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Annual Financial Report

6 March 2018 11.00 GMT
ANNUAL FINANCIAL REPORT

AstraZeneca PLC (the Company) announced today the publication of its Annual Report and Form 20-F Information
2017 (Annual Report).

A copy of the Annual Report will be submitted to the National Storage Mechanism and will shortly be available for
inspection at www.morningstar.co.uk/uk/nsm.

The Annual Report is also available on the Company's website at www.astrazeneca.com/annualreport2017
The Annual Report will be dispatched to shareholders on or about 15 March 2018.

The Company's Annual General Meeting (AGM) will take place on 18 May 2018 in London, UK and the Notice of
AGM and Shareholders' Circular will be published and distributed to shareholders in due course.

EXPLANATORY NOTE AND WARNING

Solely for the purposes of complying with Disclosure and Transparency Rule (DTR) 6.3.5R and the requirements it
imposes on issuers as to how to make public annual financial reports, we set out below:

- in Appendix A, the principal risks and uncertainties facing the Company;

- in Appendix B, the Directors' responsibility statement made in respect of the Financial Statements and Directors'
Report contained in the Annual Report; and

- in Appendix C, a statement regarding related party transactions.

The appendices have been extracted from the Annual Report in unedited full text. This information should be read in
conjunction with the Company's fourth quarter and full year results 2017 announcement, issued on 2 February 2018,
which contained a condensed set of financial statements and which can be found at
www.astrazeneca.com/investor-relations/results-and-presentations.html. Together, these constitute the material
required by DTR 6.3.5R to be communicated to the media in unedited full text through a Regulatory Information
Service.

Page numbers and section cross-references in the appendices refer to pages and sections in the Annual Report.
Defined terms used in the appendices refer to terms as defined in the Annual Report.

This material is not a substitute for reading the full Annual Report.

APPENDIX A

Risks and uncertainties

Operating in the pharmaceutical sector carries various inherent risks and uncertainties that may affect our business. In
this section, we describe the risks and uncertainties that we consider material to our business in that they may have a
significant effect on our financial condition, results of operations, and/or reputation.
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These risks are not listed in any particular order of priority and have been categorized consistently with the Principal
Risks detailed from page 63, which are included below along with the other risks that we face. We believe that the
forward-looking statements about AstraZeneca in this Annual Report, identified by words such as 'anticipates’,
'believes', 'expects' and 'intends', and that include, among other things, Future prospects in the Financial Review on
page 78, are based on reasonable assumptions. However, forward-looking statements involve inherent risks and
uncertainties such as those summarised below. They relate to events that may occur in the future, that may be
influenced by factors beyond our control and that may have actual outcomes materially different from our
expectations. Therefore, other risks, unknown or not currently considered material, could have a material adverse

effect on our financial condition or results of operations.

Product pipeline and IP risks

Impact

Failure or delay in delivery of pipeline or launch of new products

Our continued success depends on the development and
successful launch of innovative new drugs.

Failure or delay in development of new product
candidates that achieve the expected commercial success
could frustrate the achievement of development targets,

The development of pharmaceutical product candidates is a adversely affect the reputation of our R&D capabilities,

complex, risky and lengthy process involving significant
financial, R&D and other resources. A project may fail at
any stage of the process due to various factors, including
failure to obtain the required regulatory or marketing

approvals for the product candidate or for its manufacturing

facilities, unfavourable clinical efficacy data, safety
concerns, failure to demonstrate adequate cost-effective
benefits to regulatory authorities and/or payers and the
emergence of competing products. More details of projects
that have suffered setbacks or failures during 2017 can be
found in the Therapy Area Review.

The anticipated launch dates of major new products
significantly affect our business, including investment in

and is likely to materially adversely affect our business
and results of operations. See also Failure to achieve
strategic plans or meet targets and expectations on page
219.

Since our business model and strategy rely on the success
of relatively few compounds, the failure of any compound
in our late-stage pipeline or in-line products may have a
significant negative effect on our business or results of
operations.

Significant delays to anticipated launch dates of new
products could have a material adverse effect on our
financial position and/or results of operations. For

large clinical studies, the manufacture of pre-launch productexample, for the launch of products that are seasonal in

stocks, investment in marketing materials pre-launch, sales
force training and the timing of anticipated future revenue

nature, delays in regulatory approvals or manufacturing
difficulties may delay launch to the next season which, in

streams from new Product Sales. Launch dates are primarilyturn, may significantly reduce the return on costs incurred

driven by our development programmes and the demands
from various factors, including adverse findings in
pre-clinical or clinical studies, regulatory demands, price
negotiation, competitor activity and technology transfer.
More complex and stringent regulations govern the
manufacturing and supply of biologics products, thus
impacting the production and release schedules of such
products more significantly.

in preparing for the launch for that season. Furthermore,
in immuno-oncology in particular, speed to market is
critical given the large number of clinical trials being
conducted by other companies.

In addition, a delayed launch may lead to increased costs
if, for example, marketing and sales efforts need to be
rescheduled or performed for longer than expected.

In addition to developing products in-house, we also expandFailure to complete collaborative projects in a timely,

our product portfolio and geographical presence through
licensing arrangements and strategic collaborations, which
are key to growing and strengthening our business. The
success of such arrangements is largely dependent on the
technology and other IP rights we acquire or license, and

cost-effective manner may limit our ability to access a
greater portfolio of products, IP technology and shared
expertise. Disputes and difficulties with our partners may
erode or eliminate the benefits of our alliances and
collaborations. In addition, failure to perform on the part

the resources, efforts and skills of our partners. Disputes or of parties to externalisation transactions may diminish the
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difficulties in our relationship with our collaborators or future value of those transactions or, in some cases, allow
partners may arise, for example, due to conflicting priorities a competitor to beat us to market with a similar or
or conflicts of interest between parties. first-in-class product. Delay of launch can also erode the

term of patent exclusivity.
In many cases we make milestone payments well in
advance of the commercialisation of the products, with no Competition from other pharmaceutical companies means

assurance that we will recoup these payments. that we may be unsuccessful in implementing some of our
intended projects or we may have to pay a significant
We experience strong competition from other premium over book or market values for our acquisitions.

pharmaceutical companies in respect of licensing
arrangements, strategic collaborations, and acquisition
targets.

Difficulties in obtaining or maintaining regulatory drug approval for products
We are subject to strict controls on the commercialisation

processes for our pharmaceutical products, including their

development, manufacture, distribution and marketing. The

criteria for establishing safety, efficacy and quality, which

are essential for securing marketing approvals, may vary by

country and by region. Regulators can refuse to grant

approval or may require additional data before approval is

granted, even though the medicine may already be launched

in other countries.

Factors, including advances in science and technology,
evolving regulatory science, and different approaches to
benefit/risk tolerance by regulatory authorities, the general
public, and other third party public interest groups influence
the initial approvability of new drugs. While we seek to

manage many of these risks, unanticipated and Delays in regulatory reviews and approvals could delay
unpredictable policymaking by governments and regulators, our ability to market our products and may adversely
limited regulatory authority resources or conflicting affect our revenue. In addition, post-approval

priorities often lead to severe delays in regulatory requirements, including additional clinical trials, could
approvals. result in increased costs, and may impact the labelling and

approval status of currently marketed products.
We may be required to conduct additional clinical trials
after a drug's approval because a regulatory authority may
have a concern that impacts the benefit/risk profile of one of
our marketed drugs or drugs currently in development. For
our marketed drugs, new data and meta-analyses have the
potential to drive changes in the approval status or labelling.
In addition, recent years have seen an increase in
post-marketing regulatory requirements and commitments,
and an increased call for third-party access to regulatory
and clinical trial data packages for independent analysis and
interpretation, and broader data transparency. Such
transparency, while important, could lead to inappropriate
or incorrect data analyses which may damage the integrity
of our products and our Company's reputation.

Failure to obtain, defend and enforce effective IP protection and IP challenges by third parties
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A pharmaceutical product may be protected from being
copied for a limited period of time under certain patent
rights and/or related IP rights, such as Regulatory Data
Protection or Orphan Drug status. Typically, products
protected by such rights generate significantly higher
revenues than those not protected. Our ability to obtain,
maintain, defend and enforce patents and other IP rights in
relation to our products is an important element in
protecting and recouping our investment in R&D and

Limitations on the availability of patent protection, the
ability to obtain related IP rights or the use of compulsory

creating long-term value for the business. Some countries inlicensing in certain countries in which we operate, as well

which we operate do not offer robust IP protection. This
may be because IP laws are still developing, the scope of
those laws is limited or the political environment does not
support such legislation.

We may also face challenges early in the patent application

as our ability to defend and enforce our patents, could
allow for earlier entry of generic or biosimilar competitor
products. This could have a material adverse effect on the
pricing and sales of our products and, consequently, could
materially adversely affect our revenues.

process and throughout a patent's life. The grounds for theseThird parties may be awarded remedies for alleged

challenges could be the validity of a patent and/or its
effective scope and are based on ever-evolving legal

infringement of their IP, for example injunctions and
damages for alleged patent infringement. In the US,

precedents. We are experiencing increased challenges in the courts may order enhanced (ie up to treble) damages for

US and elsewhere in the world and there can be no
guarantee of success for either party in patent proceedings
and litigation.

We also bear the risk that our products may be found to
infringe patents owned or licensed by third parties,
including research-based and generic pharmaceutical
companies and individuals. These third parties may seek

alleged wilful infringement of patents. From time to time
we may acquire licences, discontinue activities and/or
modify processes to avoid claims of patent infringement.
These steps could entail significant costs and our revenue
and margins could be materially adversely affected.

More information about protecting our IP, the risk of
patent litigation and the early loss of IP rights is contained

remedies for patent infringement, including injunctions (for in the Intellectual Property section on page 32, the

example, preventing the marketing of one of our products)
and damages (for example, research-based competitors are
alleging infringement of their patents and are seeking
damages in relation to our marketing of Imfinzi and
Calquence).

Details of material patent proceedings and litigation matters

can be found in Note 28 to the Financial Statements from
page 182.

Commercialisation risks

Competitive pressures including expiry or loss of IP
rights and generic competition risk on page 212 and Note
28 to the Financial Statements from page 182.

Impact

Competitive pressures including expiry or loss of IP rights, and generic competition

A pharmaceutical product competes with other products
marketed by research-based pharmaceutical companies and
with generic or biosimilar drugs marketed by generic drug
manufacturers.

Approval of competitive products for the same or similar
indication as one of our products may result in immediate
and significant decreases in our revenues.

If we are not successful in obtaining, maintaining,
defending or enforcing our exclusive rights to market our
products, particularly in the US where we achieve our
highest Product Sales, our revenue and margins could be
materially adversely affected. In addition, unsuccessful
assertion of our IP rights may lead to damages or other
liabilities to third parties that could materially adversely
affect our financial performance.
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Generic versions of products, including biosimilars, are Unfavourable resolution of current and potential future
often sold at lower prices than branded products, as the patent litigation may require us to make significant
manufacturer does not have to recoup the significant cost of provisions in our accounts relating to legal proceedings
R&D investment and market development. Expiry or loss ofand/or could materially adversely affect our financial
IP rights can materially adversely affect our revenues and  condition or results of operations.

financial condition due to the launch of cheaper generic

copies of the product in the country where the rights have

expired or been lost (see the table in the Patent Expiries of

Key Marketed Products section from page 208). For

example in 2017, our US Product Sales of Crestor fell to

$373 million (2016: $1,223 million), following the launch

of generics.

Additionally, the expiry or loss of patents covering other
innovator companies' products may also lead to increased
competition and pricing pressure for our own, still-patented
products in the same product class due to the availability of
lower priced generic products in that product class.

Generic manufacturers may also take advantage of the
failure of certain countries to properly enforce Regulatory
Data Protection or other related IP rights and may launch
generics during this protected period. This is a particular
risk in some Emerging Markets where appropriate patent
protection or other related IP rights may be difficult to
obtain or enforce.

The biosimilars market has experienced notable growth in
2017, with approval of several monoclonal antibody
biosimilars in the US and Europe. This trend is expected to
continue. Increased regulatory and legal activity related to
the launch and approval of these therapeutics is anticipated.
Regulatory authorities in other territories continue to
implement or consider abbreviated approval processes for
biosimilars, allowing quicker entry to market for such
products and earlier than anticipated competition for
patented biologics.

As well as facing generic competition upon expiry or loss of
IP rights, we also face the risk that generic drug
manufacturers seek to market generic versions of our
products prior to expiries of our patents and/or the
Regulatory Exclusivity periods. For example, we are
currently facing challenges from numerous generic drug
manufacturers regarding our patents relating to key
products, including Brilinta, Faslodex, Byetta, Daliresp,
Onglyza and Crestor.

IP rights protecting our products may be challenged by
external parties. We expect our most valuable products to
receive the greatest number of challenges. Despite our
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efforts to establish and defend robust patent protection for
our products, we bear the risk that courts may decide that
our IP rights are invalid and/or that third parties do not
infringe our asserted IP rights.

Where we assert our IP rights but are ultimately
unsuccessful, third parties may seek damages, alleging, for
example, that they have been inappropriately restrained
from entering the market. In such cases, we bear the risk
that we incur liabilities to those third parties.

Details of material patent litigation matters can be found in
Note 28 to the Financial Statements from page 182.

Price controls and reductions

Most of our key markets have experienced the Due to these pricing pressures, there can be no certainty
implementation of various cost control or reimbursement  that we will be able to charge prices for a product that, in
mechanisms for pharmaceutical products. a particular country or in the aggregate, enable us to earn

an adequate return on our product investment. These
In the US, there is significant pricing pressure driven by ~ pressures, including the increasingly restrictive
payer consolidation, restrictive reimbursement policies, and reimbursement policies to which we are subject, could
cost control tools, such as exclusionary formularies and materially adversely affect our business or results of
price protection clauses. Many formularies employ 'generic operations.
first' strategies and/or require physicians to obtain prior
approval for the use of a branded medicine where a generic We expect these pricing pressures will continue and may
alternative exists. These mechanisms can be used by payers increase.
to limit the use of branded products and put pressure on
manufacturers to reduce net prices. In addition, patients are The continued disparities in EU and US pricing systems
seeing changes in the design of their health plan benefits  could lead to marked price differentials between regions,
and may experience variation in how their plans cover their which, by way of the implementation of existing or new

medications, including increases in the out-of-pocket reference pricing mechanisms, increases the pricing
payments for their branded medications. Patient pressure affecting the industry. The importation of
out-of-pocket spending is generally in the form of a pharmaceutical products from countries where prices are
co-payment or co-insurance, but there is a growing trend  low due to government price controls, or other market
towards high deductible health plans that require that dynamics, to countries where prices for those products are

patients pay the full list price of their drugs and services  higher, is already prevalent and may increase.

until they meet certain out-of-pocket thresholds. Ongoing  Strengthened collaboration by governments may

scrutiny of the US pharmaceutical industry, focused largely accelerate the development of further cost-containment

on pricing, is placing increased emphasis on the value of  policies (such as joint procurement). Increased and

medications. This scrutiny will likely continue across many simplified access to national and regional prices in

stakeholders, including policymakers and legislators. markets and the publication of these prices in centralised
databases have facilitated the uptake and efficiency of

The new US political leadership continues to consider a price referencing across the world.

range of legislative and regulatory proposals to address the

high costs of prescription drugs as well as reforms to the US

healthcare system. These may include changes to the ACA,

modifications to Medicare and other government

programmes, and policies aimed at reducing drug prices

such as importation schemes. For more information, please

see Pricing of medicines in the Marketplace section from

page 12. However, many of these proposals have not
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achieved broad support from policymakers and, in the near
term, legislators have shifted focus away from healthcare
reform. It is difficult to predict what specific proposals
could be enacted and to determine the implications for the
healthcare system and pharmaceutical industry. However,
healthcare reform remains a key campaign promise of the
current administration and proposals that would
significantly modify existing laws and regulations,
including the ACA, government programmes and policies
relating to drug pricing, could affect private health
insurance, coverage through Medicaid and the health
insurance exchange marketplaces, Medicare coverage and
savings provisions, and other facets of the US healthcare
market, with potentially significant impacts on the
pharmaceutical industry.

In Europe, the industry continues to be exposed to various
ad hoc cost-containment measures and reference pricing
mechanisms, which impact prices. There is a trend towards
increasing transparency and comparison of prices among
EU Member States which may eventually lead to a change
in the overall pricing and reimbursement landscape.

In Emerging Markets, governments are increasingly
controlling pricing in the self-pay sector and favouring
locally manufactured drugs. In addition, the emergence of
price referencing has been seen in some markets combined
with a call from authorities to provide greater global price
transparency.

Concurrently, many markets are adopting the use of Health
Technology Assessment (HTA) to provide a rigorous
evaluation of the clinical efficacy of a product at, or post,
launch. HTA evaluations are also increasingly being used to
assess the clinical effect, as well as cost-effectiveness, of
products in a particular health system. This comes as payers
and policymakers attempt to increase efficiencies in the use
and choice of pharmaceutical products.

A summary of the principal aspects of price regulation and
how pricing pressures are affecting our business in our most
important markets is set out in Pricing of medicines in the
Marketplace section from page 12 and on the next page in
the following risk factor.

Economic, regulatory and political pressures

Operating in over 100 countries, we are subject to political, Deterioration of, or failure to improve, socio-economic

socio-economic and financial factors both globally and in  conditions, and situations and/or resulting events,

individual countries. depending on their severity, could adversely affect our
supply and/or distribution chain in the affected countries
and the ability of customers or ultimate payers to
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A sustained global economic downturn may further
exacerbate pressure from governments and other healthcare
payers on medicine prices and volumes of sales in response
to pressures on budgets, and may cause a slowdown or a
decline in growth in some markets. Those most severely
impacted by the economic downturn may seek alternative
ways to settle their debts through, for example, the issuance
of government bonds which might trade at a discount to the
face value of the debt. Other customers may cease to trade,
which may result in losses from writing off debts, or a
reduction in demand for products.

We are highly dependent on being able to access a
sustainable flow of liquid funds due to the high fixed costs
of operating our business and the long and uncertain
development cycles of our products. In a sustained
economic downturn, financial institutions with whom we
deal may cease to trade and there can be no guarantee that
we will be able to access monies owed to us without a
protracted, expensive and uncertain process, if at all.

purchase our medicines. This could adversely affect our
business or results of operations.

While we have adopted cash management and treasury
policies to manage the risk of not being able to access a
sustainable flow of liquid funds (see the Financial risk
management policies section of the Financial Review
from page 79), we cannot be certain that these will be as
effective as they are intended to be, in particular in the
event of a global liquidity crisis. In addition, open
positions where we are owed money and investments we
have made in financial and non-financial institutions or
money market funds cannot be guaranteed to be
recoverable. Additionally, if we need access to external
sources of financing to sustain and/or grow our business,
such as the debt or equity capital financial markets, this
may not be available on commercially acceptable terms, if
at all, in the event of a severe and/or sustained economic
downturn. This may, for instance, be the case in the event
of any default by the Company on its debt obligations,
which may materially adversely affect our ability to

The majority of our cash investments are managed centrally secure debt funding in the future or our financial

and are invested in collateralised bank deposits, fixed
income securities in government, financial and
non-financial securities and AAA credit-rated institutional
money market funds. Money market funds are backed by
institutions in the US and the EU, which, in turn, invest in
other funds, including sovereign funds. This means our
credit exposure is a mix of US and EU sovereign default
risk, financial institution and non-financial institution
default risk.

On 23 June 2016, the UK held a referendum on the UK's
continuing membership of the EU, the outcome of which
was a decision for the UK to leave the EU (Brexit). On 29
March 2017, the UK Government formally notified the EU
under Article 50 of the UK's intention to leave the EU. This
notification began the process of negotiation that will likely
determine the future terms of the UK's relationship with the
EU. Absent a negotiated agreement, the UK will leave the
EU on 29 March 2019 and relevant EU law and agreements
will cease to apply. Until the Brexit negotiation process is
completed, it is difficult to anticipate the potential impact
on AstraZeneca's market share, sales, profitability and
results of operations. The Group operates from a global
footprint and retains flexibility to adapt to changing
circumstances. The uncertainty during and after the period
of negotiation is also expected to increase volatility and
may have an economic impact on the countries in which we
operate, particularly in the UK and Eurozone. The Board
reviews the potential impact of Brexit as an integral part of

condition in general. Further information on debt funding
arrangements is contained in the Financial risk
management policies section of the Financial Review
from page 79.

It is still early to judge the impact of Brexit as it is unclear
as to the trading relationships the UK will be able to
negotiate with the EU and other significant trading
partners. Any deterioration in market access or trading
terms including customs duties, VAT or other tariffs that
constitute real cost, delay or restrictions to the movement
of goods and increased administration may materially
adversely impact our financial performance.
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its Principal Risks (as outlined from page 63) rather than as
a stand-alone risk. As the process of Brexit evolves, the
Board will continue to assess its impact on the Company.

Failures or delays in the quality and execution of our commercial strategies
Commercial success of our Growth Platforms is a critical ~ Failure to execute our commercial strategies could
factor in sustaining or increasing global Product Sales and materially adversely impact our business or results of

replacing lost Product Sales due to patent expiry. The operations.

successful launch of a new pharmaceutical product involves

substantial investment in sales and marketing activities, If a new product does not succeed as anticipated or its rate
launch stocks and other items. We may ultimately be unableof sales growth is slower than anticipated, there is a risk
to achieve commercial success for various reasons, that we may be unable to fully recoup the costs incurred
including difficulties in manufacturing sufficient quantities in launching it, which could materially adversely affect

of the product candidate for development or our business or results of operations.

commercialisation in a timely manner, the impact of price

control measures imposed by governments and healthcare Due to the complexity of the commercialisation process
authorities, the outcome of negotiations with third-party ~ for biologics, the methods of distributing and marketing
payers, erosion of IP rights, including infringement by third biologics could materially adversely impact our revenues
parties, failure to show a differentiated product profile and from the sales of biologics medicines, such as Synagis
changes in prescribing habits. and FluMist/Fluenz.

The commercialisation of biologics is often more complex The failure to exploit potential opportunities appropriately
than for small molecule pharmaceutical products, primarily in Emerging Markets or materialisation of the risks and
due to differences in the mode of administration, technical challenges of doing business in such markets, including
aspects of the product, and rapidly changing distribution  inadequate protection against crime (including

and reimbursement environments. counterfeiting, corruption and fraud) or inadvertent
breaches of local and international law may materially

We face particular challenges in Emerging Markets, adversely affect our reputation, business or results of

including: operations.

> More volatile economic conditions and/or political Integration processes may also result in business

environments. disruption, diversion of management resources, the loss of

> Competition from multinational and local companies with key employees and other issues, such as a failure to

existing market presence. integrate I'T and other systems.

> The need to identify and to leverage appropriate

opportunities for sales and marketing. The incurrence of significant debt or liabilities due to the

> Poor IP protection. integration of an acquired business could cause

> Inadequate protection against crime (including deterioration in our credit rating and result in increased

counterfeiting, corruption and fraud). borrowing costs and interest expense. We may issue

> The need to impose developed market compliance additional shares to pay for acquired businesses, which

standards. would result in the dilution of our then existing

> The need to meet a more diverse range of national shareholders.

regulatory, clinical, manufacturing and distribution

requirements.

> Potential inadvertent breaches of local and international

law.

> Not being able to recruit appropriately skilled and
experienced personnel.

> Difficulty in identifying the most effective sales and
marketing channels and routes to market.

10
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> Intervention by national governments or regulators
restricting market access and/or introducing adverse price
controls.

> Difficulty in managing local partnerships such as
co-promotion and co-marketing; both driving performance
and adhering to AstraZeneca's compliance standards which
are often higher than the market norm.

> Difficulties in cash repatriation due to strict foreign
currency controls and lack of hard currency reserves in
some Emerging Markets.

> Complexity inherent within a direct exports business from
UK and Sweden operations to countries where we do not
have a legal entity.

We may also seek to acquire complementary businesses or
enter into other strategic transactions. The integration of an
acquired business could involve incurring significant debt
and unknown or contingent liabilities, as well as having a
negative effect on our reported results of operations from
acquisition-related charges, amortisation of expenses related
to intangibles and charges for the implementation of
long-term assets.

We may also experience difficulties in integrating
geographically separated organisations, systems and
facilities, and personnel with different organisational
cultures. Disputes or difficulties in our relationship with our
collaborators or partners may also arise, often due to
conflicting priorities or conflicts of interest between parties.

Supply chain and business execution risks Impact

Failure to maintain supply of compliant, quality products

We may experience difficulties, delays and interruptions in Difficulties with manufacturing and supply, forecasting,
the manufacturing and supply of our products for various  distribution or third-party suppliers may result in product

reasons, including: shortages, which may lead to lost Product Sales and
materially adversely affect our reputation and revenues.
> Demand significantly in excess of forecast demand, Even slight variations in components or any part of the
which may lead to supply shortages (this is particularly manufacturing process may lead to a product that is
challenging before launch). non-compliant and does not meet quality standards. This

> Supply chain disruptions, including those due to natural could lead to recalls, spoilage, product shortage,
or man-made disasters at one of our facilities or at a critical regulatory action and/or reputational harm.
supplier or vendor.

> Delays in construction of new facilities or the expansion

of existing facilities, including those intended to support

future demand for our products (the complexities associated

with biologics facilities, especially for drug substance,

increase the probability of delay).

> The inability to supply products due to a product quality

failure or regulatory agency compliance action such as

licence withdrawal, product recall or product seizure.

11
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> Other manufacturing or distribution problems, including
changes in manufacturing production sites, limits to
manufacturing capacity due to regulatory requirements,
changes in the types of products produced, or physical
limitations or other business interruptions that could impact
continuous supply.

We increasingly rely on third parties for the timely supply
of goods, such as raw materials (for example, the API in
some of our medicines and drug substances and/or finished
drug products for some of our biologics medicines),
equipment, formulated drugs and packaging, critical
product components and services, all of which are key to
our operations. Many of these goods are difficult to
substitute in a timely manner or at all. We expect that
external capacity for biologics drug substance production
will remain constrained for the next few years and,
accordingly, may not be readily available for supplementary
production in the event that we experience an unforeseen
need for such capacity.

Illegal trade in our products

The illegal trade in pharmaceutical products is widely
recognised by industry, non-governmental organisations
and governmental authorities to be increasing. Illegal trade
includes counterfeiting, theft and illegal diversion (that is,
when our products are found in a market where we did not
send them and where they are not approved or not
permitted/allowed to be sold). There is a risk to public
health when illegally traded products enter the supply chain,
as well as associated financial risk. Authorities and the
public expect us to help reduce opportunities for illegal
trade in our products through securing our supply chains,
surveillance, investigation and supporting legal action
against those found to be engaged in illegal trade.

Reliance on third-party goods and services

AstraZeneca spends approximately $10 billion each year
with trade suppliers. The spend supports the length of our
value chain from discovery to manufacture and
commercialisation of our medicines.

Many of our business-critical operations, including certain
R&D processes, IT systems, HR, finance, tax and
accounting services have been outsourced to third party
providers. We are therefore heavily reliant on these third
parties not just to deliver timely and high quality services,
but also to comply with applicable laws and regulations and
adhere to our ethical business expectations of third party
providers.

Public loss of confidence in the integrity of
pharmaceutical products as a result of illegal trade could
materially adversely affect our reputation and financial
performance. In addition, undue or misplaced concern
about this issue may cause some patients to stop taking
their medicines, with consequential risks to their health.
Authorities may take action, financial or otherwise, if
they believe we are liable for breaches in our own supply
chains.

There is also a direct financial loss when, for example,
counterfeit and/or illegally diverted products replace sales
of genuine products in a market or genuine products are
recalled following discovery of counterfeit products.

The failure of outsource providers to deliver timely
services, and to the required level of quality, or the failure
of outsource providers to co-operate with each other,
could materially adversely affect our financial condition
or results of operations. Moreover, the failure of these
third parties to operate in an ethical manner could
adversely impact our reputation both internally and
externally or even result in non-compliance with
applicable laws and regulations.

Our business and financial results could also be materially
adversely affected by disruptions caused by our failure to

successfully manage either the integration of outsourced
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services or the transition process of insourcing services
from third parties.

Failure of information security, data protection and cybercrime

We are dependent on effective IT systems. These systems
support key business functions such as our R&D,
manufacturing, supply chain and sales capabilities and are
an important means of safeguarding and communicating
data, including critical or sensitive information, the
confidentiality and integrity of which we rely on. In
addition, we must ensure that the personal data which we,
or third-party vendors operating on our behalf, hold and
process is protected in a manner that complies with the EU
GDPR which was appr