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This section describes the material risks to our business, which should be considered carefully in addition to the other
information in this report and our other filings with the SEC. Investors should be aware that it is not possible to predict or
identify all such factors and that the following is not meant to be a complete discussion of all potential risks or uncertainties.
Additionally, our business is subject to general risks applicable to any company, such as economic conditions, geopolitical
events, extreme weather and natural disasters. If known or unknown risks or uncertainties materialize, our business operations,
financial condition, operating results (including components of our financial results), cash flows, prospects, reputation or credit
ratings could be adversely affected now and in the future, potentially in a material way. The following discussion of risk factors
contains forward- looking statements, as discussed in the Forward- Looking Information and Factors that May Affect Future
Results section inthisFerm10-K-. RISKS RELATED TO OUR BUSINESS, INDUSTRY AND OPERATIONS: MANAGED
CARE TRENDS Private payers-payors , such as health plans, and other managed care entities, such as PBMs, continue to take
action to manage the utilization and costs of drugs in the U. S., the single largest market for biopharmaceutical products .
The negotiating power of MCOs and other private third- party pasers-payors has increased due to consolidation, and they, along
with state and federal governments, increasingly employ formularies to control costs and encourage utilization of certain drugs,
including through the use of fermtlary-inelusion-deductibles, utilization management tools, cost sharing or faverable
formulary placement . They may demand rebates from biopharmaceutical manufacturers for preferred placement on a
drug formulary. The growing availability and use of innovative specialty pharmaceutical medicines that treat rare or life
threatening conditions, typically with a relatively higher cost as compared to other types of pharmaceutical products,
also has generated increased payor interest in development of cost- containment strategies . These initiatives have
increased consumers’ interest in drug prices and input in medication choices, as they pay for a larger portion of their
pre%cription costs and may cause them to favor lower- cost generic alternatives. We may fail to obtain or maintain timely or
adequate pricing or formulary placement of our products or fall to obtaln quch formulary placement at favorable prlclng net 3
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t-h-ts—seefe-r— Thlrd party payefs—payors al%o use addltlonal measures such as new- to- market block% exclu%lon lists, indication-
based pricing and value- based prlclng / contracting to improve their cost containment efforts and cost efﬁc1ency Such payers
payors are also increasingly imposing utilization management tools ;-sueh-as-elinteal-proteeels;requiring prior authorization for
a branded product H#-a-generte-produetis-avatable-or requiring the patient to first fail on one or more generte-other products
before permitting access to a particular branded medicine. As the U. S. private third- party payerpayor market consolidates
further , and as mere-drugs-the IRA prices become publicly available #rgenerte-foratr, we may face greater pricing pressure
from private third- party payers-payors as they continue to drive more of their patients to use lower cost generie-alternatives
Pfizer Inc. 2023 Form 10- K16 or seek even larger rebates to control costs or offset losses from the IRA. For additional
information on the IRA, see the Item 1. Business — Government Regulation and Price Constraints section . Also,
business arrangements in this area are subject to a high degree of government scrutiny, and available safe harbors under
applicable federal and state fraud and abuse laws are subject to change through legislative and regulatory action, as well as
evolving judicial interpretations. Our approach to these arrangements may also be informed by such government and industry
guidance. COMPETITIVE PRODUCTS Competitive product launches have and may erode future sales of our products,
including our existing products and those currently under development, or result in srantieipated-product obsolescence. Such
launches continue to occur, and potentially competitive products are in various stages of development. We cannot predict with
accuracy the timing or impact of the introduction of competitive products that treat or prevent diseases and conditions like those
treated or prevented by our in- line products and product candidates. Some of our competitors may have competitive, technical
or other advantages over us for the development of technologies and processes or greater experience in particular therapeutic
areas, and consolidation among certain pharmaceutical and biotechnology companies can enhance such advantages. These
advantages may make it difficult for us to compete with them successfully to discover, develop and market new products and for
our current products to compete with new products or indications they may bring to market. Our products have been competing
and may continue to compete, and our product candidates may compete, against products or product candidates that offer higher
rebates or discounts , exclusionary contracting , lower prices, equivalent or superior efficacy, better safety profiles, easier
administration, earlier market availability or other competitive features. If we are unable to compete effectively, this could
reduce sales, which could negatively impact our results of operations. In addition, competition from manufacturers of generic
drugs, including from generic versions of competitors’ branded products that lose their market exclusivity, is a major challenge
for our branded products. Certain of our products have experienced significant generic competition over the last few years. Fer
addittonaHnformation;see-We anticipate a more significant impact of reduced revenues from patent expiries in 2026
through 2030 as several of our in- line products experience patent- based expirations. See the Item 1. Business — Patents
and Other Intellectual Property Rights section #thisFerm=+8-4—. In China, we expect to continue to face intense competition
by certain generic manufacturers, which kawe-has resulted, and may result in the future, in price cuts and volume loss of some of
our products. In addition, our patented products may face generic or biosimilar competition before patent exclusivity expires,
including from “ at- risk ” launch (despite pending patent infringement litigation against the generic or biosimilar product) by a



manufacturer of a generic or biosimilar version of one of our patented products. Generic and biosimilar manufacturers have filed
or could file applications with the FDA seeking approval of product candidates that they claim do not infringe our or our
collaboration and licensing partners’ patents or claim that our or our collaboration and licensing partners’ patents are not
valid. ©ur-We and our licensing and collaboration partners also face challenges in various jurisdictions by generic drug
manufacturers to patents covering products for which we have patent rights, licenses or co- promotion rights . See Note 16A1 .
We may become subject to competition from biosimilars referencing our biologic products if competitors are able to obtain
marketing approval for such biosimilars. We also commercialize biosimilar products that compete with products of others,
including other biosimilar products. The entry to the market of competing biosimilars is expected to increase pricing pressures
on our biosimilar products. Uptake of our biosimilars may be lower due to various factors, such as anti- competitive practices,
access challenges where our product may not receive appropriate coverage / reimbursement access or remains in a
disadvantaged position relative to an innovator product, physician reluctance to prescribe biosimilars for existing patients taking
the #mevative-reference product, or misaligned financial incentives for certain prescribers. For additional information on
competition our products face, see the Item 1. Business — Competition section #-thisFerm36-t—. Pfizerine2022Form—16-
KI4-CONCENTRATION We recorded direct product and / or Alliance revenues of more than $ 1 billion for each of teanine
products that collectively accounted for §2-64 % of eurtetal-Total revenues in 2622-2023 . In particular, Comirnaty ane
Paxtovid-togetheraccounted for 57-19 % of eurtotal-Total revenues in 2622-2023 . See For-additiona-nformation;see-Notes |
and 17. If these products or any of our other major products were to , or continue to (if applicable), experience loss of patent
protection (if applicable), changes in prescription or vaccination purchasing or growth rates, reduced product demand, material
product liability litigation, unexpected side effects or safety concerns, regulatory proceedings or investigations, lower
governmental and / or regulatory confidence, negative publicity affecting doctor or patient confidence, pressure from
competitive products, changes in labeling, pricing and access pressures or supply shortages or if a new, more effective product
should be introduced, the adverse impact on our revenues could be significant and our revenue forecasts and expectations
could prove to be inaccurate and we may fail to meet these expectations . In particular, certain of our products have
experienced patent- based expirations or loss of regulatory exclusivity in certain markets in the last few years . We anticipate a
more significant impact of reduced revenues from patent expiries in 2026 through 2030 as several of our in- line products
experience patent- based expirations. In addition , and-patents covering a number of our best- selling products are, or have
been, the subject of pending legal challenges. For additional information on our patents, see the Item 1. Business — Patents and
Other Intellectual Property Rights section #rthisFerm36-—4—. For Comirnaty and Paxlovid, while we believe that these products
have the potential to provide ongoing revenue streams for Pfizer for the foreseeable future revenues of these products followmg
the COVID- 19 pandemic have decreased substantially mayn v ;
For2023- and our revente-guidanee-current expectations for total COVID- 19 product revenues in Geﬂatm&try—&nd—Pa*}e’ﬂé
as-of January31,2023-2024 are is-signifteantly-lower than the total 2622-2023 revenues from these-COVID- 19 products. For
1nf0rmat10n on risks as%ocmted with Comlrnaty and Paxlov1d see the COVID 19 section below In addmon certain 'W‘e-Se'H-ettf
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. If one of our significant customers ihould encounter ﬁnanc1al or other dlfﬁcultles 1t might decrease the amount of business
such customer does with us and / or we might be unable to timely collect all the amounts that such customer owes us or at all,
which could negatively impact our results of operations. In addition, we expect that consolidation and integration of pharmacy
chains and wholesalers will increase competitive and pricing pressures on pharmaceutical manufacturers, including us . See
Note 17C for a discussion of our significant customers . RESEARCH AND DEVELOPMENT The discovery and
development of new products, as well as the development of additional uses for existing products, are necessary for the
continued strength of our business. Our product lines must be replenished over time to offset revenue losses when products lose
exclusivity or market share or to respond to healthcare and innovation trends, as well as to provide for earnings growth,
primarily through internal R & D or through collaborations, acquisitions, JVs, licensing or other arrangements. Growth depends
in large part on our ability to identify and develop Pfizer Inc. 2023 Form 10- K17 new products or new indications for existing
products that address unmet medical needs and receive reimbursement from payers-payors . However, balancing current
growth, investment for future growth and the delivery of shareholder return remains a major challenge. The costs of product
development continue to be high and are growing , as are regulatory requirements in many therapeutic areas, which may affect
the complexity of drug trials, and the number of candidates we are able to fund as well as the sustainability of the R & D
portfolio. Decisions made early in the development process of a drug or vaccine candidate can have a substantial impact on the
marketing strategy and payer-payor reimbursement possibilities if the candidate receives regulatory approval. We try to plan
clinical trials prudently and to reasonably anticipate and address challenges, but there is no assurance that an optimal balance
between trial conduct, speed and desired outcome will be achieved. Additionally, our product candidates can fail at any stage of
the R & D process, and may not receive regulatory approval even after many years of R & D. We may fail to correctly identify
compounds or indications for which our science is promising or allocate R & D investment resources efficiently, and failure to
invest in the right technology platforms, therapeutic areas, product classes, geographic markets and / or licensing opportunities
could adversely impact the productivity of our pipeline. Further, even if we identify areas with the greatest commercial
potential, the scientific approach may not succeed despite the significant investment required for R & D, and the product may
not be as competitive as expected because of the highly dynamic regulatory and market environment-environments and the
hurdles in terms of access , coverage and reimbursement. For example, certain of our gene therapy product candidates are based




on a novel technology with only a few-handful of gene therapies approved to date, which mekes-- make it difficult to predict
the tlme and cost of development and the ablhty to obtain regulatory approval —Farthergene-therapy-mayface-diffienttiesin

g 7. GLOBAL OPERATIONS We operate on a global scale and
could be affected by currency and lnterest rate ﬂuctuatlons capital and exchange controls; local and global economic
conditions including inflation, recession, volatility and / or lack of liquidity in capital markets; expropriation and other restrictive
government actions; changes in intellectual property; legal protections and remedies; trade regulations; tax laws and regulations;
and procedures and actions affecting approval, production, pricing, and marketing of, reimbursement for and access to our
products, as well as impacts of political or civil unrest or military action, including the ongoing eenflet-conflicts between
Russia and Ukraine and tts-in the Middle East and their cconomic consequences, geopolitical instability, terrorist activity,
unstable governments and legal systems, inter- governmental disputes, public health outbreaks, epidemics, pandemics, natural
disasters or disruptions related to climate change. Some emerging market countries may be particularly vulnerable to periods of
financial , economic or political instability or significant currency fluctuations or may have limited resources for healthcare
spending. As a result of these and other factors, our strategy to grow in emerging markets may not be successful, and any
growth rates in these markets may not be sustainable. Additionally, local economic conditions may adversely affect the ability
of payets-payors , as well as our distributors, customers, suppliers and service providers, to pay for our products, or otherwise to
buy necessary inventory or raw materials, and to perform their obligations under agreements with us. Government financing and
economic pressures can lead to negative pricing pressure in various markets where governments take an active role in setting
prices, access criteria (e. g., through health technology assessments) or other means of cost control. For additional information
on government pricing pressures, see the Item 1. Business — Government Regulation and Price Constraints section #-thisForim
463 We continue to monitor the global trade environment and potential trade conflicts and impediments that could impact
our business. If trade restrictions or tariffs reduce global economic activity, potential impacts could include declining sales;
increased costs; volatility in foreign exchange rates; a decline in the value of our financial assets and pension plan investments;
required increases of our pension funding obligations; increased government cost control efforts; delays or failures in the
performance of customers, suppliers and other third parties on whom we may depend for the performance of our business; and
the risk that our allowance for doubtful accounts may not be adequate. Pfizerdne—2622-Ferm1+0-K+5-We operate in many
countries and transact in many different currencies. Changes in the value of those currencies relative to the U. S. dollar, or high
inflation or deflation in those countries, can impact our revenues, costs and expenses and our financial guidance. Significant
portions of our revenues, costs and expenses, as well as our substantial international net assets, are exposed to exchange rate
changes. 58-54 % of our total 2622-2023 revenues were derived from international operations, including 26-24 % from Europe
and 20 % from Japan, China and the rest of the Asia Pacific region. Future changes in exchange rates or economic conditions
and the impact they may have on our results of operations, financial condition or business are difficult to predict. For additional
information about our exposure to foreign currency risk, see the Analysis of Financial Condition, Liquidity, Capital Resources
and Market Risk section within MD & A. In addition, our borrowing, pension benefit and postretirement benefit obligations and
interest- bearing investments are subject to risk from changes in interest and exchange rates. The risks related to interest- bearing
investments and borrowings and the measures we have taken to help contain them are discussed in the Analysis of Financial
Condition, Liquidity, Capital Resources and Market Risk section within MD & A and Note 7E. For additional details on critical
accounting estimates and assumptions for our benefit plans, see the Significant Accounting Policies and Application of Critical
Accounting Estimates and Assumptions — Benefit Plans section within MD & A and Note 11. PRODUCT
MANUFACTURING, SALES AND MARKETING RISKS We could encounter difficulties, delays or inefficiencies in our
supply chain, product manufacturing and distribution networks, as well as sales or marketing, due to regulatory actions, shut-
downs, work stoppages or strikes, approval delays, withdrawals, recalls, penalties, supply disruptions, shortages or stock- outs at
our facilities or third- party facilities that we rely on, reputational harm, the impact to our facilities due to health pandemics or
natural or man- made disasters, including as a result of climate change, product liability or unanticipated costs. Examples of such
difficulties or delays include the inability to increase or maintain production capacity commensurate with demand; challenges
related to component materials to maintain supply and / or appropriate quality standards throughout our supply network and / or
comply with applicable regulations; inability to supply certain products due to voluntary product recalls; and supply chain
disruptions at our facilities or at a supplier or vendor. In addition, we engage contract manufacturers, and, from time to time, our
contract manufacturers may face difficulties or are unable to manufacture our products at the necessary quantity or quality
levels. Regulatory agencies periodically inspect our manufacturing facilities, as well as third- party facilities that we rely on, to
evaluate compliance with cGMP or other applicable requirements. Failure to comply with these requirements may subject us to
possible legal or regulatory actions, such as warning letters, suspension of manufacturing, seizure of product, injunctions,
debarment, product recalls, delays or denials of product approvals, import bans or denials of import certifications. In 2021,
Pfizer recalled all lots of Chantix in the U. S. due to the presence of a nitrosamine, N- nitroso- varenicline, at or above the FDA
interim acceptable intake limit. We-earrently-also-Regulatory authorities outside the U. S. have issued updated guidance on
nitrosamine acceptable intake levels. With this recently issued guidance, which included an updated intake level for N-
nitroso- varenicline, we expect to make regulatory submissions in 2024 to potentially enable Chantix to return to market
outside the U. S., and our related discussions with FDA are ongomg Pﬁzer Inc. 2023 Form 10- K18 Our manufacturmg
facility in Rocky Mount, NC was damaged by a tornado v y : i
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affected through 2024. See the Overview of Our Performance, Operating Environment, Strategy and Outlook — Our
Operating Environment section within MD & A . COLLABORATIONS AND OTHER RELATIONSHIPS WITH THIRD
PARTIES We depend on third- party collaborators, service providers, and others in the research, development, manufacturing
and commercialization of our products and product candidates and also enter into JVs and other business development
transactions. To achieve expected longer- term benefits, we may make substantial upfront payments as part of these transactions,
which may negatively impact our earnings or cash flows. We rely heavily on these parties for multiple aspects of our drug
development, manufacturing and commercialization activities, but we do not control many aspects of those activities. We also
outsource certain services, including activities related to transaction processing, accounting, I'T, manufacturing, clinical trial
recruitment and execution, clinical lab services, non- clinical research, safety services, integrated facilities management and
other areas. Failure by one or more of the third- party collaborators, service providers and others to complete activities on
schedule or in accordance with our expectations or to meet their contractual or other obligations to us; failure of one or more of
these parties to comply with applicable laws or regulations; disruptions in one or more of these parties’ businesses, including
unexpected demand for or shortage of raw materials or components, cyber- attacks on supplier systems, labor disputes or
shortage and inclement weather, as well as natural or man- made disasters or pandemics; or any disruption in the relationships
between us and these parties ;-have or could delay or prevent the development, approval, manufacturing or commercialization
of our products and product candidates, expose us to suboptimal quality of service delivery or deliverables, result in
repercussions such as missed deadlines or other timeliness issues, erroneous data and supply disruptions, and could also result in
non- compliance with legal or regulatory requirements or industry standards or subject us to reputational harm, all with potential
negative implications for our product pipeline and business. Further, our Alliance revenues will be adversely affected by the
termination or expiration of collaboration and co- promotion agreements that we have entered into and that we may enter into
from time to time. COUNTERFEIT PRODUCTS Our reputation, in- line and pipeline portfolios render our medicines and
vaccines prime targets for counterfeiters. Counterfeits pose a significant risk to patient health and safety because of the
conditions under which they are manufactured — often in unregulated, unlicensed, uninspected, and unsanitary sites — as well
as the lack of regulation of their contents. Failure to mitigate this threat could adversely impact Pfizer’ s patients, potentially
causing them harm. This situation, in turn, may result in the loss of patient confidence in the Pfizer name and in the integrity of
our medicines and vaccines, and potentially impact our business through lost sales, product recalls, and possible litigation. The
prevalence of counterfeit medicines is an industry- wide issue due to a variety of factors, including the adoption of e- commerce.
The increased adoption during the COVID- 19 pandemic further exposed consumers to fake prescription treatments via the
internet as access to traditional brick and mortar pharmacies or authorized full- service internet pharmacies that offer authentic
treatments may have been hindered. The internet exposes patients to greater risk as it is a preferred vehicle for dangerous
counterfeit offers and scams that target unsuspecting consumers. Traffic to these generally deceptive pharmacy sites is largely
driven by misplaced trust in sophisticated internet retailers and social media offers coupled with the convenience e- commerce
affords consumers. Counterfeiters generally target any medicine or vaccine boasting strong demand and we have observed
heightened counterfeit and fraud attempts to our internal medicine portfolio, as well as products utilized in the treatment of
COVID- 19. We consistently invest in an enterprise- wide strategy to aggressively combat counterfeit threats by educating
patients and health-healthcare eare-providers about the risks, investing in innovative technologies to detect and disrupt
sophisticated internet offers and scams, proactively monitoring and Pfizerdne—2022Ferm10-KI6-interdicting supply with the
help of law enforcement, and advising legislators and regulators. However, our efforts and those of others may not be entirely
successful, and the presence of counterfeit medicines may continue to increase. RISKS RELATED TO GOVERNMENT
REGULATION AND LEGAL PROCEEDINGS: PRICING AND REIMBURSEMENT U. S. and international governmental
regulations that mandate price controls or limitations on patient access to our products , create coverage criteria or establish
prices paid by government entities or programs for our products impact our business, and our future results could be adversely
affected by changes in such regulations or policies. he-In addition to the recent expansion of price controls in the U. S. in
the IRA, the adoption of restrictive coverage policies and price controls in new jurisdictions, more restrictive controls in
existing jurisdictions or the failure to obtain or maintain timely or adequate coverage and pricing could also adversely impact
revenue. We expect pricing pressures and other cost containment measures for drugs and vaccines will continue globally. In
the U. S. pharmaceutical product pricing is subject to government and public scrutiny and calls for reform, and many of our
products are subject to increasing pricing pressures as a result. We expect to see continued focus by the Federal-governmentU.
S. Congress and the Biden Administration on regulating prlclng which-eotld-result-integistative-and access regulatory
ehanges-designed-to medicine eontroteosts-. For example, in August 2022, the drug pricing provisions of the [R A was-were
qlgned into law, which, among other things, requires— require manufacturers of certain drugs , including Pfizer, to engage in
price negotiations with Medicare which will permit the CMS to set a maximum fair price for selected drugs , impeses--
impose rebates under Medicare Part B and Medicare Part D to penalize price increases that outpace inflation, and replaees—
replace the Part D coverage gap discount program with a new discounting program. The drug pricing provisions of the IRA
began to be implemented in 2022 and implementation efforts are expected to continue over the next several years. In
August 2023, the Biden Administration unveiled the first round of medicines subject to the Medicare Drug Pricing
Negotiation Program, which included Eliquis. CMS will establish a maximum fair price for Eliquis that will be in effect
in 2026. That maximum fair price will be required to be offered to all Medicare beneficiaries and to covered entities
participating in the 340B Program if lower than the 340B price. Health plans may also require rebates in addition to the
maximum fair price for preferred placement on a Medicare plan formulary. The Medicare Drug Price Negotiation
Program is currently subject to legal challenges and therefore, the outcome of the 340B Program remains uncertain. We
continue to evaluate the impact of the IRA on our business, operations, financial condition and results as the full effect of
the IRA on our business and the pharmaceutical industry remains uncertain. Payors may promote generic drugs and



biosimilars more aggressively to generate savings and attempt to stimulate additional price competition. In addition, we
expect that consolidation and integration among pharmacy chains, wholesalers and PBMs will increase pricing

pressures in the industry. Some states have implemented, and others are Conglderlng, patlent access constraints or cost cutting
under state regulated programs mcludmg the Medlcald program an d z ; ;

addressing drug costs, generally by increasing price tranqparency or attemptmg to -l-rml-t—mg———— limit drug price increases for
state regulated insurance . Measures to regulate prices or payment for pharmaceutical Pfizer Inc. 2023 Form 10- K19
products, including legislation on drug importation, such as Florida’ s drug importation program which was recently
approved by the FDA, could adversely affect our business. For additional information on U. S. pricing and reimbursement, see
the Item 1. Business — Government Regulation and Price Constraints section athisFerm=36-I—. We encounter similar
regulatory and legislative issues in most other countries in which we operate. In certain markets, such as in EU member states,
the U. K., Japan, China, Canada and South Korea, governments have significant power as large single payers-payors to regulate
prices, access criteria, or impose other means of cost control, particularly as a result of recent global financing pressures. For
example, the QCE and VBP tender process in China has resulted in significant price cuts for off- patent medicines .
Additionally, in the EU, the EC proposed the largest reform to drug pricing and access in 20 years, which if enacted
would change regulatory exclusivity for our products . For additional information regarding these government initiatives, see
the Item 1. Business — Government Regulanon and Price Constraints section #thisFerm10-I&—. We anticipate that these and
similar initiatives will continue to increase pricing and access pressures globallytn—@hrna—aﬁd—elsew-hefe—tﬁ—t-h&ﬁﬁufe— In
addition, in many countries, with respect to our vaccines, we participate in a tender process for selection in national
immunization programs. Failure to secure participation in national immunization programs or to obtain acceptable pricing in the
tender process could adversely affect our business. We-alse-Pricing pressures have been, and we anticipate prietng-pressares
will continue to be , amplified by COVID- 19 induced budget deficits and focus on pricing for COVID- 19 treatments and
vaccines. U. S. HEALTHCARE REGULATION The U. S. healthcare industry is highly regulated and subject to frequent and
substantial changes. Any significant additional efforts at the U. S. federal or state levels to reform the healthcare system by
changing the way healthcare is provided or funded could have a material impact on us. For additional information on U. S.
healthcare regulation, see the Item 1. Business — — Government Regulation and Price Constraints section nthisFerm16-4—.
Other U. S. federal or state legislative or regulatory action and / or policy efforts could adversely affect our business, including,
among others, general budget control actions, changes in patent laws, the importation of prescription drugs to the U. S. at prices
that are regulated by foreign governments, revisions to reimbursement of biopharmaceuticals under government programs that
could reference international prices or require new discounts, limitations on interactions with healthcare professionals and other
industry stakeholders, or the use of comparative effectiveness methodologies that could be implemented in a manner that focuses
primarily on cost differences and minimizes the therapeutic differences among pharmaceutical products and restricts access to
innovative medicines. A-Any additional reduction of U. S. federal spending on entitlement programs beyond the IRA ,
including Medicare and Medicaid, may affect payment for our products or services provided using our products. Any other
significant spending reductions or cost controls affecting Medicare, Medicaid or other publicly funded or subsidized health
programs that may be implemented could have an adverse impact on our results of operations . The IRA will be implemented
largely through government guidance and as its effect on Medicare and commercial markets evolve, we will continue to
evaluate the potential impacts to our business. We expect additional cost containment measures at both the federal and
state levels as efforts to reduce drug costs continue. Further, commercial payors often follow Medicare coverage policy
and payment limitations when setting their own payment rates. Any reduction in cost or other containment measures
may similarly be adopted by commercial plans. Coverage policies and reimbursement rates for commercial plans may
change at any time. Even if favorable coverage and reimbursement status is attained for one or more products, less
favorable coverage policies and reimbursement rates may be implemented in the future . DEVELOPMENT,
REGULATORY APPROVAL AND MARKETING OF PRODUCTS The discovery and development of drugs, vaccines and
biological products are time consuming, costly and unpredictable. The outcome is inherently uncertain and involves a high
degree of risk due to the following factors, among others: ¢ The process from early discovery to design and adequate
implementation of clinical trials to regulatory approval can take many years and have high costs. * We may have difficulties
recruiting and enrolling patients for clinical trials on a consistent basis . * Product candidates can and do fail at any stage of
the process, including as the result of unfavorable pre- clinical and clinical trial results, or unfavorable new pre- clinical or
clinical data and further analyses of existing pre- clinical or clinical data, including results that may not support further clinical
development of the product candidate or indication. « We may need to amend our clinical trial protocols or conduct additional
clinical trials under certain circumstances, for example, to further assess appropriate dosage or collect additional safety data. ¢
We may not be able to meet anticipated pre- clinical or clinical endpoints, commencement and / or completion dates for our pre-
clinical or clinical trials, regulatory submission dates, regulatory approval dates and / or launch dates. « We may not be able to
successfully address all the comments received from regulatory authorities such as the FDA and the EMA, or be able to obtain
approval for new products and indications from regulators. Regulatory approvals of our products depend on myriad factors,
including regulatory determinations as to the product’ s safety and efficacy. In the context of public health emergencies like the
COVID- 19 pandemic, regulators evaluate various factors and criteria to potentially allow for marketing authorization on an
emergency or conditional basis. Additionally, clinical trial and other product data are subject to differing interpretations and
assessments by regulatory authorities. As a result of regulatory interpretations and assessments or other developments that may
occur during the review process, afd-or even after a product is authorized or approved for marketing, a product’ s commercial
potential could be adversely affected by potential emerging concerns or regulatory decisions regarding or impacting the scope of
indicated patient populations, labeling or marketing, manufacturing processes, safety issues and / or other matters, includ