(b)(2) applicant prevails, whichever is sooner. If the 
505(b)(2) applicant loses the patent infringement suit, the FDA may not approve the 505(b)(2) application until the patent 
expires, plus any period of pediatric exclusivity.

In any future NDA submissions for our product candidates, we intend to follow the development and approval pathway 
permitted under the FDCA that we believe will maximize the commercial opportunities for these product candidates.

Post-Approval Requirements

Pharmaceuticals

After approval, the NDA sponsor must comply with comprehensive requirements governing, among other things, drug 
listing, recordkeeping, manufacturing, marketing activities, product sampling, distribution and annual reporting. Additionally, 
adverse events must be reported to the FDA in a timely fashion, and pharmacovigilance programs to proactively look for 
adverse events are mandated by the FDA. An adverse event is any undesirable experience associated with the use of a medical 
product in a patient. A serious adverse event is an adverse event that results in death, is life-threatening or results in 
hospitalization or disability, among other things. If the events suggest a new safety signal for the drug in question, that could 
lead to the need for additional safety statements in the labeling of the product or additional REMS. Additionally, adverse events 
found in other drugs could also mean that we have to abide by additional safety measures and include warnings in our labeling. 
Similar reporting and pharmacovigilance obligations exist with regulatory agencies outside the U.S.

If new safety issues are identified following approval, the FDA can require the NDA sponsor to revise the approved 
labeling to reflect the new safety information; conduct post-market studies or clinical trials to assess the new safety information 
and implement a REMS program to mitigate newly identified risks. The FDA may also require post-approval testing, including 
Phase 4 trials, and surveillance programs to monitor the effect of approved products which have been commercialized, and the 
FDA has the authority to prevent or limit further marketing of a product based on the results of these post-marketing programs. 
Drugs may be marketed only for approved indications and in accordance with the provisions of the FDA-approved label. 
Further, if we modify a drug, including any changes in indications, labeling or manufacturing processes or facilities, the FDA 
may require us to submit and obtain FDA approval of a new or supplemental NDA, which may require us to develop additional 
data or conduct additional preclinical studies and clinical trials.

In addition, drug manufacturers and other entities involved in the manufacture and distribution of approved drugs are 
required to register their establishments with the FDA and state agencies and are subject to periodic unannounced inspections 
by the FDA and these state agencies for compliance with CGMP requirements. Changes to the manufacturing process are 
strictly regulated and often require prior FDA approval before being implemented. FDA regulations also require investigation 
and correction of any deviations from CGMP and impose reporting and documentation requirements upon us and any third-
party manufacturers that we may decide to use.

If after approval the FDA determines that the product does not meet applicable regulatory requirements or poses 
unacceptable safety risks, the FDA may take other regulatory actions, including initiating suspension or withdrawal of the NDA 
approval. Later discovery of previously unknown problems with a product, including adverse events of unanticipated severity 
or frequency, or with manufacturing processes, or failure to comply with regulatory requirements, may result in, among other 
things:

• restrictions on the marketing or manufacturing of the product, complete withdrawal of the product from the 
market or product recalls;

• fines, warning letters or holds on post-approval clinical trials;

• refusal of the FDA to approve pending applications or supplements to approved applications, or suspension or 
revocation of product license approvals;

• product seizure or detention, or refusal to permit the import or export of products; or

• injunctions or the imposition of civil or criminal penalties.
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The FDA strictly regulates marketing, labeling, advertising and promotion of products that are placed on the market. 
These regulations include standards and restrictions for direct-to-consumer advertising, industry-sponsored scientific and 
educational activities, promotional activities involving the internet and off-label promotion. While physicians may prescribe for 
off-label uses, manufacturers may only promote for the approved indications and in accordance with the provisions of the 
approved label. The FDA has very broad enforcement authority under the FDCA, and failure to abide by these regulations can 
result in penalties, including the issuance of a warning letter directing entities to correct deviations from FDA standards, a 
requirement that future advertising and promotional materials be pre-cleared by the FDA, and state and federal civil and 
criminal investigations and prosecutions.

In addition, the distribution of prescription pharmaceutical products is subject to the Prescription Drug Marketing Act, or 
PDMA, which regulates the distribution of drugs and drug samples at the federal level and sets minimum standards for the 
registration and regulation of drug distributors by the states. Both the PDMA and state laws limit the distribution of prescription 
pharmaceutical product samples and impose requirements to ensure accountability in distribution, including a drug pedigree 
which tracks the distribution of prescription drugs.

Medical Devices

The FDA has broad post-market and regulatory obligations that we must adhere to. We are subject to unannounced 
inspections by the FDA to determine our compliance with QSRs and other rules and regulations. 

After a medical device is placed on the market, numerous regulatory requirements apply. These include, but are not 
limited to:

• QSRs, which require manufacturers, including third-party manufacturers, to follow stringent design, testing, 
documentation and other quality assurance procedures during product design and throughout the manufacturing 
process;

• Labeling regulations and FDA prohibitions against the promotion of products for uncleared, unapproved or 
off-label uses; and

• Medical device reporting regulations, which require that manufacturers report to the FDA if their device may 
have caused or contributed to a death or serious injury or malfunctioned in a way that would likely cause or 
contribute to a death or serious injury if the malfunction were to recur.

Failure to comply with regulatory requirements can result in enforcement action by the FDA, which may include any of 
the following sanctions:

• restrictions on the marketing or manufacturing of the product, complete withdrawal of the product from the 
market or product recalls;

• fines, warning letters or holds on post-approval clinical trials;

• the potential withdrawal of 510(k) clearance or other approvals that were previously granted; 

• refusal of the FDA to approve pending applications or supplements to approved applications, or suspension or 
revocation of product license approvals;

• product seizure or detention, or refusal to permit the import or export of products;

• injunctions or the imposition of civil or criminal penalties; or

• requiring us to repair, replace and/or refund the cost of any medical device we have manufactured or distributed.

If any of these events were to occur, they could have a material adverse effect on our business.

International Regulation

In addition to regulations in the U.S., we are subject to a variety of foreign regulations governing clinical trials and the 
commercial sales and distribution of our products. Whether or not we obtain FDA approval for a product, we must obtain 
approval by the comparable regulatory authorities of foreign countries before we can commence clinical trials or marketing of 
the product in those countries. The approval process and requirements vary from country to country, and the time may be longer 
or shorter than that necessary for FDA approval. 

For example, in Europe, there are several tracks for marketing approval for pharmaceuticals, for product approval and 
post-approval regulatory processes, depending on the type of product for which approval is sought. Under the centralized 
procedure, a company submits a single application to the EMA. The marketing application is similar to the NDA in the U.S. 
and is evaluated by the CHMP, the expert scientific committee of the EMA. If the CHMP determines that the marketing 
application fulfills the requirements for quality, safety and efficacy, it will submit a favorable opinion to the EC. The CHMP 
opinion is not binding, but is typically adopted by the EC. A marketing application approved by the EC is valid in all E.U. 
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member states and is recognized by the MHRA. The centralized procedure is required for all biological products, orphan 
medicinal products and new treatments for neurodegenerative disorders, and it is available for certain other products, including 
those which constitute a significant therapeutic, scientific or technical innovation.

As with FDA, EMA or MHRA approval, we may not be able to secure additional regulatory approvals in a timely manner, 
if at all. Additionally, as in the U.S., post-approval regulatory requirements, such as those regarding product manufacture, 
marketing or distribution would apply to any product that is approved in Europe, the U.K., Canada and Latin America, and 
failure to comply with such obligations could have a material adverse effect on our ability to successfully commercialize any 
product.

In addition to regulations in Europe and the U.S., we will be subject to regulations governing clinical trials, product 
approvals, and commercial distribution in the U.K, Canada, Latin America and any other jurisdictions in which EXPAREL, 
ZILRETTA, iovera° or any other future product is approved.

Third-Party Payer Coverage and Reimbursement

The commercial success of our products and product candidates will depend, in part, upon the availability of coverage and 
reimbursement from third-party payers at the federal, state and private levels. Government payer programs, including Medicare 
and Medicaid, private health care insurance companies and managed care plans may deny coverage or reimbursement for a 
product or therapy in whole or in part if they determine that the product or therapy is not medically appropriate or necessary. 
Also, third-party payers have attempted to control costs by limiting coverage and the amount of reimbursement for particular 
procedures, medical devices or drug treatments. The U.S. Congress and state legislatures from time to time propose and adopt 
initiatives aimed at cost containment that could impact our ability to sell our products at a price level high enough to realize an 
appropriate return on our investment, which would materially impact our results of operations.

In March 2010, President Barack Obama signed into law the Patient Protection and Affordable Care Act, as amended by 
the Health Care and Education Affordability Reconciliation Act (collectively, the “Affordable Care Act”), a sweeping law 
intended to broaden access to health insurance, reduce or constrain the growth of healthcare spending, enhance remedies against 
fraud and abuse, add new transparency requirements for healthcare and health insurance industries, impose new taxes and fees 
on the health industry and impose additional health policy reforms. The Affordable Care Act revised the definition of “average 
manufacturer price” for reporting purposes, which could increase the amount of Medicaid drug rebates owed to states by 
pharmaceutical manufacturers for covered outpatient drugs. The Affordable Care Act also established a new Medicare Part D 
coverage gap discount program, in which drug manufacturers must agree to offer 50 percent point-of-sale discounts off 
negotiated prices of applicable brand name drugs to eligible beneficiaries during their coverage gap period as a condition for the 
manufacturer’s outpatient drugs to be covered under Medicare Part D. Substantial new provisions affecting compliance have 
also been enacted, which may require us to modify our business practices with healthcare practitioners. One such governmental 
program that was expanded as part of the Affordable Care Act is the 340B Drug Pricing Program, which requires 
pharmaceutical manufacturers that participate in Medicaid to enter into a pharmaceutical pricing agreement, or PPA, with the 
Secretary of Health and Human Services, and requires the manufacturer to extend discounts to entities covered under the 340B 
Drug Pricing Program. The 340B Drug Pricing Program aims to cover entities that have scarce financial resources to be able to 
reach the U.S.’s most financially vulnerable patient populations. There have been proposed in Congress a number of legislative 
initiatives regarding healthcare, including possible repeal of the Affordable Care Act. At this time, it remains unclear whether 
there will be any changes made to the Affordable Care Act. The full impact that the Affordable Care and other new laws will 
have on our business is uncertain. However, such laws appear likely to continue the pressure on pharmaceutical pricing, 
especially under the Medicare program, and may also increase our regulatory burdens and operating costs. Moreover, in the 
coming years, additional changes could be made to governmental healthcare programs that could significantly impact the 
success of our products.

In December 2022, the Non-Opioids Prevent Addiction In the Nation (“NOPAIN”) Act was signed into law as part of the 
Biden Administration’s Consolidated Appropriations Act of 2023. The NOPAIN Act is preventative legislation aimed at 
tackling the opioid crisis by incentivizing the use of qualifying non-opioid options to manage surgical pain for Medicare 
patients treated in ASC and HOPD settings. This federal mandate requires Medicare to reimburse for non-opioid products, such 
as EXPAREL and iovera°, used during all surgeries conducted in the ASC or HOPD setting. Specifically, the NOPAIN Act 
covers reimbursement for (i) all non-opioid medications indicated to reduce postoperative pain or produce postsurgical regional 
analgesia without acting upon the body’s opioid receptors; and (ii) all devices used to deliver a therapy, reduce postoperative 
pain or produce postsurgical or regional analgesia. In order to qualify for reimbursement under the NOPAIN Act, a device must 
have demonstrated the ability to reduce or avoid intraoperative opioid use or the quantity of opioids prescribed in a clinical trial 
or through data published in a peer-reviewed journal. The NOPAIN Act took effect on January 1, 2025. This policy eliminates 
the cost burden associated with providing Medicare patients best-in-class opioid-sparing strategies, allowing institutions the 
financial flexibility to treat more patients with no- and low-opioid pain management strategies. Congress is now working to 
extend access to these qualifying non-opioids, with the introduction of the NOPAIN for Veterans Act, which was introduced in 
the House (H.R. 5409) in July 2025, and in the Senate (S. 3209) in November 2025. If passed, this legislation would expand 
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veteran access to non-opioid alternatives by providing pathways for FDA-approved non-opioid treatments to be included in the 
VA National Formulary (VANF).

In October 2024, the Centers for Medicare and Medicaid Services, or CMS, established a permanent product-specific 
Healthcare Common Procedure Coding System, or HCPCS, J-code for EXPAREL. The new J-code for EXPAREL (J0666) 
became effective January 1, 2025, and supersedes the prior C-code (C9290), which had been in place since 2019. In addition to 
the separate CMS reimbursement EXPAREL will receive in outpatient settings with the implementation of the NOPAIN Act in 
January 2025, this new J-code will also provide reimbursement when EXPAREL is used in the office setting and for office-
based surgeries. J-codes are reimbursement codes used by commercial insurance plans, Medicare, Medicare Advantage, and 
other government payers for Medicare Part B drugs like EXPAREL. Claims submission and payment are standardized with a J-
code, facilitating and streamlining billing and reimbursement. In addition, some commercial insurers require a J-code for 
payment.

Additionally, in November 2024, CMS confirmed that both EXPAREL and iovera° qualify as eligible non-opioid pain 
management products under the NOPAIN Act. HOPDs and ASCs, that use these products now receive additional Medicare 
reimbursement effective January 1, 2025. The reimbursement rate for EXPAREL equates to 106% of the average sales price 
(ASP +6%) in the HOPD and ASC environments. New reimbursement for iovera° includes a separate add-on payment of up to 
an additional $255.85 when providers administer iovera° in ASC and HOPD settings, using a new C-code created for the 
product (C9809). This new Medicare payment is provided in addition to the current reimbursement available to HOPDs and 
ASCs when they perform a procedure with iovera°.

The marketability of our products may suffer if the government and third-party payers fail to provide adequate coverage 
and reimbursement. In addition, emphasis on managed care in the U.S. has increased, and we expect will continue to increase, 
the pressure on pharmaceutical and medical device pricing. Some third-party payers require pre-approval of coverage for new 
or innovative devices or drug therapies before they will reimburse healthcare providers that use such therapies, or place limits 
on the amount of reimbursement. Coverage policies and third-party payer reimbursement rates may change at any time. Even if 
favorable coverage and reimbursement status is attained for our products, less favorable coverage policies and reimbursement 
rates may be implemented in the future.

In international markets, reimbursement and healthcare payment systems vary significantly by country, and many 
countries have instituted price ceilings on specific products and therapies. There can be no assurance that our products will be 
considered medically reasonable and necessary for a specific indication, that our products will be considered cost-effective by 
third-party payers or that an adequate level of reimbursement will be available so that the third-party payers’ reimbursement 
policies will not adversely affect our ability to sell our products profitably.

Marketing and Data Exclusivity

Market exclusivity provisions under the FDCA can delay the submission or approval of certain applications of other 
companies seeking to reference another company’s NDA. The FDA may grant three or five years of marketing exclusivity in 
the U.S. for the approval of new or supplemental NDAs, including Section 505(b)(2) NDAs, for, among other things, new 
indications, dosages or dosage forms of an existing drug, if new clinical investigations that were conducted or sponsored by the 
applicant are essential to the approval of the application. A drug is a new chemical entity if the FDA has not previously 
approved any other new drug containing the same active moiety, which is the molecule or ion responsible for the action of the 
drug substance. During the exclusivity period, the FDA may not accept for review an Abbreviated New Drug Application, or 
ANDA, or a Section 505(b)(2) NDA submitted by another company for another version of such drug where the applicant does 
not own or have a legal right of reference to all the data required for approval. However, such an application may be submitted 
after four years if it contains a certification of patent invalidity or non-infringement to one of the patents listed with the FDA by 
the innovator NDA holder. The FDCA also provides three years of marketing exclusivity for an NDA, or supplement to an 
existing NDA if new clinical investigations, other than bioavailability studies, that were conducted or sponsored by the 
applicant are deemed by the FDA to be essential to the approval of the application, for example new indications, dosages or 
strengths of an existing drug. Additionally, six months of marketing exclusivity in the U.S. is available under Section 505A of 
the FDCA if, in response to a written request from the FDA, a sponsor submits and the agency accepts requested information 
relating to the use of the approved drug in the pediatric population. This six-month pediatric exclusivity period is not a 
standalone exclusivity period, but rather is added to any existing patent or non-patent exclusivity period for which the drug 
product is eligible. In the past, based on our clinical trial program for EXPAREL, the FDA granted three years of marketing 
exclusivity to EXPAREL, which expired in October 2014. In Europe, manufacturers qualify for 8 years of data exclusivity upon 
marketing authorization approval and an additional two years of market exclusivity, for a total of 10 years of regulatory 
exclusivity.

Manufacturing Requirements

We must comply with the FDA’s CGMP requirements and comparable regulations in other countries. The CGMP 
provisions include requirements relating to the organization of personnel, buildings and facilities, equipment, control of 
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components and drug product containers and closures, production and process controls, packaging and labeling controls, 
holding and distribution, laboratory controls, records and reports and returned or salvaged products. The manufacturing 
facilities for our products must meet CGMP requirements to the satisfaction of the FDA and other authorities pursuant to a pre-
approval inspection before we can use them to manufacture our products. We and any third-party manufacturers we engage or 
with which we partner are also subject to periodic inspections of facilities by the FDA and other authorities, including 
procedures and operations used in the testing and manufacture of our products to assess our compliance with applicable 
regulations. Failure to comply with these and other statutory and regulatory requirements subjects a manufacturer to possible 
legal or regulatory action, including warning letters, the seizure or recall of products, injunctions, consent decrees placing 
significant restrictions on or suspending manufacturing operations and civil and criminal penalties. Adverse experiences with 
the product or product complaints must be reported and could result in the imposition of market restrictions through labeling 
changes or in product removal. Product approvals may be withdrawn if compliance with regulatory requirements is not 
maintained or if problems concerning safety or efficacy of the product occur following approval.

Regulations Pertaining to Sales and Marketing

We are subject to various federal and state laws pertaining to health care “fraud and abuse,” including anti-kickback laws 
and false claims laws. Anti-kickback laws generally prohibit a prescription drug or medical device manufacturer from 
soliciting, offering, receiving, or paying any remuneration to generate business, including the purchase or prescription of a 
particular drug or device. Although the specific provisions of these laws vary, their scope is generally broad and there may be 
no regulations, guidance or court decisions that clarify how the laws apply to particular industry practices. There is therefore a 
possibility that our practices might be challenged under the anti-kickback or similar laws. False claims laws prohibit anyone 
from knowingly and willingly presenting, or causing to be presented for payment to third-party payers (including Medicare and 
Medicaid) claims for reimbursed drugs, procedures or services that are false or fraudulent, claims for items or services not 
provided as claimed, or claims for medically unnecessary items or services. Our activities relating to the sale and marketing of 
our products may be subject to scrutiny under these laws. Violations of fraud and abuse laws may be punishable by criminal or 
civil sanctions, including fines and civil monetary penalties and exclusion from federal health care programs (including 
Medicare and Medicaid). In the U.S., federal and state authorities are paying increased attention to enforcement of these laws 
within the pharmaceutical and medical device industries and private individuals have been active in alleging violations of the 
laws and bringing suits on behalf of the government under the federal civil False Claims Act. If we were subject to allegations 
concerning, or were convicted of violating, these laws, our business could be harmed.

Laws and regulations have been enacted by the federal government and various states to regulate the sales and marketing 
practices of pharmaceutical and medical device manufacturers. The laws and regulations generally limit financial interactions 
between manufacturers and health care providers or require disclosure to the government and public of such interactions. The 
laws include the federal Physician Payment Sunshine Act, or “sunshine” provisions, enacted in 2010 as part of the Affordable 
Care Act. The sunshine provisions apply to pharmaceutical and medical device manufacturers with products reimbursed under 
certain government programs and require those manufacturers to disclose annually to the federal government (for re-disclosure 
to the public) certain payments made to physicians and certain other healthcare practitioners or to teaching hospitals. State laws 
may also require disclosure of pharmaceutical and medical device pricing information and marketing expenditures. Many of 
these laws and regulations contain ambiguous requirements. Given the lack of clarity in laws and their implementation, our 
reporting actions could be subject to the penalty provisions of the pertinent federal and state laws and regulations. Outside the 
U.S., other countries have implemented requirements for disclosure of financial interactions with healthcare providers and 
additional countries may consider or implement such laws.

Regenerative Medicine Advanced Therapies

As part of the 21st Century Cures Act, Congress amended the FDCA to create the RMAT designation. The RMAT 
designation is intended to facilitate efficient development and expedite review of regenerative medicine advanced therapies, 
which are intended to treat, modify, reverse, or cure a serious or life-threatening disease or condition. RMAT covers cell 
therapies, gene therapies, therapeutic tissue engineering products, human cell and tissue products, and combination products 
using any such therapies or products. A sponsor may request that the FDA designate a regenerative medicine advanced therapy 
concurrently with or at any time after submission of an IND. For example, in February 2024, the FDA granted an RMAT 
designation for PCRX-201. The FDA has 60 calendar days to determine whether the criteria are met, including whether there is 
preliminary clinical evidence indicating the potential to address unmet medical needs for a serious or life-threatening disease or 
condition. A Biologics License Application (BLA) for a regenerative medicine advanced therapy may be eligible for priority 
review or accelerated approval through surrogate or intermediate endpoints reasonably likely to predict long-term clinical 
benefit, or reliance upon data obtained from a meaningful number of clinical trial sites. Benefits of such designation also 
include early interactions with the FDA to discuss any potential surrogate or intermediate endpoint to be used to support 
accelerated approval. A regenerative medicine advanced therapy that is granted accelerated approval and is subject to post-
approval requirements may fulfill such requirements through the submission of clinical evidence, clinical studies, patient 
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The following tables contain information about the Company’s stock incentive plans at December 31, 2025:

Stock Incentive Plan
Awards Reserved 

For Issuance
Awards
Issued

Awards Available 
For Grant

2011 Plan  20,231,701  16,579,809  3,651,892 
A&R Inducement Plan (1)  2,310,000  2,266,319  43,681 
Total  22,541,701  18,846,128  3,695,573 

Employee Stock Purchase Plan
Shares Reserved

For Purchase
Shares

Purchased
Shares Available

For Purchase
ESPP  1,000,000  848,101  151,899 

(1) In January 2026, the board of directors approved an amendment to the A&R Inducement Plan to authorize an additional 750,000 shares reserved for 
issuance.

Stock-Based Compensation

Compensation expense for stock options and RSUs is based on the estimated grant date fair value of an award recognized 
over the requisite service period on a straight-line expense attribution method. Compensation expense for ESPP share options is 
based on the estimated grant date fair value of the ESPP shares and the number of shares that can be purchased as of the grant 
date, which is recognized as expense on a straight-line expense attribution method over the length of an offering period.

The Company recognized stock-based compensation expense in its consolidated statements of operations for the years 
ended December 31, 2025, 2024 and 2023 as follows (in thousands):

 Year Ended December 31,
 2025 2024 2023
Cost of goods sold $ 6,448 $ 5,331 $ 5,537 
Research and development  9,188  7,381  8,694 
Selling, general and administrative  41,866  34,857  33,664 
Contingent consideration gains, acquisition-related expenses, restructuring 
and other  —  3,602  — 

Total $ 57,502 $ 51,171 $ 47,895 

Stock-based compensation from:
Stock options $ 15,511 $ 21,730 $ 24,005 
RSUs  40,583  28,656  22,974 
ESPP share options  1,408  785  916 

Total $ 57,502 $ 51,171 $ 47,895 

Related income tax benefit $ 11,913 $ 10,506 $ 10,186 

PACIRA BIOSCIENCES, INC.
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The following table summarizes the Company’s stock option activity and related information for the year ended 
December 31, 2025:

Number of
Stock Options

Weighted
Average

Exercise Price 
(Per Share)

Weighted 
Average

Remaining
Contractual

Term (Years)

Aggregate
Intrinsic Value
(in Thousands)

Outstanding at December 31, 2024  6,845,618 $ 42.95 5.72 $ 804 
Granted  537,787  25.14 
Exercised  (30,530)  16.45 $ 271 
Forfeited  (224,311)  41.00 
Expired  (754,083)  51.35 

Outstanding at December 31, 2025  6,374,481  40.65 5.38 $ 3,494 
Exercisable at December 31, 2025  4,731,527 $ 44.58 4.32 $ 612 
Vested and expected to vest as of December 31, 2025  6,374,481 $ 40.65 5.38 $ 3,494 

As of December 31, 2025, $19.0 million of total unrecognized compensation cost related to unvested stock options is 
expected to be recognized over a remaining weighted average period of 2.1 years. The Company’s stock options have a 
maximum expiration date of ten years from the date of grant. 

The weighted average fair value of stock options granted for the years ended December 31, 2025, 2024 and 2023 was 
$13.63, $11.77 and $15.92 per share, respectively. The fair values of stock options granted were estimated using the Black-
Scholes model with the following weighted average assumptions:

 Year Ended December 31,
Black-Scholes Weighted Average Assumption 2025 2024 2023
Expected dividend yield None None None
Risk-free interest rate 3.68% - 4.32% 3.55% - 4.58% 3.05% - 4.81%
Expected volatility 58.0% 40.6% 41.3%
Expected term of options 5.15 years 5.15 years 4.90 years

The following table summarizes the Company’s RSU activity and related information for the year ended December 31, 
2025:

 

Number of
Restricted Stock 

Units

Weighted
Average Grant
Date Fair Value 

(Per Share)

Aggregate
Intrinsic Value
(in Thousands)

Unvested at December 31, 2024  2,769,728 $ 32.07 $ 52,182 
Granted  2,519,321  25.93 
Vested  (836,486)  35.33 
Forfeited  (291,866)  29.53 
Unvested and expected to vest as of December 31, 2025  4,160,697 $ 27.87 $ 107,679 

As of December 31, 2025, $87.1 million of total unrecognized compensation cost related to unvested RSUs is expected to 
be recognized over a weighted average period of 1.5 years. The Company’s RSUs have a maximum vest date of four years from 
the date of grant. The fair values of RSUs awarded are equal to the closing price of the Company’s common stock on the date 
of grant.

The fair values of the ESPP share options granted were estimated using the Black-Scholes model with the following 
weighted average assumptions:

PACIRA BIOSCIENCES, INC.
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Year Ended December 31,
Black-Scholes Weighted Average Assumption 2025 2024 2023
ESPP share option fair value $6.09 - $9.82 $8.20 - $8.25 $10.00 - $10.34
Expected dividend yield None None None
Risk-free interest rate 3.80% - 4.24% 5.26% - 5.33% 4.77% - 5.53%
Expected volatility 89.5% 40.5% 35.4%
Expected term of ESPP share options 6 months 6 months 6 months

NOTE 15—NET INCOME (LOSS) PER COMMON SHARE

Potential common shares are excluded from the diluted net income (loss) per common share computation to the extent that 
they would be antidilutive. Since the Company reported a net loss for the year ended December 31, 2024, no potentially dilutive 
securities were included in the computation of diluted net loss per share for that period. As discussed in Note 11, Debt, the 
Company has the option to pay cash for the aggregate principal amount due upon the conversion of its 2025 Notes. For 
additional information on the Company’s computation of its net income (loss) per common share, see Note 2, Summary of 
Significant Accounting Policies.

The following table sets forth the computation of basic and diluted net income (loss) per common share for the years 
ended December 31, 2025, 2024 and 2023 (in thousands, except per common share amounts): 

 Year Ended December 31,
 2025 2024 2023
Numerator:    
Net income (loss)—basic $ 7,034 $ (99,560) $ 41,955 

2025 Notes if-converted method adjustment  —  —  4,114 
Adjusted net income (loss)—diluted $ 7,034 $ (99,560) $ 46,069 
Denominator:
Weighted average common shares outstanding—basic  44,566  46,245  46,222 
Computation of diluted securities:

2025 Notes if-converted method adjustment  —  —  5,608 
Dilutive effect of stock options  32  —  51 
Dilutive effect of RSUs  434  —  96 
Dilutive effect of ESPP share options  10  —  2 

Weighted average common shares outstanding—diluted  45,042  46,245  51,979 
Net income (loss) per common share:
Basic net income (loss) per common share $ 0.16 $ (2.15) $ 0.91 
Diluted net income (loss) per common share $ 0.16 $ (2.15) $ 0.89 

The following table summarizes the outstanding stock options, RSUs, ESPP share options and convertible senior notes 
that were excluded from the diluted net income (loss) per common share calculation because the effects of including these 
potential shares were antidilutive in the periods presented (in thousands): 
 Year Ended December 31,
 2025 2024 2023
Weighted average number of stock options  6,458  7,217  6,251 
2025 Notes  1,654  3,843  — 
Weighted average number of RSUs  1,721  2,139  1,033 
Weighted average ESPP share options  —  54  20 
     Total  9,833  13,253  7,304 
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NOTE 16—INCOME TAXES

Income (loss) before income taxes and the related tax expense is as follows (in thousands):
Year Ended December 31,

2025 2024 2023
Income (loss) before income taxes:
   Domestic $ 19,615 $ (65,325) $ 66,257 
   Foreign  (2,741)  2,219  (4,556) 

Total income (loss) before income taxes $ 16,874 $ (63,106) $ 61,701 

Current taxes:
   Federal $ 1,855 $ 9,295 $ 1,686 
   State  1,495  6,527  2,444 
   Foreign  13  11  1 
      Total current taxes $ 3,363 $ 15,833 $ 4,131 
Deferred taxes:
   Federal $ 8,038 $ 18,784 $ 16,790 
   State  (1,486)  1,837  (1,175) 
   Foreign  (75)  —  — 
      Total deferred taxes $ 6,477 $ 20,621 $ 15,615 

      Total income tax expense $ 9,840 $ 36,454 $ 19,746 

PACIRA BIOSCIENCES, INC.
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A reconciliation of income tax expense (benefit) at the U.S. federal statutory rate to the provision for income taxes after 
the adoption of ASU 2023-09 is as follows for the year ended December 31, 2025 (dollars in thousands):

Year Ended December 31, 2025
Amount Tax Rate

U.S. statutory rate applied to income before taxes $ 3,544  21.00 %
State and local income taxes, net of federal effect (1)  (513)  (3.04) %
Foreign tax effects - U.K.:

Nondeductible items  1,061  6.29 %
Valuation allowance  268  1.59 %
Return to provision  (396)  (2.34) %
Other items  21  0.12 %
Rate differential  (343)  (2.03) %

Foreign tax effects—other foreign jurisdictions  (97)  (0.57) %
Total foreign tax effects  514  3.06 %
Tax credits: R&D  (4,098)  (24.29) %
Changes in valuation allowances  840  4.98 %
Non-taxable or nondeductible items:

Meals and entertainment  419  2.48 %
Stock-based compensation  6,970  41.31 %
Executive compensation  1,543  9.14 %
Contingent consideration  (457)  (2.71) %
Transaction-related items (2)  (657)  (3.89) %
Other items  379  2.25 %

Total non-taxable or nondeductible items  8,197  48.58 %
Changes in unrecognized tax benefits  1,356  8.04 %
Income tax expense and effective tax rate $ 9,840  58.33 %
(1) State and local taxes in California, New Jersey and Texas comprise the majority of this category and is inclusive of credits.
(2) Transaction-related items primarily related to a $4.2 million non-taxable equity investment gain that occurred when the Company remeasured its 
previously held equity interest in GQ Bio to its acquisition date fair value. See Note 12, Financial Instruments, for more information.
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A reconciliation of income tax expense (benefit) at the U.S. federal statutory rate to the provision for income taxes prior to 
the adoption of ASU 2023-09 is as follows for the years ended December 31, 2024 and 2023 (dollars in thousands):
 Year Ended December 31,
 2024 2023

Amount Tax Rate Amount Tax Rate
U.S. statutory rate applied to (loss) income before taxes $ (13,252)  21.00 % $ 12,957  21.00 %
State taxes  7,028  (11.14) %  1,770  2.87 %
Foreign taxes  (104)  0.16 %  (1,798)  (2.91) %
Change in valuation allowance  (589)  0.93 %  2,192  3.55 %
Executive compensation  2,426  (3.84) %  3,171  5.14 %
Stock-based compensation  9,918  (15.72) %  4,070  6.60 %
Tax credits  (5,674)  8.99 %  (3,327)  (5.39) %
Reserves  2,661  (4.22) %  389  0.63 %
Goodwill impairment  34,281  (54.32) %  —  — %
Non-taxable or nondeductible items:

Contingent consideration  (936)  1.48 %  (719)  (1.17) %
Nondeductible expenses  564  (0.89) %  975  1.58 %

Other  131  (0.20) %  66  0.10 %
Income tax expense and effective tax rate $ 36,454  (57.77) % $ 19,746  32.00 %

Deferred taxes reflect the tax effects of the differences between the amounts recorded as assets and liabilities for financial 
reporting purposes and the comparable amounts recorded for income tax purposes. At each reporting date, the Company 
considers new evidence, both positive and negative, that could affect its view of the future realization of deferred tax assets. The 
Company records a valuation allowance on U.S. capital losses and on foreign net deferred tax balances as it is more-likely-than-
not the tax benefits are not realizable.

Significant components of the Company’s deferred tax assets and liabilities at December 31, 2025 and 2024 are as follows 
(in thousands):

 December 31,
 2025 2024
Deferred tax assets:   

Net operating loss carryforwards $ 120,280 $ 124,536 
Federal and state credits  13,995  12,351 
Accruals and reserves  15,849  16,114 
Stock based compensation  23,652  23,078 
Inventory reserves  2,470  2,639 
Interest  4,130  5,716 
Other  6,332  5,126 

Total deferred tax assets  186,708  189,560 
Deferred tax liabilities:

Depreciation and amortization  (40,937)  (34,368) 
Total deferred tax liabilities  (40,937)  (34,368) 
Deferred tax assets, net of deferred tax liabilities  145,771  155,192 
Less: valuation allowance  (26,130)  (24,816) 

Net deferred tax assets $ 119,641 $ 130,376 

On July 4, 2025, federal legislation known as the One Big Beautiful Bill Act (the “OBBBA”) was enacted, resulting in 
changes to U.S. federal income tax law. Significant provisions of the OBBBA include the permanent extension of certain 
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provisions of the 2017 Tax Cuts and Jobs Act, modifications to the international tax framework and the restoration of favorable 
tax treatment for certain business provisions. In accordance with ASC 740, Income Taxes, the Company is required to recognize 
the effect of the tax law changes in the period of enactment, such as remeasuring its estimated U.S. deferred tax assets and 
liabilities. The Company had $124.6 million of a gross deferred tax asset attributed to unamortized U.S. capitalized research 
and development costs as of December 31, 2024, of which 50% will be deductible in each of its 2025 and 2026 income tax 
returns. There are no other material impacts to the Company related to the enactment of the OBBBA.

On May 9, 2024, and on May 10, 2024, the Company entered into privately negotiated Capped Call Transactions related 
to the 2029 Notes. See Note 10, Debt, for further discussion of the Capped Call Transactions. The capped call was recorded as a 
reduction to additional paid-in-capital at its cost of $26.7 million. A related deferred tax asset of $6.5 million was recorded with 
an offset to additional paid-in-capital and will be amortized as a current tax deduction over a 60-month period. As of December 
31, 2025 and 2024, $4.4 million and $5.7 million, respectively, of the related capped call deferred tax asset remains in the 
Company’s deferred tax balances.

As of December 31, 2025, the Company’s federal net operating losses, or NOLs, and federal tax credit carryforwards 
totaled $418.8 million and $5.6 million, respectively. The Company also had state NOLs and state tax credit carryforwards of 
$495.5 million and $8.4 million, respectively, which are subject to change on an annual basis due to variations in the 
Company’s annual state apportionment factors. The state NOLs will begin to expire in 2028. The Company had non-U.S. NOLs 
of $12.6 million at December 31, 2025, which do not expire.

Since the Company had cumulative changes in ownership of more than 50% within a three-year period, under IRC 
sections 382 and 383, the Company’s ability to use certain NOLs, tax attributes and credit carryforwards to offset taxable 
income or tax will be limited. Such ownership changes were triggered by the initial acquisition of the Company’s stock in 2007 
as well as cumulative ownership changes arising as a result of the completion of the Company’s initial public offering, other 
financing transactions and the Flexion Acquisition in 2021. As a result of these ownership changes, the Company has $451.2 
million of federal NOLs subject to annual limitations and are available as follows: $28.3 million will become available in 2026, 
and $6.9 million in 2027 and thereafter.

In accordance with ASC Topic 740, the Company establishes a valuation allowance for deferred tax assets that, in its 
judgment, are not more-likely-than-not realizable. These judgments are based on projections of future income—including tax-
planning strategies—by individual tax jurisdictions. In each reporting period, the Company assesses the likelihood that its 
deferred tax assets will be realized and determines if adjustments to its valuation allowance are appropriate. The Company had 
a net increase in its valuation allowance of $1.3 million in the year ended December 31, 2025 and a net decrease of $0.7 million 
for the year ended December 31, 2024. The $1.3 million net increase in the current year valuation allowance is primarily related 
to changes in foreign net deferred tax assets and domestic capital loss carryforwards. The Company continues to maintain a full 
valuation allowance against net deferred tax assets in certain jurisdictions (including the U.K. and Ireland) since it is more-
likely-than-not the tax benefit related to the foreign losses are not realizable. 

In 2025, the Company recorded a $1.4 million net increase to unrecognized tax benefits, or UTBs of which a $1.7 million 
increase is related to tax credit and filing positions taken during the year, and a $0.3 million decrease related to prior year tax 
credits. The Company’s UTB liability at December 31, 2025 was $10.7 million. The changes in the Company’s UTBs for the 
years ended December 31, 2025 and 2024 are summarized as follows (in thousands):

Unrecognized
Tax Benefit

Balance at December 31, 2023 $ 6,711 
   Additions for prior year positions  1,189 
   Additions for current year positions  1,472 
Balance at December 31, 2024  9,372 
   Additions for current year positions  1,652 
   Reduction for prior year positions  (296) 
Balance at December 31, 2025 $ 10,728 

The UTBs as of December 31, 2025, 2024 and 2023 would, if subsequently recognized, favorably impact the effective 
income tax rate.
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The Company regularly assesses the likelihood of additional tax assessments by jurisdiction and, if necessary, adjusts its 
reserve for UTBs based on new information or developments. Of the UTB balance at December 31, 2025, $4.6 million was 
recorded as a reduction to the Company’s deferred tax assets. The remaining $6.1 million of the UTB balance at December 31, 
2025 was recorded to long-term income taxes payable within other liabilities on the consolidated balance sheet and relates to 
both the utilization of tax credits and filing positions. Any potential deficiency would not result in a tax liability, therefore, no 
interest or penalties were recognized in income tax expense for the years ended December 31, 2025, 2024 and 2023 for 
positions recorded to the Company’s deferred tax assets and long-term income taxes payable. 

The Company is currently subject to audit by the U.S. Internal Revenue Service, or IRS, for the years 2019 through 2024, 
and state tax jurisdictions for the years 2018 through 2024. However, the IRS or states may still examine and adjust an NOL 
arising from a closed year to the extent it is utilized in a year that remains subject to audit. The Company’s previously filed 
income tax returns are not presently under audit by the IRS. The Company is involved in state audits for the years 2020 through 
2024.

As of December 31, 2025 and 2024, less than $0.1 million and $0.7 million, respectively, of current income taxes payable 
were recorded to other accrued operating expenses within the accrued expenses line item of the consolidated balance sheets.

The Company’s cash taxes paid, net of refunds, for the year ended December 31, 2025 is summarized as follows (in 
thousands):

Cash Paid 
(Refunded) for 
Income Taxes

Federal $ 6,730 
State and local:

California  (904) 
Other states and local  3,127 

Total state and local  2,223 
Foreign  60 
Total cash paid for income taxes, net of refunds $ 9,013 

The Company’s cash taxes paid, net of refunds, for the years ended December 31, 2024 and 2023 were $11.0 million and 
$4.4 million, respectively.

NOTE 17—EMPLOYEE BENEFIT PLANS

401(k) Salary Savings Plan

The Company’s 401(k) Salary Savings Plan, or 401(k) Plan, is a deferred salary arrangement under section 401(k) of the 
IRC. Under the 401(k) Plan, participating U.S. employees may defer a portion of their pre-tax earnings which are eligible for a 
discretionary percentage match as defined in the 401(k) Plan and determined by the Company’s board of directors (up to the 
maximum amount permitted by the IRC). The Company recognized $6.7 million, $5.8 million and $4.8 million of related 
compensation expense for its 401(k) Plan discretionary match for the years ended December 31, 2025, 2024 and 2023, 
respectively.

Deferred Compensation Plan

The Company intends that its Deferred Compensation Plan, or DCP, constitute, and be construed and administered as, an 
unfunded plan of deferred compensation within the meaning of the Employee Retirement Income Security Act of 1974, as 
amended, and the IRC of 1986, as amended, under which eligible participants may elect to defer the receipt of current 
compensation. Eligible participants include select management and highly compensated employees of the Company, including 
the Company’s named executive officers. Pursuant to the DCP, subject to any minimum and maximum deferral requirements 
that the administrator of the DCP may establish, participants may elect to defer their base salary and annual incentive awards. In 
addition to elective deferrals, the DCP permits the Company to make matching and certain other discretionary contributions to 
the participants. The company contributes assets to a rabbi trust to accumulate funds to pay benefits under the DCP. Funds held 
in the rabbi trust must be used to pay benefits to DCP participants, except in the case of the Company’s bankruptcy or 
insolvency, in which case, they become subject to claims by the Company’s creditors. The Company recognized $0.1 million of 
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related compensation expense for the Company’s discretionary match for the year ended December 31, 2025. The Company 
recognized a $0.1 million credit and $0.3 million of related compensation expense for its DCP discretionary match for each of 
the years ended December 31, 2024 and 2023. The carrying value of assets held in the rabbi trust equaled the DCP liability as 
of both December 31, 2025 and 2024. As of December 31, 2025, the carrying value of the assets held in the rabbi trust was 
$7.7 million, of which $1.7 million is classified as current. As of December 31, 2024, the carrying value of the assets held in the 
rabbi trust was $7.2 million, of which $1.0 million was classified as current. The rabbi trust’s current and noncurrent assets are 
classified within prepaid expenses and other assets and investments and other assets, respectively, within the consolidated 
balance sheets. The DCP current and noncurrent liabilities are classified within accrued expenses and other liabilities, 
respectively, within the consolidated balance sheets. 

Cash Long-Term Incentive Plan

The Company’s cash long-term incentive plan, or LTIP, is focused on pre-determined and objective performance goals 
during each applicable performance period from January 1 through December 31 of each calendar year. Award amounts 
ranging from 0% to 225% of the target cash award can be earned based on achievement of two equally weighted financial 
metrics: net revenue and adjusted earnings before interest, taxes, depreciation and amortization (EBITDA), with a relative total 
shareholder return modifier based on the Company’s stock price performance relative to the companies comprising the S&P 
Pharmaceuticals Select Industry Index. The performance period for these metrics is one year, with an additional three years of 
time-vesting following the performance period. For the years ended December 31, 2025, 2024 and 2023 the Company 
recognized $3.0 million, $1.8 million and $0.5 million of related compensation expense under the LTIP, respectively. Amounts 
recognized in 2025 related to the 2025 and 2024 performance periods, amounts recognized in 2024 related to the 2024 and 2021 
performance periods, and amounts recognized in 2023 only related to the 2021 performance period. Amounts earned for the 
2025 performance year are payable to eligible participants in January 2029 after a three-year vesting period concludes. As of 
December 31, 2025 and 2024, there was $4.5 million and $1.5 million included in other liabilities in the condensed balance 
sheets, respectively. At December 31, 2024, $3.0 million was included in accrued expenses in the consolidated balance sheets, 
which was paid to eligible participants in January 2025 for the 2021 performance period after their three-year vesting period 
concluded.

NOTE 18—CONTINGENT CONSIDERATION GAINS, ACQUISITION-RELATED EXPENSES, 
RESTRUCTURING AND OTHER

Contingent consideration gains, acquisition-related expenses, restructuring and other for the years ended December 31, 
2025, 2024 and 2023 are summarized below (in thousands):

Year Ended December 31,
2025 2024 2023

Contingent consideration gains $ (2,175) $ (4,457) $ (3,424) 
Restructuring charges  3,674  8,532  1,109 
Acquisition-related expenses  2,895  1,462  1,963 
Legal settlement  7,000  —  — 
Legal judgment  (23,148)  —  — 
Impairment of acquired IPR&D  25,866  —  — 
Loss on lease termination  —  2,165  — 

Total contingent consideration gains, acquisition-related expenses, 
restructuring and other $ 14,112 $ 7,702 $ (352) 

Flexion Acquisition Contingent Consideration

For the years ended December 31, 2025, 2024 and 2023, the Company recognized contingent consideration gains of 
$2.2 million, $4.5 million and $3.4 million, respectively, due to a decrease in the fair value of its contingent consideration 
related to the Flexion Acquisition. See Note 12, Financial Instruments, for information regarding the method and key 
assumptions used in the fair value measurements of the Company’s contingent consideration and more information regarding 
the changes in fair value.
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2025 Restructuring Charges

In July 2025, as a result of improving manufacturing efficiencies for EXPAREL, the Company instituted a reduction in 
force at its Science Center Campus in San Diego, California. The Company’s enhanced efficiencies are the result of its multi-
year investment in two large-scale 200+ liter EXPAREL batch manufacturing suites located in San Diego and Swindon, U.K., 
which commenced commercial production in 2024 and 2021, respectively.

These two large-scale manufacturing suites are capable of producing bulk EXPAREL volumes that are approximately 
four-fold greater than the Company’s 45-liter batch manufacturing process. The Company believes these larger manufacturing 
suites provide ample capacity for meeting the growing demand and improving gross margins for EXPAREL through a 
meaningfully more favorable cost structure and manufacturing yields versus the 45-liter batch process. As a result, the 
Company decommissioned its 45-liter EXPAREL batch manufacturing suite located in San Diego and reduce its workforce 
accordingly. The reduction impacted 71 employees or approximately 8% of the Company’s then-total workforce. 

For the year ended December 31, 2025, the Company recognized $3.7 million of employee termination benefit charges, 
under ASC 420—Liabilities for Exit or Restructuring Activities. These employee termination benefits consisted of garden leave 
under California employment law, severance, healthcare benefits, and, to a lesser extent, other one-time termination benefits.

As noted in Note 6, Inventories, and Note 7, Fixed Assets, the Company reserved $1.0 million of inventory and 
recognized $5.5 million of accelerated depreciation expense during the year ended December 31, 2025 associated with the 
decommission of the 45-liter manufacturing assets, which was recognized as costs of goods sold in the consolidated statements 
of operations.

The Company’s 2025 restructuring charges, including the beginning and ending liability balances, are summarized below 
(in thousands): 

Employee 
Termination 

Benefits
Balance at December 31, 2024 $ — 
   Charges incurred  3,674 
   Cash payments made / settled  (3,388) 
Balance at December 31, 2025 $ 286 

2024 Restructuring Charges

In February 2024, the Company initiated a restructuring plan designed to ensure it is well positioned for long-term 
growth. The restructuring plan included: (i) reshaping the executive team, (ii) reallocating efforts and resources from its ex-U.S. 
and certain early-stage development programs to its U.S. commercial portfolio in the U.S. market and (iii) reprioritizing 
investments to enhance key commercial capabilities and expand EXPAREL utilization. The Company recognized $8.5 million 
of restructuring charges for the year ended December 31, 2024, related to employee termination benefits, such as the 
acceleration of share-based compensation, severance, and, to a lesser extent, other employment-related termination costs, as 
well as contract termination costs, which have been fully paid.

2023 Restructuring Charges

In June 2023, the Company implemented a restructuring plan in an effort to improve its operational efficiencies. The 
restructuring charges were predominantly related to one-time employee termination benefits through a reduction of headcount, 
such as severance and related costs. During the year ended December 31, 2023, the Company recognized $1.1 million of 
restructuring charges, which have been fully paid. 

Acquisition-Related Charges

The Company recognized charges of $2.9 million during the year ended December 31, 2025 primarily related to third-
party services and legal fees associated with the GQ Bio Acquisition. See Note 4, GQ Bio Therapeutics Acquisition, for more 
information.
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The Company recognized acquisition-related charges of $1.5 million and $2.0 million during the years ended December 
31, 2024 and 2023 primarily related to vacant and underutilized Flexion leases that were assumed from the Flexion Acquisition. 
See Note 8, Leases, for more information on the conclusion of these leases.

Legal Settlement

The Company recognized $7.0 million of costs during the year ended December 31, 2025 related to the patent 
infringement suits against the eVenus ANDA Filers (as defined below). See Note 20, Commitments and Contingencies, for 
more information.

Legal Judgment 

The Company recognized other income of $23.1 million during the year ended December 31, 2025 upon receipt of a cash 
payment associated with the U.S. District Court for the District of Nevada issuing judgment declaring that the Research 
Development Foundation was required to repay the Company the royalties on EXPAREL sales that the Company had 
previously paid under protest. See Note 20, Commitments and Contingencies, for more information.

Impairment of Acquired IPR&D

The Company recognized an impairment of $25.9 million during the year ended December 31, 2025 for an acquired 
IPR&D intangible asset related to ZILRETTA for the treatment of OA pain of the shoulder based on the amount that its 
previous carrying value of $33.9 million exceeded its current fair value of $8.0 million. See Note 9, Goodwill and Intangible 
Assets, for more information.

Loss on Lease Termination

The Company recognized a loss of $2.2 million during the year ended December 31, 2024 associated with exiting a lease 
for a training facility in Houston, Texas. The loss resulted from the derecognition of the right-of-use asset, its lease liability and 
a termination payment of $1.3 million. 

NOTE 19—COMMERCIAL PARTNERS AND OTHER AGREEMENTS

Thermo Fisher Scientific Pharma Services

In April 2014, the Company and Thermo Fisher entered into a Strategic Co-Production Agreement, a Technical Transfer 
and Service Agreement (the “EXPAREL Technical Transfer and Service Agreement”) and a Manufacturing and Supply 
Agreement to collaborate in the manufacture of EXPAREL. Under the terms of the EXPAREL Technical Transfer and Service 
Agreement, Thermo Fisher undertook certain technical transfer activities and construction services needed to prepare its 
Swindon, U.K. facility for the manufacture of EXPAREL in dedicated manufacturing suites. The Company is now utilizing a 
second, larger-scale dedicated manufacturing suite. Under these agreements, the Company makes monthly base fee payments to 
Thermo Fisher. Unless earlier terminated by providing 18 months’ notice (other than termination by the Company in the event 
of a material breach by Thermo Fisher), this agreement will expire in May 2028. 

Prior to the Flexion Acquisition, in July 2015, Flexion and Thermo Fisher entered into a Manufacturing and Supply 
Agreement (the “ZILRETTA Manufacturing and Supply Agreement”) and a Technical Transfer and Service Agreement related 
to the manufacture of ZILRETTA at the same Thermo Fisher site in Swindon, U.K where the Company’s EXPAREL 
manufacturing suite is located. Thermo Fisher agreed to undertake certain transfer activities and construction services needed to 
prepare its facility for the commercial manufacture of ZILRETTA in dedicated manufacturing suites. Flexion provided Thermo 
Fisher with certain equipment and materials necessary to manufacture ZILRETTA. The Company pays a monthly base fee to 
Thermo Fisher for the operation of the manufacturing suites and a per product fee for each vial of ZILRETTA based upon a 
forecast of commercial demand. The Company also reimburses Thermo Fisher for purchases of materials and equipment made 
on its behalf, certain nominal expenses and additional services. Unless earlier terminated (other than termination by the 
Company in the event that Thermo Fisher does not meet specified milestones or for a breach by Thermo Fisher), the Company 
will be obligated to pay for the costs incurred by Thermo Fisher associated with the removal of its manufacturing equipment 
and for Thermo Fisher’s termination costs up to a specified capped amount.

The initial term of the ZILRETTA Manufacturing and Supply Agreement that the Company assumed as part of the 
Flexion Acquisition expires in October 2027. The ZILRETTA Manufacturing and Supply Agreement will remain in full effect 
unless and until it expires or is terminated. The Company may terminate this agreement upon one month’s notice if a regulatory 
authority causes the withdrawal of ZILRETTA from the U.S. or any other market that represents 80 percent of its overall sales, 
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or at any time for convenience by providing 24 months’ notice. Either party may terminate the ZILRETTA Manufacturing and 
Supply Agreement in the event of the breach or bankruptcy of the other party.

Aratana Therapeutics, Inc.

In December 2012, the Company entered into a worldwide license, development and commercialization agreement with 
Aratana Therapeutics, Inc., a wholly owned subsidiary of Elanco Animal Health, Inc., or Aratana. Under the agreement, the 
Company granted Aratana an exclusive royalty-bearing license, including the limited right to grant sublicenses, for the 
development and commercialization of the Company’s bupivacaine liposome injectable suspension product for veterinary use. 
Under the agreement, Aratana developed and obtained FDA approval for the use of the product in veterinary surgery to manage 
postsurgical pain. The Company is eligible to receive from Aratana up to an aggregate of $40.0 million upon the achievement 
of commercial milestones. Aratana is required to pay the Company a tiered double-digit royalty on certain net sales made in the 
U.S. If the product is approved by foreign regulatory agencies for sale outside of the U.S., Aratana will be required to pay the 
Company a tiered double-digit royalty on such net sales. Royalty rates will be reduced by a certain percentage upon the entry of 
a generic competitor for animal health indications into certain jurisdictions or if Aratana must pay royalties to third parties 
under certain circumstances. Unless terminated earlier pursuant to its terms, the license agreement is effective until July 2033, 
after which Aratana has the option to extend the agreement for an additional five-year term, subject to certain requirements.

Aratana began purchasing bupivacaine liposome injectable suspension product in 2016, which they market under the trade 
name NOCITA® (a registered trademark of Aratana) for veterinary use.

Amphenol Corporation

In January 2020, the Company and a predecessor company to Amphenol Corporation, or Amphenol, entered into a 
Manufacturing and Supply Agreement (the “Amphenol Agreement”) to collaborate in the manufacture of iovera° Smart Tips at 
Amphenol’s Tijuana, Mexico facility. The initial term of the Amphenol Agreement was for five years with automatic one-year 
extensions unless either party provides prior notice in writing. Under the Amphenol Agreement, the Company pays fees based 
on the amount of iovera° Smart Tips delivered by Amphenol. Since April 2022, all iovera° Smart Tips have been produced by 
Amphenol.

The Amphenol Agreement may be terminated by either party upon one year’s written notice without cause. The Company 
may terminate the Amphenol Agreement upon thirty days’ written notice in the event that iovera° is withdrawn from the market 
or no longer sold by us. Either party may terminate the Amphenol Agreement in the event of the breach or bankruptcy of the 
other party.

Jubilant Hollisterstier, LLC

In January 2025, we and Jubilant Hollisterstier, LLC, or Jubilant, entered into a Manufacture and Supply Agreement (the 
“Jubilant Agreement”) to collaborate in the manufacture of the diluent for ZILRETTA at Jubilant’s Spokane, Washington 
facility. The initial term of the Jubilant Agreement is three years with extensions available under the mutual consent of both 
parties. Under the Jubilant Agreement, we pay a fixed cost per vial of ZILRETTA diluent delivered by Jubilant. Either party 
may terminate the Jubilant Agreement in the event of the breach or bankruptcy of the other party.

AmacaThera, Inc.

In November 2025, the Company and AmacaThera, Inc., or AmacaThera, a clinical-stage biotechnology company 
specializing in drug delivery, entered into an exclusive worldwide license agreement (the “AmacaThera Agreement”) for the 
development and commercialization of PCRX-2002 (previously known by AmacaThera as AMT-143), a long-acting 
formulation of the non-opioid analgesic ropivacaine for postsurgical pain. In a Phase 1 study, PCRX-2002 demonstrated 
sustained release of ropivacaine through 14 days. The Company and AmacaThera expect to initiate a Phase 2 program in 2026. 
Under the terms of the AmacaThera agreement, the Company made an upfront payment of $5.0 million to AmacaThera, 
recorded as R&D expense during the year ended December 31, 2025, with the potential for future development- and sales-based 
milestone payments and a tiered royalty on future net product sales.

LG Chem

In January 2026, the Company and LG Chem, Ltd., or LG Chem, entered into a partnership agreement to expand access to 
EXPAREL in select Asian–Pacific markets. Under the terms of the partnership, LG Chem has the exclusive rights to 
commercialize EXPAREL in the region. The Company received a $2.0 million upfront payment that it will recognize over the 
license term upon commercialization and will receive a transfer price and tiered royalties on future commercial sales by LG 
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Chem in its licensed territories. The Company will manufacture EXPAREL and LG Chem will be responsible for securing 
regulatory approvals in the licensed territories and plans to file for marketing authorizations in South Korea and Thailand in the 
second half of 2026.

NOTE 20—COMMITMENTS AND CONTINGENCIES

Legal Proceedings

From time to time, the Company has been and may again become involved in legal proceedings arising in the ordinary 
course of its business, including those related to its patents and intellectual property, product liability and government 
investigations. Except as described below, the Company is not presently a party to any legal proceedings that it believes to be 
material, and is not aware of any pending or threatened litigation against the Company which it believes could have a material 
adverse effect on its business, operating results, financial condition or cash flows. The Company is not in a position to assess 
the likelihood of any potential losses or adverse effect on its financial condition or to estimate the amount or range of potential 
losses, if any, from the following actions at this time.

MyoScience Milestone Litigation

In August 2020, the Company and its subsidiary, Pacira CryoTech, Inc. (“Pacira CryoTech”), filed a lawsuit in the Court 
of Chancery of the State of Delaware against Fortis Advisors LLC (“Fortis”), solely in its capacity as representative for the 
former securityholders of MyoScience and certain other defendants, seeking declaratory judgment with respect to certain terms 
of the merger agreement for the MyoScience Acquisition (the “MyoScience Merger Agreement”), specifically related to the 
achievement of certain milestone payments under the MyoScience Merger Agreement. In October 2020, Fortis filed an answer 
and counterclaim against the Company and Pacira CryoTech seeking to recover certain milestone payments under the 
MyoScience Merger Agreement.

A trial was conducted in September 2023. In January 2025, the Court issued its decision, finding that the disputed 
milestones were not met and therefore granted judgment to the Company in full. In March 2025, the Company filed a motion to 
recover attorney fees, and the parties subsequently agreed to settle the amount of expenses owed to the Company, whereby 
Fortis agreed to pay the Company $5.2 million and waived its rights to appeal the decision. A final judgment and order was 
entered in April 2025. The $5.2 million payment received was accounted for as a recovery of losses and recorded against 
selling, general and administrative expense in the year ended December 31, 2025 within the consolidated statement of 
operations, consistent with where the previous expenses were recorded.

eVenus Pharmaceutical Laboratories Litigations 

In October 2021, December 2021, April 2023 and May 2024, the Company received Notice Letters advising that eVenus 
Pharmaceutical Laboratories, Inc., or eVenus, of Princeton, New Jersey, submitted to the FDA an Abbreviated New Drug 
Application, or ANDA, with a Paragraph IV certification seeking authorization for the manufacturing and marketing of a 
generic bupivacaine liposome injectable suspension in the U.S. prior to the expiration of certain of the Company’s U.S. patents.

Beginning in November 2021, the Company filed various patent infringement suits against eVenus, its parent company 
(Jiangsu Hengrui Pharmaceuticals, Co. Ltd., or Jiangsu Hengrui) and Fresenius Kabi USA, LLC, or Fresenius, (together, the 
“eVenus ANDA Filers”) in the U.S. District Court for the District of New Jersey asserting infringement of U.S. Patent No. 
11,033,495 (the ‘495 patent) (21-cv-19829), U.S. Patent No. 11,179,336 (the ‘336 patent) (22-cv-00718), U.S. Patent No. 
11,426,348 (the ‘348 patent) (23-cv-02367), U.S. Patent Nos. 11,819,574 (the ‘574 patent) and 11,819,575 (the ‘575 patent) 
(24-cv-06294), and U.S. Patent No. 11,925,706 (the ‘706 patent) (24-cv-07680). In December 2024, the Company filed a patent 
infringement suit against Fresenius and Jiangsu Hengrui in the Northern District of Illinois (24-cv-12416) asserting that the 
ANDA products will infringe U.S. Patent No. 12,156,940 (the ‘940 patent). Also in December 2024, the eVenus ANDA Filers 
filed an action for declaratory judgment of non-infringement and invalidity with respect to the ‘940 patent in the District Court 
of New Jersey (24-cv-11014).

On April 7, 2025, the Company, along with its operating subsidiary, Pacira Pharmaceuticals, Inc., entered into a 
settlement agreement with the eVenus ANDA Filers with respect to the litigations noted above. Pursuant to the settlement 
agreement, the eVenus ANDA Filers will be enjoined from marketing a generic bupivacaine liposome injectable suspension 
before the expiration of the patents-in-suit, except as provided for in the settlement agreement, as described below. In settlement 
of all outstanding claims in the litigations, the Company agreed to provide the eVenus ANDA Filers with a license to the 
Company’s patents required to manufacture and sell certain volume-limited amounts of a generic bupivacaine liposome 
injectable suspension in the U.S. beginning on a confidential date that is sometime in early 2030. While the agreed-upon 
volume-limited percentages are confidential, they begin at a high single-digit percentage of the total volumes distributed in the 
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U.S. market and increase gradually in each 12-month period following the volume-limited entry date until reaching a 
percentage in the low thirties in 2033 and increasing modestly in each of the next two 12-month periods before reaching a 
maximum percentage in the high thirties of the total volumes distributed in the U.S. for the final three years of the agreement. In 
addition, the Company has agreed to provide the eVenus ANDA Filers with a license to its patents required to manufacture and 
sell an unlimited quantity of a generic bupivacaine liposome injectable suspension in the U.S. beginning on a confidential date 
in 2039. In addition, in recognition of the Company’s expected savings with respect to, among other things, the avoidance of 
fees, costs, time and resources associated with continuing the litigations, the Company paid the eVenus ANDA Filers 
$7.0 million This legal settlement cost was recorded within contingent consideration gains, acquisition-related expenses, 
restructuring and other in the year ended December 31, 2025 in the Company’s consolidated statement of operations.

Paragraph IV Certification Notices

In October 2025, the Company received two separate Paragraph IV Certifications from two Chinese generic drug 
manufacturers (The WhiteOak Group, Inc., or WhiteOak, of Rockville, Maryland (a subsidiary of Zhejiang Haichang 
Biotechnology Co., Ltd.) and Qilu Pharmaceutical (Hainan) Co., Ltd., or Qilu), each advising that they had submitted an 
ANDA to the FDA seeking authorization from the FDA to manufacture, use or sell a generic version of EXPAREL in the U.S. 
Each letter alleged that EXPAREL patents listed in the FDA’s Approved Drug Products with Therapeutic Equivalence 
Evaluations (the “Orange Book”) are not valid, not enforceable, and/or will not be infringed by the commercial manufacture, 
use or sale of the proposed products described in these ANDA submissions. 

On November, 26, 2025, the Company filed a patent infringement suit against WhiteOak and Qilu in the U.S. District 
Court of the District of Delaware (25-cv-1445) asserting infringement of U.S. Patent No. 11,033,495 (the ‘495 patent), U.S. 
Patent Nos. 11,819,574 (the ‘574 patent) U.S. Patent No. 12,144,890 (the ‘890 patent), U.S. Patent No. 12,151,024 (the ‘024 
Patent), U.S. Patent No. 12,156,940 (the ‘940 patent), U.S. Patent No. 12,251,468 (the ‘468 Patent), U.S. Patent No. 12,296,047 
(the ’047 Patent), U.S. Patent No. 12,318,483 (the ‘483 Patent), and U.S. Patent No. 12,370,142 (the ‘142 Patent). On January 
23, 2026 and February 5, 2026, Qilu and WhiteOak, respectively, each answered the complaint and asserted affirmative 
defenses and counterclaims asserting, inter alia, invalidity, unenforceability and non-infringement. The Company intends to 
vigorously defend its intellectual property rights relating to EXPAREL. The Company is unable to predict the outcome of this 
litigation at this time.

Argentum Request for Ex Parte Reexamination of ‘495 Patent

On October 3, 2024, Argentum Pharmaceuticals LLC, or Argentum, filed a Request for Ex Parte Reexamination of the 
‘495 patent. Specifically, Argentum alleged that claims 1, 7 and 8 of the ‘495 patent are obvious and cite to U.S. Patent No. 
9,585,838 (the ‘838 patent) and the Physician’s Desk Reference in support of its allegation. In response, the Company 
submitted rebuttal evidence, certain claim amendments, and new claims. Claim 7 was withdrawn from the reexamination due to 
the finality of the judgment in the eVenus litigation, and claim 1 was canceled. The USPTO agreed with the Company’s 
position and issued a Reexamination Certificate in August 2025.

Securities Class Action

On January 13, 2025, Leandro Alvarez filed a putative class action on behalf of Company shareholders between August 2, 
2023 and August 8, 2024 against the Company and certain of its officers, in the District Court of New Jersey (25-cv-322). The 
complaint alleges that the Company made materially false and misleading statements and/or concealed material adverse facts 
concerning EXPAREL patents. The Company filed a motion to dismiss the complaint, and in February 2026, the suit was 
dismissed with prejudice.

Shareholder Derivative Action

On June 16, 2025, a Shareholder Derivative suit, Young v. Lee, et al, was filed in the District of New Jersey (25-
cv-11841). The complaint alleges that certain officers and members of the Company’s board of directors breached their 
fiduciary duties by making materially false and misleading statements and/or concealed material adverse facts concerning 
EXPAREL patents. The case is in the pleadings stage and the Company is unable to predict the outcome of this litigation at this 
time.

Research Development Foundation

Pursuant to an agreement with the Research Development Foundation, or RDF, the Company was required to pay RDF a 
low single-digit royalty on the collection of revenues from certain products for as long as certain patents assigned to the 
Company under the agreement remain valid. RDF has the right to terminate the agreement for an uncured material breach by 
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the Company, in connection with its bankruptcy or insolvency or if it directly or indirectly opposes or disputes the validity of 
the assigned patent rights. The Company’s ‘495 patent was issued on June 15, 2021. Thereafter, RDF asserted that the issuance 
of that patent extends the Company’s royalty obligations under the agreement until 2041. The Company believes that the 
royalty period under the agreement ended on December 24, 2021 with the expiration of the ‘838 patent. Because of the 
disagreement over the interpretation of the agreement, in December 2021, the Company filed a declaratory judgment lawsuit in 
the U.S. District Court for the District of Nevada (21-cv-02241). The lawsuit sought a declaration from the court that the 
Company owed no royalties to RDF with respect to its EXPAREL product after December 24, 2021.

In August 2023, the U.S. District Court, District of Nevada granted the Company’s motion for partial summary judgment 
in respect to the Company’s claim for a declaration that it no longer owes royalties for EXPAREL made under its 45-liter batch 
manufacturing process as of December 24, 2021. A trial as to whether royalties were owed on EXPAREL made under the 
Company’s enhanced, larger-scale manufacturing process was conducted in September 2024. In April 2025, the Court issued 
judgment in favor of the Company. As a result, the low single-digit royalty that the Company had been paying RDF was 
eliminated, and the Company sought repayment of up to $23.1 million plus interest, from RDF, representing the royalties that 
the Company paid to RDF under protest on the collection of revenues of EXPAREL that occurred after December 24, 2021. 

In June 2025, the U.S. District Court for the District of Nevada issued judgment in favor of the company declaring that 
RDF is required to repay Pacira $23.1 million in royalties on EXPAREL sales that were previously paid under protest. The 
Nevada Court also awarded Pacira an additional interest payment of $5.2 million in statutory interest on the royalties paid under 
protest. In July 2025, the Company received a $28.3 million cash payment for which $23.1 million was recorded within 
contingent consideration gains, acquisition-related expenses, restructuring and other and $5.2 million was recorded within 
interest income in the year ended December 31, 2025 in the Company's consolidated statements of operations. In May and 
September 2025, RDF filed two notices of appeal. A consolidated appeal is pending.

Purchase Obligations

The Company has approximately $37.2 million of minimum, non-cancelable contractual commitments for contract 
manufacturing services as of December 31, 2025, of which $19.5 million is due in 2026, $16.0 million is due in 2027 and the 
remaining $1.7 million is due in 2028. The Company has approximately $9.1 million of minimum, non-cancelable contractual 
commitments for the purchase of certain raw materials as of December 31, 2025, of which $3.1 million are due in each of 2026 
and 2027, $1.7 million in 2028, and $0.6 million in each of 2028 and 2029. The Company has $8.3 million of other minimum, 
non-cancelable contractual commitments as of December 31, 2025, of which $6.3 million is due in 2026, $0.8 million in 2027, 
$0.7 million in 2028 and the remaining $0.5 million is due thereafter.

Other Commitments and Contingencies

Johnson & Johnson MedTech

In July 2025, the Company entered into a co-promotion agreement with Johnson & Johnson MedTech, or J&J MedTech, 
(the “J&J Agreement”), to market and promote the use of ZILRETTA for OA knee pain in the U.S. J&J MedTech’s specialized 
early intervention sales force will extend the reach of ZILRETTA beyond orthopedic practices, into multiple new physician 
specialties, including sports medicine, osteopathy, pain management and rheumatology. 

Under the J&J Agreement, J&J MedTech is the exclusive third-party co-promoter for ZILRETTA in the U.S. The initial 
term of the J&J Agreement extends through 2031 with an option to extend under mutual agreement.

The Company will continue to recognize all revenue from sales of ZILRETTA. As compensation for its promotional 
efforts, for the first 12 months of the J&J Agreement the Company will pay J&J MedTech a minimum monthly commission. 
For the remaining term of the agreement, Pacira will pay a tier-based commission with higher commission percentages earned 
at higher annual ZILRETTA sales levels. J&J MedTech will receive a tiered commission ranging from low single digits to 
double digits.

The Company and J&J MedTech have mutual termination rights under the J&J Agreement, subject to certain terms, 
conditions and advance notice requirements, provided that the Company or J&J MedTech generally may not terminate the J&J 
Agreement, without cause, within one year of the effective date of the J&J Agreement. The Company also has additional 
unilateral termination rights under certain circumstances. The J&J Agreement contains customary representations, warranties, 
covenants and confidentiality provisions, as well as mutual indemnification obligations. J&J MedTech is also subject to certain 
obligations and restrictions, including required compliance with certain laws and regulations and the Company’s policies, in 
connection with fulfilling their obligations under the J&J Agreement.
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Termination of License Agreement

Prior to the Flexion Acquisition, in March 2020, Flexion entered into an exclusive license agreement with Hong Kong 
Tainuo Pharma Ltd., or HK Tainuo, and Jiangsu Tainuo Pharmaceutical Co. Ltd., a subsidiary of China Shijiazhuang 
Pharmaceutical Co, Ltd., for the development and commercialization of ZILRETTA in Greater China (consisting of mainland 
China, Hong Kong, Macau and Taiwan). Under the terms of the agreement, HK Tainuo paid Flexion an upfront payment of 
$10.0 million during the year ended December 31, 2020 which was recorded as deferred revenue as of December 31, 2021. The 
Company was also eligible to receive up to $32.5 million in aggregate development, regulatory and commercial sales milestone 
payments under the exclusive license agreement. HK Tainuo was responsible for the clinical development, product registration 
and commercialization of ZILRETTA in Greater China. The Company was solely responsible for the manufacture and supply 
of ZILRETTA to HK Tainuo for all clinical and commercial activities. The terms related to product manufacturing and supply, 
including pricing and minimum purchase requirements agreed to in the license agreement, were to be covered by a separate 
supply agreement which was never finalized. 

In July 2022, the Company submitted notice to HK Tainuo of its intent to pursue termination of the license agreement. 
The $13.0 million related to the termination of the license agreement was paid in January 2023.

Pediatric Trial Commitments

The FDA, as a condition of EXPAREL approval, has required the Company to study EXPAREL for infiltration and as a 
brachial plexus block in pediatric patients. The Company was granted deferrals for the required pediatric trials until after the 
indications were approved in adults. Similarly, in Europe, the Company agreed with the European Medicines Agency, or EMA, 
on a Pediatric Investigation Plan as a prerequisite for submitting a Marketing Authorization Application (MAA) in the 
European Union, or E.U. Despite the U.K.’s withdrawal from the E.U., the agreed pediatric plan is applicable in the U.K.

The Company has received notification from both the FDA and EMA that its pediatric studies requirement had been 
waived for the indications of brachial plexus interscalene nerve block, lower extremity nerve block, sciatic nerve block in the 
popliteal fossa and adductor canal block indications to produce postsurgical regional analgesia in pediatric patients. The 
Company is still working with the FDA, EMA and Medicines and Healthcare Regulatory Agency (MHRA) to finalize the 
regulatory pathways for its remaining pediatric commitments.

The Company has successfully completed Part 1 of  a Phase 1 pharmacokinetic pediatric study in children aged two to 
less than six years of age and has initiated enrollment for Part 2 of the study in children aged six months to less than two years 
of age using the same dosage that was utilized in Part 1.

Contingent Milestone Payments

Refer to Note 12, Financial Instruments, for information on potential contingent milestone payments related to the 
Flexion Acquisition.

PCRX-201

PCRX-201 (enekinragene inzadenovec) is a novel, locally administered gene therapy vector platform product candidate 
that boosts cellular production of the anti-inflammatory protein interleukin-1 receptor antagonist (IL-1Ra) for treating OA pain 
in the knee, was added to the Company’s portfolio as part of the Flexion Acquisition in November 2021. 

Prior to the Flexion Acquisition, in 2017, Flexion entered into an agreement with GQ Bio to acquire the global rights to 
PCRX-201, a gene therapy product candidate. As part of the agreement, up to an aggregate of $56.0 million of payments could 
have become due upon the achievement of certain development and regulatory milestones, including up to $4.5 million through 
initiation of a Phase 2 clinical trial and up to an additional $51.5 million in development and global regulatory approval 
milestone payments. In February 2025, Pacira Therapeutics, Inc., a wholly-owned subsidiary of the Company, completed the 
GQ Bio Acquisition and acquired the remaining 81% of GQ Bio that was not already owned by the Company. For more 
information on the GQ Bio Acquisition, see Note 4, GQ Bio Therapeutics Acquisition. As of the date hereof, GQ Bio is a 
wholly-owned subsidiary of the Company.

Also in 2017, in an agreement between The Baylor College of Medicine, or BCM, and GQ Bio, the Company (through the 
Flexion Acquisition) became the direct licensee of certain underlying BCM patents and other proprietary rights related to 
PCRX-201. The license agreement grants the Company an exclusive, royalty-bearing, world-wide right and license under its 
patent and other proprietary rights directly related to PCRX-201. The license agreement with BCM includes a low single-digit 
royalty on net product sales of PCRX-201. Milestone payments range from $0.1 million up to $0.6 million based on the 
completion of a Phase 1 FDA trial up to a Phase 3 clinical trial.

PACIRA BIOSCIENCES, INC.
NOTES TO CONSOLIDATED FINANCIAL STATEMENTS (CONTINUED)

2025 Annual Report on Form 10-K F-49|



In February 2024, the FDA granted a Regenerative Medicine Advanced Therapy (RMAT) designation to PCRX-201 for 
the treatment of OA pain of the knee.

NOTE 21—SEGMENT INFORMATION

The Company is managed and operated as a single business focused on the development, manufacture, marketing, 
distribution and sale of non-opioid pain therapies. The Company is managed by a single management team, and, consistent with 
its organizational structure, the Chief Executive Officer—who is the Company’s chief operating decision maker, or CODM—
manages and allocates resources at a consolidated level. Accordingly, the Company views its business as one operating segment 
and one reportable segment to evaluate its performance, allocate resources, set operational targets and forecast its future 
financial results.

The key measure of the Company is GAAP net income. The CODM uses this measure to evaluate its performance, 
allocate resources, set operational targets and forecast its future financial results.

There are significant expense categories and amounts that are regularly provided to the CODM. These expense categories 
differ from what is disclosed in the Company’s financial results. The table below reconciles the significant expense categories 
provided to the CODM to the Company’s expenses as disclosed under GAAP (in thousands):

Year Ended December 31,
2025 2024 2023

Revenues $ 726,411 $ 700,966 $ 674,978 
Less:

Adjusted cost of goods sold (1)  136,780  165,097  173,980 
Adjusted research and development (1)  104,704  74,196  67,563 
Adjusted selling and marketing (1)  226,616  172,015  153,040 
Adjusted general and administrative (1)  100,277  86,385  82,737 
Goodwill impairment  —  163,243  — 
Stock-based compensation (1)  57,502  51,171  47,895 
Amortization of acquired intangible assets  57,288  57,288  57,288 
Changes in the fair value of contingent consideration  (2,175)  (4,457)  (3,424) 
Legal settlement  7,000  —  — 
Legal judgment  (23,148)  —  — 
Impairment of acquired IPR&D  25,866  —  — 
Other (2)  16,510  9,399  8,224 

Total operating expenses  707,220  774,337  587,303 
Adjusted other income (expense)  (1,334)  2,747  (9,048) 
(Loss) gain on early extinguishment of debt  (983)  7,518  (16,926) 

Total other (expense) income, net  (2,317)  10,265  (25,974) 
Income (loss) before income taxes  16,874  (63,106)  61,701 

Income tax expense  (9,840)  (36,454)  (19,746) 
Net income (loss) $ 7,034 $ (99,560) $ 41,955 

(1) The adjustments are primarily related to stock-based compensation being noted separately as a line item.
(2) During the year ended December 31, 2025 and 2024, the remaining other operating expenses include restructuring charges. During the years ended 
December 31, 2025, 2024 and 2023, the remaining other operating expenses include acquisition-related charges.

The measure of segment assets is reported on the Company’s consolidated balance sheet as total assets. Substantially all 
of the Company’s assets are used to support its mission in delivering innovative, non-opioid pain therapies to transform the 
lives of patients. For the year ended December 31, 2025, the Company’s long-lived assets were primarily located in the U.S. 
(83%), and, to a lesser extent, Germany (9%) and the U.K. (8%). For the years ended December 31, 2024 and 2023, the 
Company’s long-lived assets were substantially located in the U.S. For more information on the Company’s fixed assets, refer 
to Note 7, Fixed Assets.
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Exhibit 21.1
 

SUBSIDIARIES OF THE REGISTRANT

The following is a complete listing of the subsidiaries of Pacira BioSciences, Inc., a Delaware corporation:

Jurisdiction of
Incorporation

Domestic Subsidiaries
Pacira Pharmaceuticals, Inc. California
Pacira CryoTech, Inc. Delaware
Pacira Pharmaceuticals International, Inc. Delaware
Pacira Therapeutics, Inc. Delaware

International Subsidiaries
Pacira Belgium GmbH Belgium
Pacira Germany GmbH Germany
Pacira Ireland Limited Ireland
Pacira Limited United Kingdom



Consent of Independent Registered Public Accounting Firm

We consent to the incorporation by reference in the registration statements listed below of our report dated 
February 26, 2026, with respect to the consolidated financial statements of Pacira BioSciences, Inc. and 
subsidiaries and the effectiveness of internal control over financial reporting.

• Registration Statement No. 333-175101 (Form S-8)
• Registration Statement No. 333-181986 (Form S-8)
• Registration Statement No. 333-196542 (Form S-8)
• Registration Statement No. 333-212098 (Form S-8)
• Registration Statement No. 333-233141 (Form S-8)
• Registration Statement No. 333-258410 (Form S-8)
• Registration Statement No. 333-266532 (Form S-8)
• Registration Statement No. 333-273613 (Form S-8)
• Registration Statement No. 333-277556 (Form S-8)
• Registration Statement No. 333-285365 (Form S-8)
• Registration Statement No. 333-289271 (Form S-8)

Short Hills, New Jersey
February 26, 2026  
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Exhibit 31.1

CERTIFICATION

I, Frank D. Lee, certify that:

1.     I have reviewed this annual report on Form 10-K of Pacira BioSciences, Inc. (the “Registrant”);

2.     Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a 
material fact necessary to make the statements made, in light of the circumstances under which such statements were made, not 
misleading with respect to the period covered by this report;

3.     Based on my knowledge, the financial statements, and other financial information included in this report, fairly 
present in all material respects the financial condition, results of operations and cash flows of the Registrant as of, and for, the 
periods presented in this report;

4.     The Registrant’s other certifying officer and I are responsible for establishing and maintaining disclosure controls 
and procedures (as defined in Exchange Act Rules 13a-15(e) and 15d-15(e)) and internal control over financial reporting (as 
defined in Exchange Act Rules 13a-15(f) and 15d-15(f)) for the Registrant and have:

(a) designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed 
under our supervision, to ensure that material information relating to the Registrant, including its consolidated 
subsidiaries, is made known to us by others within those entities, particularly during the period in which this report is 
being prepared;

(b) designed such internal control over financial reporting, or caused such internal control over financial reporting to be 
designed under our supervision, to provide reasonable assurance regarding the reliability of financial reporting and 
the preparation of financial statements for external purposes in accordance with generally accepted accounting 
principles;

(c) evaluated the effectiveness of the Registrant’s disclosure controls and procedures and presented in this report our 
conclusions about the effectiveness of the disclosure controls and procedures, as of the end of the period covered by 
this report based on such evaluation; and

(d) disclosed in this report any change in the Registrant’s internal control over financial reporting that occurred during 
the Registrant’s most recent fiscal quarter (the Registrant’s fourth fiscal quarter in the case of an annual report) that 
has materially affected, or is reasonably likely to materially affect, the Registrant’s internal control over financial 
reporting; and

5.     The Registrant’s other certifying officer and I have disclosed, based on our most recent evaluation of internal control 
over financial reporting, to the Registrant’s auditors and the audit committee of the Registrant’s board of directors (or persons 
performing the equivalent functions):

(a) all significant deficiencies and material weaknesses in the design or operation of internal control over financial 
reporting which are reasonably likely to adversely affect the Registrant’s ability to record, process, summarize and 
report financial information; and

(b) any fraud, whether or not material, that involves management or other employees who have a significant role in the 
Registrant’s internal control over financial reporting.

Date: February 26, 2026 /s/ FRANK D. LEE
Frank D. Lee

Chief Executive Officer and Director
(Principal Executive Officer)



Exhibit 31.2

CERTIFICATION

I, Shawn M. Cross, certify that:

1.     I have reviewed this annual report on Form 10-K of Pacira BioSciences, Inc. (the “Registrant”);

2.     Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a 
material fact necessary to make the statements made, in light of the circumstances under which such statements were made, not 
misleading with respect to the period covered by this report;

3.     Based on my knowledge, the financial statements, and other financial information included in this report, fairly 
present in all material respects the financial condition, results of operations and cash flows of the Registrant as of, and for, the 
periods presented in this report;

4.     The Registrant’s other certifying officer and I are responsible for establishing and maintaining disclosure controls 
and procedures (as defined in Exchange Act Rules 13a-15(e) and 15d-15(e)) and internal control over financial reporting (as 
defined in Exchange Act Rules 13a-15(f) and 15d-15(f)) for the Registrant and have:

(a) designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed 
under our supervision, to ensure that material information relating to the Registrant, including its consolidated 
subsidiaries, is made known to us by others within those entities, particularly during the period in which this report is 
being prepared;

(b) designed such internal control over financial reporting, or caused such internal control over financial reporting to be 
designed under our supervision, to provide reasonable assurance regarding the reliability of financial reporting and 
the preparation of financial statements for external purposes in accordance with generally accepted accounting 
principles;

(c) evaluated the effectiveness of the Registrant’s disclosure controls and procedures and presented in this report our 
conclusions about the effectiveness of the disclosure controls and procedures, as of the end of the period covered by 
this report based on such evaluation; and

(d) disclosed in this report any change in the Registrant’s internal control over financial reporting that occurred during 
the Registrant’s most recent fiscal quarter (the Registrant’s fourth fiscal quarter in the case of an annual report) that 
has materially affected, or is reasonably likely to materially affect, the Registrant’s internal control over financial 
reporting; and

5.     The Registrant’s other certifying officer and I have disclosed, based on our most recent evaluation of internal control 
over financial reporting, to the Registrant’s auditors and the audit committee of the Registrant’s board of directors (or persons 
performing the equivalent functions):

(a) all significant deficiencies and material weaknesses in the design or operation of internal control over financial 
reporting which are reasonably likely to adversely affect the Registrant’s ability to record, process, summarize and 
report financial information; and

(b) any fraud, whether or not material, that involves management or other employees who have a significant role in the 
Registrant’s internal control over financial reporting.

Date: February 26, 2026 /s/ SHAWN M. CROSS
Shawn M. Cross

Chief Financial Officer
(Principal Financial Officer)



Exhibit 32.1

CERTIFICATIONS OF THE CHIEF EXECUTIVE OFFICER AND CHIEF FINANCIAL OFFICER
PURSUANT TO 18 U.S.C. SECTION 1350, AS ADOPTED PURSUANT TO

SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

Pursuant to 18 U.S.C. §1350, as adopted pursuant to §906 of the Sarbanes-Oxley Act of 2002, the undersigned certifies 
that this Annual Report on Form 10-K of Pacira BioSciences, Inc. for the year ended December 31, 2025, fully complies with 
the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934 and that the information contained in this 
report fairly presents, in all material respects, the financial condition and results of operations of Pacira BioSciences, Inc. at the 
dates and for the periods indicated.

Date: February 26, 2026 /s/ FRANK D. LEE
Frank D. Lee

Chief Executive Officer and Director
(Principal Executive Officer)

Date: February 26, 2026 /s/ SHAWN M. CROSS
Shawn M. Cross

Chief Financial Officer
(Principal Financial Officer)



APPENDIX A  
RECONCILIATION OF U.S. GAAP TO NON-GAAP 
FINANCIAL INFORMATION 
This document contains a financial measure that does not comply with U.S. generally accepted 
accounting principles (GAAP)—Non-GAAP Gross Margin—because this non-GAAP financial measure 
excludes the impact of items that management believes affect comparability or underlying business 
trends.  

This measure supplements the Company’s financial results prepared in accordance with GAAP. Pacira 
management uses this measure to better analyze its financial results, estimate its future gross margin 
and to help make managerial decisions. In management’s opinion, this non-GAAP measure is useful to 
investors and other users of the Company’s financial statements by providing greater transparency into 
the ongoing operating performance of Pacira and its future outlook. Such measure should not be 
deemed to be an alternative to GAAP requirements. The non-GAAP measure presented here is also 
unlikely to be comparable with non-GAAP disclosures released by other companies. See the table 
below for a reconciliation of GAAP Gross Margin to Non-GAAP Gross Margin. 
 

RECONCILIATION OF U.S. GAAP GROSS MARGIN TO NON-GAAP GROSS MARGIN 
(in Thousands, except percentages) 
(Unaudited)   2025  

   

2024 

GAAP Total Revenues   $ 726,411  $ 700,966 

GAAP Gross Margin  $ 576,662  $ 530,538 

GAAP Gross Margin Percentage   79.4%    75.7%  

Adjustments to GAAP Gross Margin:       

Stock-Based Compensation   $ 6,448  $ 5,331 

Decommissioning of Manufacturing Suite (1)  $ 6,521  $ — 

Non-GAAP Gross Margin  $ 589,631  $ 535,869 

Non-GAAP Gross Margin Percentage    81.2%   76.4% 

 
(1) In July 2025, as a result of improving manufacturing efficiencies for EXPAREL, the Company announced the decommissioning 

of its 45-liter EXPAREL batch manufacturing suite located at its Science Center Campus in San Diego, California, and reduced 
its workforce accordingly. During the year ended December 31, 2025, the Company recognized $6.5 million of accelerated 
depreciation expense on fixed assets and reserved raw materials associated with this manufacturing suite that was recorded to 
cost of goods sold in the consolidated statement of operations. 

 

Our long-term target for Non-GAAP Gross Margin is also a non-GAAP financial measure that excludes or otherwise has been adjusted 
for non-GAAP adjustment items from our U.S. GAAP consolidated financial statements. When we provide a long-term target for Non-
GAAP Gross Margin, we do not provide a reconciliation of the U.S. GAAP measure as we are unable to predict with a reasonable 
degree of certainty the actual impact of the non-GAAP adjustment items. By their very nature, non-GAAP adjustment items are 
difficult to anticipate with precision because they are generally associated with unexpected and unplanned events that impact us 
and our financial results. Therefore, we are unable to provide a reconciliation of this measure without unreasonable efforts. 
 



The progress of the past year advancing our 5x30 strategy 
has strengthened our foundation and outlook for growth. With 
a robust commercial portfolio, expanding global partnerships, 
strong financial performance, and a pipeline entering a 
data‑rich period, I believe Pacira is positioned for meaningful 
and sustained success in 2026 and beyond.”

Frank D. Lee   Chief Executive Officer & Director

Pacira BioSciences, Inc.
2000 Sierra Point Parkway, Suite 900
Brisbane, California, 94005
650.242.8052

The common stock of Pacira is traded on the Nasdaq 
Global Select Market under the symbol PCRX.

This annual report includes estimates, projections, statements relating to our business plans, strategies, objectives and expected operating results that are “forward-looking 
statements” within the meaning of the Private Securities Litigation Reform Act of 1995, Section 27A of the Securities Act of 1933, as amended, and Section 21E of the Securi-
ties Exchange Act of 1934, as amended. Forward-looking statements may appear throughout this annual report. These forward-looking statements generally are identified by 
the words “anticipate,” “believe,” “can,” “could,” “estimate,” “expect,” “future,” “intend,” “may,” “opportunity,” “plan,” “project,” “should,” “strategy,” “will,” “will be,” “will continue,” 
“will likely result,” “would,” and similar expressions. Forward-looking statements are based on current expectations and assumptions that are subject to risks and uncertainties 
that may cause actual results to differ materially. We describe risks and uncertainties that could cause actual results and events to differ materially in the “Risk Factors” section 
of our Annual Report on Form 10-K for the year ended December 31, 2025 and in other filings that we periodically make with the SEC. Readers are cautioned not to place 
undue reliance on forward-looking statements, which speak only as of the date they are made. We undertake no obligation to update or revise publicly any forward-looking 
statements, whether because of new information, future events, or otherwise, except as required by applicable law. 

© 2026 Pacira BioSciences, Inc.

Corporate Information

Executive Leadership Team

Board of Directors

Corporate Headquarters

Common Stock

Pacira has adopted a corporate code of business conduct and ethics that 
applies to all of its directors, officers and employees. The company requires 
that all of its directors, officers, employees and agents certify compliance 
with the code on an annual basis. A copy of the Code of Business Conduct 
and Ethics is accessible through the corporate governance section of the 
Pacira website at www.pacira.com.

Code of Ethics

“

KPMG LLP 
150 John F. Kennedy Parkway, Suite 4000 
Short Hills, NJ 07078

Information about Pacira is available by accessing the company’s 
website at www.pacira.com. The Pacira website includes press 
releases and filings with the U.S. Securities and Exchange 
Commission (SEC), which are also accessible on the SEC’s 
website free of charge at www.sec.gov. Interested parties may 
also subscribe to email alerts through the investor relations 
section. Email alerts are delivered to subscribers when new and 
relevant company information is posted to the site. Copies of 
current press releases and SEC filings can also be obtained by 
calling Pacira investor relations at 973.451.4030.

Independent Registered Public Accounting Firm

Investor Relations

The annual stockholders’ meeting will be held as a “hybrid meeting” on 
June 9, 2026  at 1:30 p.m. Eastern Time at Pacira’s offices located at  
5 Sylvan Way, Suit e 300, Parsippany, NJ 07054 and virtually at  
www.cesonlineservices.com/pcrx26_vm

Annual Meeting of Stockholders

The transfer agent is responsible for handling inquiries relating to stock 
transfer or lost certificates and notifications of changes in address. 
These requests may be directed to the transfer agent using the following 
information:

Computershare Trust Company, N.A.
462 South 4th Street Suite 1600 
Louisville, KY 40202
800.962.4284
www.computershare.com

Registrar and Transfer Agent

Frank D. 
Lee

Laura 
Brege

Marcelo 
Bigal,  
MD, PhD

Abraham 
Ceesay

Christopher 
Christie

Mark I. 
Froimson, 
MD

Samit 
Hirawat, 
MD

Mark  
Kronenfeld, 
MD

Michael 
Yang

Alethia 
Young

Frank D. 
Lee

Chief Executive 
Officer 

Brendan 
Teehan

Chief Commercial 
Officer

Kristen 
Williams

Chief Administrative 
Officer & Secretary

Jonathan 
Slonin

Chief Medical 
Officer 

Shawn 
Cross

Chief Financial 
Officer 

Christopher 
Young

Chief Manufacturing 
Officer 

Anthony 
Molloy

Chief Legal &  
Compliance Officer 

Krys  
Corbett

Chief Business 
Officer 

Independent 
Chair

2025 was a transformative year for Pacira, one defined by strategic 
clarity and meaningful progress on our strategy. We enter 2026 
stronger than at any point in our history, guided by our mission 
to deliver innovative, non‑opioid pain management therapies 
to transform the lives of patients. With high‑quality commercial 
partnerships, durable revenue growth, and an emerging pipeline 
of category‑defining assets, we believe we are exceptionally well 
positioned to execute our vision and create long‑term value.

Advancing Our 5x30 Strategy 
In January 2025, we introduced our 5x30 strategy, a focused, five‑
pillar plan designed to grow our existing commercial business and 
build a more balanced portfolio of revenue by 2030. This strategy 
will help Pacira deliver shareholder value in the near‑and long‑term. 
One year into execution, I am proud to report that the strategy is 
working. In many areas, we are not only on track, but ahead of 
schedule.

Our five objectives: patients served, product revenue, profitability, 
pipeline advancement, and partnerships, serve as the backbone 
of our long‑term plan. In 2025, we made significant strides across 
these pillars:

• Patients Served: Treated over 2.5 million patients in 2025, 
reinforcing our trajectory toward helping 3 million patients 
annually by 2030. 

• Product Revenue: Achieved EXPAREL year‑over‑year volume 
growth of 6.2% in 2025, driven by second half growth improving 
to 8.0%, up from 3.6% in 2024. This momentum marks tangible 
progress toward our goal of double‑digit compounded annual 
topline growth. Furthermore, we strengthened the long‑term 
durability of the franchise through key intellectual property (IP) 
milestones, including a favorable volume‑limited settlement of a 
multi‑year EXPAREL patent infringement lawsuit.

• Profitability: Delivered record‑high 2025 GAAP and non‑GAAP 
gross margins of 79% and 81%(1) , respectively, and remain on 
track to deliver a five‑percentage point improvement over our 
2024 baseline(1).

• Pipeline: Advancing two promising Phase 2 clinical programs, 
PCRX‑201, our novel locally administered gene therapy for 
osteoarthritis (OA), and our recently in‑licensed asset PCRX‑
2002, a complementary, long‑acting, ropivacaine‑based, local 
analgesic for postsurgical pain – placing us on course for our 
goal of five novel programs by 2030.

• Partnerships: Expanded our commercial reach both inside and 
outside the U.S. by signing strategic collaborations with Johnson 
& Johnson MedTech and LG Chem – advancing us toward our 
goal of five partnerships by 2030.

In short, the 5x30 plan has moved from framework to execution. 
I am confident Pacira today is more agile, focused, and better 
equipped to deliver long‑term value.

EXPAREL: Positioned for Sustained, Steady Growth 
Our commercial performance in 2025 reflects the impact of 
focused strategic execution, improved payer access, and the 
adoption of best‑practice, non‑opioid pain management across 
care settings.

2025 marked a critical inflection point for EXPAREL as we 
expanded coverage of total lives reimbursed outside the surgical 
bundle to 102 million across Medicare and commercial payors.

We had an active role in advocating for the NOPAIN Act, 
which took effect in January 2025, and is reshaping billing and 
reimbursement dynamics and expanding access to proven 
opioid‑sparing solutions, including EXPAREL. 

On the intellectual property (IP) front, in April 2025, we reached 
a favorable, volume‑limited settlement, giving EXPAREL runway 
visibility through 2039. Complementing this, we expanded our 
IP estate to 21 “Orange‑Book” listed patents across two families 
protecting the EXPAREL franchise from generic challengers. This is 
a dramatic evolution from the single patent we litigated in 2024. 

We also saw clear volume‑based growth in the second half of 
2025 as awareness, education, and payer policies aligned to 
broaden EXPAREL adoption across all sites of care. With stronger 
coverage, streamlined Group Purchasing Organization contracting 
and improved access, we believe EXPAREL is firmly positioned to 
deliver steady, durable growth in 2026 and beyond.

Importantly, while we are confident in the strength of our growing 
patent estate and will continue to defend it vigorously, we 
acknowledge that patent litigation and subsequent appeals typically 
take a few years, and the ultimate outcome cannot be guaranteed. 
Our 5x30 strategy is intentionally structured to protect our IP and 
invest for future growth through our development engine.
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