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General

As used herein, “ICON plc”, “ICON”, the “Company” and “we” or “us” refer to ICON public limited company and
consolidated subsidiaries, unless the context requires otherwise.

Unless otherwise indicated, ICON plc’s financial statements and other financial data contained in this Form 20-F are
presented in United States dollars (“$”) and are prepared in accordance with generally accepted accounting principles in
the United States (“U.S. GAAP”).

In this Form 20-F, references to “U.S. dollars”, “U.S.$” or “$” are to the lawful currency of the United States, references to
“pounds sterling”, “sterling”, “£”, “pence” or “p” are to the lawful currency of the United Kingdom, references to “Euro” or “
the European single currency adopted by sixteen members of the European Union (including the Republic of Ireland,

France, Germany, Spain, Italy, Finland and the Netherlands). ICON publishes its consolidated financial statements in

U.S. dollars.

On July 21, 2008, the Company’s shareholders approved a bonus issue of ordinary shares (the “Bonus Issue”) to
shareholders of record as of the close of business on August 8, 2008 (the “Record Date”). The Bonus Issue provided for
each shareholder to receive one bonus ordinary share for each ordinary share held as of the Record Date, effecting the
equivalent of a 2-for-1 stock split. The Bonus shares were issued on August 11, 2008, to Ordinary Shareholders and

on August 12, 2008, to holders of American Depositary Shares (“ADSs”). The trading price of ICON’s ADSs was
adjusted on NASDAQ to effect the Bonus Issue prior to the opening of trading on August 13, 2008. All outstanding
ordinary share amounts referenced in the consolidated financial statements and the notes thereto have been
retrospectively restated to give effect to the Bonus Issue as if it had occurred as of the date referenced.

On September 29, 2006, ICON’s shareholders approved a bonus issue of ordinary shares (the “Bonus Issue”) to
shareholders of record as of the close of business on October 13, 2006 (the “Record Date”’). The Bonus Issue provided
for each shareholder to receive one bonus ordinary share for each ordinary share held as of the Record Date, effecting
the equivalent of a 2-for-1 stock split. The Bonus shares were issued on October 16, 2006, to ordinary shareholders
and on October 23, 2006 to holders of American Depositary Shares (“ADSs”). The trading price of ICON’s ADSs was
adjusted on NASDAQ to effect the Bonus Issue prior to the opening of trading on October 24, 2006. All outstanding
ordinary share amounts referenced in the consolidated financial statements and the notes thereto have been
retrospectively restated to give effect to the Bonus Issue as if it had occurred as of the date referenced.

Cautionary Statement

Statements included herein which are not historical facts are forward looking statements. Such forward looking
statements are made pursuant to the safe harbor provisions of the U.S. Private Securities Litigation Reform Act of
1995 (the “PSLRA™). The forward looking statements involve a number of risks and uncertainties and are subject to
change at any time. In the event such risks or uncertainties materialize, our results could be materially affected. The
risks and uncertainties include, but are not limited to, dependence on the pharmaceutical industry and certain clients,
the need to regularly win projects and then to execute them efficiently, the challenges presented by rapid growth,
competition and the continuing consolidation of the industry, the dependence on certain key executives and other
factors identified in the Company’s Securities and Exchange Commission filings. The Company has no obligation
under the PSLRA to update any forward looking statements and does not intend to do so.
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Part |
Item 1. Identity of Directors, Senior Management and Advisors.

Not applicable.

Item 2. Offer Statistics and Expected Timetable.

Not applicable.

Item 3. Key Information.

Selected Historical Consolidated Financial Data for ICON plc

The following selected financial data set forth below are derived from ICON’s consolidated financial statements and
should be read in conjunction with, and are qualified by reference to, Item 5 “Operating and Financial Review and

Prospects” and ICON’s consolidated financial statements and related notes thereto included elsewhere in this Form
20-F.




Statement of
Operations Data:
Gross revenue
Reimbursable
expenses (1)

Net revenue
Costs and
expenses:

Direct costs
Selling, general
and
administrative
Depreciation and
amortization
Share based
compensation (2)
Other charges (4)
Total costs and
expenses
Income from
operations

Net interest
income /
(expense)
Income before
provision for
income taxes
Provision for
income taxes
Minority interest
Net income

Net income per
ordinary share
3):

Basic

Diluted

$

$

& &
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Year
ended
May
31
2004

7 month

Year Period
ended ended
May December
31 31,
2005 2005

Year
ended
December
31,

2006

(in thousands, except share and per share data)

443,875 $
(146,952)
296,923

162,562

88,807

11,171

262,540

34,383

288

34,671

(8,929)

25742 $

049 $
047 %

469,583 $§ 275,586
(142,925) (73,636)
326,658 201,950
179,661 114,004
103,784 62,276
13,331 8,094

— 6,024
11,275 —
308,051 190,398
18,607 11,552
979 1,272
19,586 12,824
(5,852) (5,396)
(189) (10)
13545 § 7,418
024 $ 0.13
024 $ 0.13

$

$

$
$

649,826 $
(194,229)
455,597

256,263

136,569

14,949

407,781

47,816

3,640

51,456

(12,924)
(228)
38,304 %

068 $
0.66 $

Year
ended
December
31,

2007

867473 $
(236,751)
630,722

354,479

187,993

19,008

561,480

69,242

2,738

71,980

(15,830)
(187)
55963 $

097 $
094 $

Year
ended
December
31,

2008

1,209,451
(344,203)
865,248

489,238

248,778

27,728

765,744

99,504

(1,224)

98,280

(19,967)
(193)
78,120

1.34
1.30



Weighted average

number of

ordinary shares

outstanding:

Basic 53,070,124
Diluted 54,812,652
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55,440,812
56,613,780

55,880,424
56,990,168

56,629,970
57,726,668

57,410,544
59,495,928

58,245,240
60,221,587
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As of May 31, As of December 31,

2004 2005 2005 2006 2007 2008
(in thousands)
Balance Sheet Data:

Cash and cash equivalents $ 55678 $ 56341 $ 59,509 $ 63,039 $ 76,881 $ 58,378
Short term investments 23,085 22,034 22,809 39,822 41,752 42,726
Working capital 113,813 125,288 132,312 160,321 193,271 185,957
Total assets 335,323 347,553 349,067 476,341 693,138 867,285
Total debt — — 4,856 5,000 94,829 105,379
Long term government grants 1,411 1,257 1,160 1,170 1,179 1,386
Shareholders’ equity $ 216,760 $ 233,066 $ 241,558 $ 302,738 $ 388,400 $ 456,366

(1) Reimbursable expenses are comprised of investigator payments and certain other costs reimbursed by clients
under terms specific to each of ICON’s contracts. See Note 2 (d) to the Audited Consolidated Financial
Statements.

(2) $6.0 million share-based compensation expensed during the period ended December 31, 2005, was recorded
in relation to the transfer of 576,000 shares from the founders of the Company to the Chief Executive
Officer.

(3) Net income per ordinary share is based on the weighted average number of outstanding ordinary shares.
Diluted net income per share includes potential ordinary shares from the exercise of options.

(4) Other operating charges of $11.3 million were recorded in the year ended May 31, 2005. These charges
related to the recognition of an impairment in the carrying value of our investment in the central laboratory,
a write-down of certain fixed assets and the lease termination and exit costs associated with the consolidation
of some of our office facilities in the US.

Risk Factors

We are dependent on the continued outsourcing of research and development by the pharmaceutical, biotechnology
and medical device industries.

We are dependent upon the ability and willingness of the pharmaceutical, biotechnology and medical device
companies to continue to spend on research and development and to outsource the services that we provide. We are
therefore subject to risks, uncertainties and trends that affect companies in these industries. We have benefited to date
from the tendency of pharmaceutical, biotechnology and medical device companies to outsource clinical research
projects. Any downturn in these industries or reduction in spending or outsourcing could adversely affect our
business. For example, if these companies expanded upon their in-house clinical or development capabilities, they
would be less likely to utilize our services. In addition, if governmental regulations were changed, they could affect
the ability of our clients to operate profitably, which may lead to a decrease in research spending and therefore this
could have a material adverse effect on our business.

The current economic and financial downturn may have a material adverse effect on our results.

Many of the world’s largest economies and financial institutions currently face extreme financial difficulty, including a
decline in asset prices, liquidity problems and limited availability of credit. It is uncertain how long this downturn will

10
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last, but many countries are concerned that their economies may enter a deep and prolonged recession. Such difficult
economic times may have a material adverse effect on our revenues, results of operations, financial condition and

ability to raise capital.

11
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We depend on a limited number of clients and a loss of or significant decrease in business from them could affect our
business.

We have in the past and may in the future derive a significant portion of our net revenue from a relatively limited
number of clients. A loss of, or a significant decrease in business from any one or more of such clients could have a
material adverse effect on our business. During the year ended December 31, 2008, 29% of our net revenue was
derived from our top five clients. During 2008, no client contributed more than 10% of net revenues. During the year
ended December 31, 2007, 30% of our net revenue was derived from our top five clients. During 2007, no client
contributed more than 10% of net revenues. During the year ended December 31, 2006, 35% of our net revenue was
derived from our top five clients. During 2006, no client contributed more than 10% of net revenues.

If our clients discontinue using our services, or cancel or discontinue projects, our revenue will be adversely affected
and we may not receive their business in the future or may not be able to attract new clients.

Our clients may discontinue using our services completely or cancel some projects either without notice or upon short
notice. The termination or delay of a large contract or of multiple contracts could have a material adverse effect on our
revenue and profitability. Historically, clients have cancelled or discontinued projects and may in the future cancel
their contracts with us for reasons including:

the failure of products being tested to satisfy safety or efficacy requirements;
unexpected or undesired clinical results of the product;

a decision that a particular study is no longer necessary;

poor project performance, insufficient patient enrollment or investigator recruitment; or
production problems resulting in shortages of the drug.

If we lose clients, we may not be able to attract new ones, and if we lose individual projects, we may not be able to
replace them.

We compete against many companies and research institutions that may be larger or more efficient than we are. This
may preclude us from being given the opportunity to bid, or may prevent us from being able to competitively bid on
and win new contracts.

The market for Contract Research Organizations (“CROs”) is highly competitive. We primarily compete against
in-house departments of pharmaceutical companies and other CROs including Covance Inc., i3 Research (United
Health Group Incorporated), Kendle International Inc., MDS Inc., Omnicare Inc., PAREXEL International
Corporation, Pharmaceutical Product Development Inc., PharmaNet Development Group Inc., PRA International Inc.
and Quintiles Transnational Corporation. Some of these competitors have substantially greater capital, research and
development capabilities and human resources than we do. As a result, they may be selected as preferred vendors of
our clients or potential clients for all projects or for significant projects, or they may be able to price projects more
competitively than us. Any of these factors may prevent us from getting the opportunity to bid on new projects or
prevent us from being competitive in bidding on new contracts.

Our quarterly results are dependent upon a number of factors and can fluctuate from quarter to quarter.

12
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Our results of operations in any quarter can fluctuate depending upon, among other things, the number and scope of
ongoing client projects, the commencement, postponement, variation and cancellation or termination of projects in the
quarter, the mix of revenue, cost overruns, employee hiring and other factors. Our net revenue in any period is directly
related to the number of employees and the percentage of these employees who were working on projects and billed to
the client during that period. We may be unable to compensate for periods of underutilization during one part of a
fiscal period by augmenting revenues during another part of that period. We believe that operating results for any
particular quarter are not necessarily a meaningful indication of future results.

13
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Approximately 71% of our net revenue is earned from long-term fixed-fee contracts. We would lose money in
performing these contracts if the costs of performance exceed the fixed fees for these projects.

Approximately 71% of our net revenue is earned from long-term fixed fee contracts. Revenues on these contracts

are agreed on contract initiation between the Company and the customer and are based on estimated time inputs to the
contract. Factors considered in estimating time requirements include the complexity of the study, the number of
geographical sites where trials are to be conducted and the number of patients to be recruited at each site. The
Company regularly reviews the estimated hours on each contract to determine if the budget accurately reflects the
agreed tasks to be performed taking into account the state of progress at the time of review. The Company further
ensures that changes in scope are appropriately monitored and change orders for additional revenue are promptly
negotiated for the additional work. If we were to fail to recognise and negotiate change orders for changes in the
resources required or the scope of the work to be performed the Company could lose money if the costs of
performance of these contracts exceeded their fixed fees.

If we fail to attract or retain qualified staff, our performance may suffer.

Our business, future success and ability to expand operations depends upon our ability to attract, hire, train and retain
qualified professional, scientific and technical operating staff. We compete for qualified professionals with other
CROs, temporary staffing agencies and the in-house departments of pharmaceutical, biotechnology and medical
device companies. Although we have not had any difficulty attracting or retaining qualified staff in the past, there is
no guarantee that we will be able to continue to attract a sufficient number of clinical research professionals at an
acceptable cost.

We are highly dependent on information technology. If our systems fail or are unreliable our operations may be
adversely impacted.

The efficient operation of our business depends on our information technology infrastructure and our management
information systems. Our information technology infrastructure includes both third party solutions and applications
designed and maintained internally. Since our Company operates on multiple platforms, the failure of our information
technology infrastructure and/or our management information systems to perform could severely disrupt our business
and adversely affect our results of operation. In addition, our information technology infrastructure and/or our
management information systems are vulnerable to damage or interruption from natural or man-made disasters,
terrorist attacks, computer viruses or hackers, power loss, or other computer systems, Internet telecommunications or
data network failures. Any such interruption could adversely affect our business and results of operations.

Failure to comply with the regulations of the U.S. Food and Drug Administration and other regulatory authorities
could result in substantial penalties and/or loss of business.

The U.S. Food and Drug Administration, or FDA, and other regulatory authorities inspect us from time to time to
ensure that we comply with their regulations and guidelines, including environmental and health and safety matters. In
addition, we must comply with the applicable regulatory requirements governing the conduct of clinical trials in all
countries in which we operate. If we fail to comply with any of these requirements we could suffer:

the termination of any research;

the disqualification of data;

the denial of the right to conduct business;

14
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criminal penalties; and

other enforcement actions.

15
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Our exposure to exchange rate fluctuations could adversely affect our results of operations.

We derived approximately 56% of our consolidated net revenue in the year ended December 31, 2008, from our
operations outside of the United States. Our financial statements are presented in U.S. dollars. Accordingly, changes
in exchange rates between the U.S. dollar and other currencies in which we report local results, including the pound
sterling and the euro, will affect the translation of a subsidiary’s financial results into U.S. dollars for purposes of
reporting our consolidated financial results.

In addition, our contracts with our clients are sometimes denominated in currencies other than the currency in which
we incur expenses related to such contracts. Where expenses are incurred in currencies other than those in which
contracts are priced, fluctuations in the relative value of those currencies could have a material adverse effect on our
results of operations. This risk is partially mitigated by clauses in certain of our contracts which allow for price
renegotiation with our clients if changes in the relative value of those currencies exceed predetermined tolerances. We
regularly review our currency exchange exposure and on occasion hedge a portion of this exposure using forward
exchange contracts.

Liability claims brought against us could result in payment of substantial damages to plaintiffs and decrease our
profitability.

We contract with physicians who serve as investigators in conducting clinical trials to test new drugs on their patients.
This testing creates the risk of liability for personal injury to or death of the patients. Although investigators are
generally required by law to maintain their own liability insurance, we could be named in lawsuits and incur expenses
arising from any professional malpractice actions against the investigators with whom we contract. To date, we have
not been subject to any liability claims that are expected to have a material effect on us.

Indemnifications provided by our clients against the risk of liability for personal injury to or death of the patients vary
from client to client and from trial to trial and may not be sufficient in scope or amount or the providers may not have
the financial ability to fulfill their indemnification obligations. Furthermore, we would be liable for our own
negligence and that of our employees.

In addition, we maintain an appropriate level of worldwide Professional Liability/Error and Omissions Insurance. The
amount of coverage we maintain depends upon the nature of the trial. We may in the future be unable to maintain or
continue our current insurance coverage on the same or similar terms. If we are liable for a claim that is beyond the
level of insurance coverage, we may be responsible for paying all or part of any award.

We may lose business opportunities as a result of health care reform and the expansion of managed care organizations.

Numerous governments, including the U.S. government and governments outside of the U.S., have undertaken efforts
to control growing health care costs through legislation, regulation and voluntary agreements with medical care
providers and drug companies. If these efforts are successful, pharmaceutical, biotechnology and medical device
companies may react by spending less on research and development and therefore this could have a material adverse
effect on our business.

For instance, in the past the U.S. Congress has entertained several comprehensive healthcare reform proposals. The
proposals were generally intended to expand healthcare coverage for the uninsured and reduce the growth of total
healthcare expenditures. While the U.S. Congress has not yet adopted any comprehensive reform proposals, members
of Congress may raise similar proposals in the future. We are unable to predict the likelihood that healthcare reform
proposals will be enacted into law.

16
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In addition to healthcare reform proposals, the expansion of managed care organizations in the healthcare market may
result in reduced spending on research and development. Managed care organizations’ efforts to cut costs by limiting
expenditures on pharmaceuticals and medical devices could result in pharmaceutical, biotechnology and medical
device companies spending less on research and development. If this were to occur, we would have fewer business
opportunities and our revenues could decrease, possibly materially.

17
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We may lose business as a result of changes in the regulatory environment

Various regulatory bodies throughout the world may enact legislation which could introduce changes to the regulatory
environment for drug development and research. The adoption and implementation of such legislation is difficult to
predict and therefore could have a material adverse effect on our business.

We may not be able to successfully develop and market or acquire new services.

We may seek to develop and market new services that complement or expand our existing business or expand our
service offerings through acquisition. If we are unable to develop new services and/or create demand for those newly
developed services, or expand our service offerings through acquisition, our future business, results of operations,
financial condition, and cash flows could be adversely affected.

We rely on third parties for important services.

We depend on third parties to provide us with services critical to our business. The failure of any of these third parties
to adequately provide the required services could have a material adverse effect on our business.

We may make acquisitions in the future, which may lead to disruptions to our ongoing business.
We have made a number of acquisitions and will continue to review new acquisition opportunities. If we are unable to
successfully integrate an acquired company, the acquisition could lead to disruptions to the business. The success of
an acquisition will depend upon, among other things, our ability to:

assimilate the operations and services or products of the acquired company;

integrate acquired personnel;

retain and motivate key employees;

retain customers; and

minimize the diversion of management’s attention from other business concerns.

Acquisitions of foreign companies may also involve additional risks, including assimilating differences in foreign
business practices and overcoming language and cultural barriers.

In the event that the operations of an acquired business do not meet our performance expectations, we may have to
restructure the acquired business or write-off the value of some or all of the assets of the acquired business.

Failure to raise sufficient finance may affect our ability to sustain future development of the business

We have financed our operations and growth since inception primarily with cash flows from operations, net proceeds
of $49.1 million raised in our initial public offering in May 1998, net proceeds of $44.3 million raised in our public
offering in August 2003 and net borrowings of $105.4 million. Although we have not had difficulty in raising finance
in the past, there is no guarantee that we will be able to raise sufficient capital, at an appropriate cost to the Company,
to sustain future development of the business.

18
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We rely on our interactive voice response systems to provide accurate information regarding the randomization of
patients and the dosage required for patients enrolled in the trials.

We develop and maintain computer run interactive voice response systems to automatically manage the randomization
of patients in trials, assign the study drug, and adjust the dosage when required for patients enrolled in trials we
support. An error in the design, programming or validation of these systems could lead to inappropriate assignment or
dosing of patients which could give rise to patient safety issues, invalidation of the trial, liability claims against the
Company or all three.

19
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We rely on various control measures to mitigate the risk of a serious adverse event resulting from healthy volunteer
Phase I trials.

We conduct healthy volunteer Phase I trials including first-into-man trials for new clinical entities in the UK and the
US. Due to the experimental nature of these studies, serious adverse events may arise. We mitigate such events by
following Good Clinical Practice and ensuring appropriately trained and experienced clinical physicians are managing
these trials and that internal Standard Operating Procedures and client protocols are rigorously adhered to. We also
ensure that a signed contract is in place with the client in advance of clinical dosing with appropriate indemnifications
and insurance coverage. We maintain our own no-faults clinical trial insurance. Following our internal review and
submission, an Independent Ethics committee approves the study protocol and appropriate approval is obtained from
the relevant regulatory body.

Item 4. Information on the Company.

General

We are a contract research organization (“CRO”), providing outsourced development services on a global basis to the
pharmaceutical, biotechnology and medical device industries. We specialize in the strategic development,
management and analysis of programs that support Clinical Development - from compound selection to Phase I-1V
clinical studies.

In a highly fragmented industry, we are one of a small number of companies with the capability and expertise to
conduct clinical trials in all major therapeutic areas on a global basis. At December 31, 2008, we had 6,975
employees, in 71 locations in 38 countries, providing Phase I - IV Clinical Trial Management, Drug Development
Support Services, Data Management and Biostatistical, Central Laboratory and Imaging Services. We have the
operational flexibility to provide development services on a stand-alone basis or as part of an integrated “full service”
solution.

Headquartered in Dublin, Ireland, we began operations in 1990 and have expanded our business through internal
growth and strategic acquisitions. For the year ended December 31, 2008, we derived approximately 43.8%, 47.8 %
and 8.4 % of our net revenue in the United States, Europe and Rest of World, respectively.

During the year ended December 31, 2008, we commenced operations in Edinburgh, Scotland; Bogota, Colombia and
New Dehli, India.

On February 11, 2008, the Company acquired 100% of the common stock of Healthcare Discoveries Inc., for an initial
cash consideration of $10.9 million, excluding costs of acquisition. Healthcare Discoveries, located in San Antonio,
Texas, is engaged in the provision of Phase I clinical trial management services. Certain performance milestones were
built into the acquisition agreement requiring payment of additional consideration of up to $10.0 million if these
milestones were achieved during the year ended December 31, 2008. No amounts have been accrued at December 31,
2008, as the milestones have not been achieved.

On November 14, 2008, the Company acquired 100% of the common stock of Prevalere Life Sciences Inc.
(“Prevalere”), for an initial cash consideration of $36.8 million, excluding costs of acquisition. Prevalere, located in
Whitesboro, New York, is a leading provider of bioanalytical and immunoassay services to pharmaceutical and
biotechnology companies. Certain performance milestones were built into the acquisition agreement requiring
potential additional consideration of up to $8.2 million if these milestones are achieved during the years ended
December 31, 2008 and 2009. Additional consideration of $5.0 million has been accrued at December 31, 2008, in
respect of the milestones for the year ended December 31, 2008. No amounts have been accrued for additional
consideration potentially payable in respect of the milestones for the year ended December 31, 2009.
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On July 1, 2004, the Company acquired 70% of the common stock of Beacon Biosciences Inc. (“Beacon”), a leading
specialist CRO, which provides a range of medical imaging services to the pharmaceutical, biotechnology and medical
device industries, for an initial cash consideration of $9.9 million, excluding costs of acquisition. On December 31,
2008, the remaining 30% of the common stock was acquired by the Company for $17.4 million, excluding costs of
acquisition. Certain performance milestones were built into the acquisition agreement for the remaining 30% of
Beacon requiring potential additional consideration of up to $3.0 million if these milestones are achieved during the
year ended December 31, 2009. At December 31, 2008, no amounts have been accrued in respect of the potential
additional consideration.

On July 9, 2007, ICON plc entered into a five year committed multi-currency facility agreement for €35 million ($48.9
million) with The Governor and Company of the Bank of Ireland. Our obligations under the facility are secured by
certain composite guarantees, indemnities and pledges in favor of the bank. The facility bears interest at an annual rate
equal to EURIBOR plus a margin. On July 10, 2007, the Company drew down €29.5 million ($41.2 million) of the
facility to fund the acquisition of DOCS International. On October 15, 2007, the remaining €5.5 million ($7.7 million)
of the facility was drawn down to fund expenditure on the expansion of the Company’s facility in Dublin, Republic of
Ireland.

On January 2, 2009, an additional four year committed credit facility was negotiated with The Governor and Company
of the Bank of Ireland for $25 million. The facility bears interest at LIBOR plus a margin and is secured by certain
composite guarantees, indemnities and pledges in favor of the bank.

On October 17, 2007, an uncommitted credit facility was negotiated with Allied Irish Banks plc, for €30 million ($41.9
million). Interest is calculated at the EUR interbank rate plus a margin. The facility is secured by the same composite
guarantees and indemnities in place for the Bank of Ireland committed facility. The funds were used to refinance
overdraft facilities in place to fund expenditure on the expansion of the Dublin facility. On January 8, 2008, the
facility with Allied Irish Banks plc was increased to €50 million ($69.9 million).

On December 22, 2008, committed credit facilities were negotiated with Allied Irish Bank plc for $75 million. The
facilities comprise a one year Euro facility of approximately €20 million ($28.0 million), with the balance comprising a
three year US dollar facility. The Euro facility bears interest at EURIBOR plus a margin and the US dollar facility
bears interest at LIBOR plus a margin. Both facilities are secured by certain composite guarantees and pledges in
favour of the bank. These facilities replace the uncommitted facilities negotiated on January 8, 2008. $28.4 million of
these facilities were used to fund the acquisition of Prevalere with the remaining balance used to refinance the
previous drawn uncommitted facilities.

On February 4, 2008, an uncommitted credit facility was negotiated with Citibank N.A, for $30 million. Interest is
calculated at the London Interbank Market rate plus a margin. $12.0 million of this facility was drawn down in
February 2008 to fund the acquisition of Healthcare Discoveries. On September 30, 2008, the $12.0 million
previously drawn was repaid in full. At December 31, 2008, this facility remained un-drawn and available to the
Company.

The average margin payable on the above mentioned facilities is 1.70 per cent.

On July 21, 2008, the Company’s shareholders approved a bonus issue of ordinary shares (the “Bonus Issue”) to
shareholders of record as of the close of business on August 8, 2008 (the “Record Date”). The Bonus Issue provided for
each shareholder to receive one bonus ordinary share for each ordinary share held as of the Record Date, effecting the
equivalent of a 2-for-1 stock split. The Bonus shares were issued on August 11, 2008, to Ordinary Shareholders and
on August 12, 2008, to holders of American Depositary Shares (“ADSs”). The trading price of ICON’s ADSs was
adjusted on NASDAQ to effect the Bonus Issue prior to the opening of trading on August 13, 2008. All outstanding
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ordinary share amounts referenced in the consolidated financial statements and the notes thereto have been
retrospectively restated to give effect to the Bonus Issue as if it had occurred as of the date referenced.

On September 29, 2006, ICON’s shareholders approved a bonus issue of ordinary shares (the “Bonus Issue”) to
shareholders of record as of the close of business on October 13, 2006 (the “Record Date”’). The Bonus Issue provided
for each shareholder to receive one bonus ordinary share for each ordinary share held as of the Record Date, effecting
the equivalent of a 2-for-1 stock split. The Bonus shares were issued on October 16, 2006, to Ordinary Shareholders
and on October 23, 2006, to holders of American Depositary Shares (“ADSs”). The trading price of ICON’s ADSs was
adjusted on NASDAQ to effect the Bonus Issue prior to the opening of trading on October 24, 2006. All outstanding
ordinary share amounts referenced in the consolidated financial statements and the notes thereto have been
retrospectively restated to give effect to the Bonus Issue as if it had occurred as of the date referenced.
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ICON plc’s principal executive office is located at: South County Business Park, Leopardstown, Dublin 18, Republic
of Ireland. The contact telephone number of this office is 353 (1) 291 2000.

Industry Overview

The CRO industry provides independent product development services for the pharmaceutical, biotechnology and
medical device industries. Companies in these industries outsource product development services to CROs in order to
manage the drug development process more efficiently and to cost-effectively maximize the profit potential of both
patent-protected and generic products. The CRO industry has evolved since the 1970s from a small number of
companies that provided limited clinical services to a larger number of CROs that offer a range of services that
encompass the entire research and development process, including pre-clinical development, clinical trials
management, clinical data management, study design, biostatistical analysis, post marketing surveillance, central
laboratory and regulatory affairs services. CROs are required to provide these services in accordance with good
clinical and laboratory practices, as governed by the applicable regulatory authorities.

The CRO industry is highly fragmented, consisting of several hundred small, limited-service providers and a limited
number of medium-sized and large CROs with global operations. Although there are few barriers to entry for small,
limited-service providers, we believe there are significant barriers to becoming a CRO with global capabilities. Some
of these barriers include the infrastructure and experience necessary to serve the global demands of clients, the ability
to manage simultaneously complex clinical trials in numerous countries, broad therapeutic expertise and the
development and maintenance of the complex information technology systems required to integrate these capabilities.
In recent years, the CRO industry has experienced consolidation, resulting in the emergence of a select group of CROs
that have the capital, technical resources, integrated global capabilities and expertise to conduct multiple phases of
clinical trials on behalf of pharmaceutical, biotechnology and medical device companies. We believe that some large
pharmaceutical companies, rather than utilizing many CRO service providers, are selecting a limited number of CROs
who are invited to bid for projects. We believe that this trend will further concentrate the market share among CROs
with a track record of quality, speed, flexibility, responsiveness, global capabilities and overall development
experience and expertise.

New Drug Development — Ethical Pharmaceuticals and Biologics - An Overview

Before a new drug or biologic may be marketed, it must undergo extensive testing and regulatory review in order to
determine that it is safe and effective. The following discussion primarily relates to the FDA approval process for such
products. Similar procedures must be followed for product development with global regulatory agencies. The stages of
this development process are as follows:

Preclinical Research (approximately 1 to 3.5 years). “In vitro” (test tube) and animal studies must be conducted in
accordance with applicable regulations to establish the relative toxicity of the drug over a wide range of doses and to
detect any potential to cause birth defects or cancer. If results warrant continuing development of the drug or biologic,
the manufacturer will file for an Investigational New Drug Application, or IND, which must become effective by the
FDA before starting the proposed clinical studies.

Clinical Trials (approximately 3.5 to 6 years).
Phase I (6 months to 1 year). Consists of basic safety and pharmacology testing in 20 to 80 human subjects, usually

healthy volunteers, and includes studies to determine how the drug works, if it is safe, how it is affected by other
drugs, where it goes in the body, how long it remains active and how it is broken down and eliminated from the body.
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Phase II (1 to 2 years). Includes basic efficacy (effectiveness) and dose-range testing in a limited patient population
(usually) 100 to 200 patients to help determine the best effective dose, confirm that the drug works as expected, and
provide additional safety data. If the Phase II results are satisfactory and no clinical hold is enforced by the FDA, the
Sponsor may proceed to Phase III studies.

11
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Phase III (2 to 3 years). Efficacy and safety studies in hundreds or thousands of patients at many investigational sites
(hospitals and clinics). These studies can be placebo-controlled trials, in which the new drug is compared with a “sugar
pill”, or studies comparing the new drug with one or more drugs with established safety and efficacy profiles in the
same therapeutic category.

TIND (may span late Phase II, Phase III, and FDA review). When results from Phase II or Phase III show special
promise in the treatment of a serious condition for which existing therapeutic options are limited or of minimal value,
the FDA may allow the Sponsor to make the new drug or biologic available to a larger number of patients through the
regulated provision of a Treatment Investigational New Drug, or TIND. Although less scientifically rigorous than a
controlled clinical trial, a TIND may enroll and collect a substantial amount of data from tens of thousands of patients.

NDA or BLA Preparation and Submission. Upon completion of Phase III trials, the Sponsor assembles the statistically
analyzed data from all phases of development into a single large submission along with the Chemistry and
Manufacturing and preclinical data and the proposed labeling into the New Drug Application (NDA), or Biologics
License Application (BLA) which today comprises, on average, approximately 100,000 pages.

FDA Review & Approval of NDA or BLA (1 to 1.5 years). Data from all phases of development (including a TIND)

is scrutinized to confirm that the manufacturer has complied with all applicable regulations and that the drug or
biologic is safe and effective for the specific use (or “indication”) under study. The FDA may refuse to accept the NDA
or BLA if the Sponsor’s application has certain administrative or content criteria which do meet FDA standards. The
FDA may also deny approval of the drug or biologic product if applicable regulatory requirements are not satisfied.

Post-Marketing Surveillance and Phase IV Studies. Federal regulation requires the Sponsor to collect and periodically
report to the FDA additional safety and efficacy data on the drug or biologic for as long as the Sponsor markets it
(post-marketing surveillance). If the product is marketed outside the U.S., these reports must include data from all
countries in which the drug is sold. Additional studies (Phase IV) may be undertaken after initial approval to find new
uses for the drug, to test new dosage formulations, or to confirm selected non-clinical benefits, e.g., increased
cost-effectiveness or improved quality of life. Additionally, FDA and other regulatory agencies are requiring Sponsors
of marketed drugs or biologics to prepare Risk Management plans which are aimed at assessing areas of product risk
and plans for managing such risk should they occur. The FDA Amendment Act of 2007 has imposed additional
regulatory requirements on Sponsors which address product safety, to conduct post-marketing surveillance studies and
to submit the clinical trial information, including clinical study results, of investigational and marketed products to a
databank managed and maintained by the National Institutes of Health. The information is accessible to the public via
the worldwide web. This action was taken as a result to increase “public transparency” of Sponsor’s clinical studies and
respective clinical results.

Key Trends Affecting the CRO Industry

CROs derive substantially all of their revenue from the research and development expenditures of pharmaceutical,
biotechnology and medical device companies. Based on industry surveys and investment analyst research, we estimate
that clinical development expenditures outsourced by pharmaceutical and biotechnology companies worldwide in
2007 was approximately $18 billion. We believe that the following trends create further growth opportunities for
global CROs, although there is no assurance that growth will materialize.

Innovation driving new Drug Development activity.
Technologies such as combinational chemistry and high throughput screening, together with improved understanding
of disease pathology (driven by scientific advances such as the mapping of the human genome) have greatly increased

the number of new drug candidates being investigated in early development and greatly broadened the number of
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biological mechanisms being targeted by such candidates. Arising from this innovation, funding for research and
development, particularly by biotechnology companies, grew strongly in recent years. This lead to significant
increased activity in both Preclinical and Phase I development which we believe will lead to more treatments in Phase
II-III clinical trials. As the number of trials that need to be performed increases, we believe that drug developers will
increasingly rely on CROs to manage these trials in order to continue to focus on drug discovery. However, this
growth in Preclinical and Phase I development activity in the near term may be impacted by the current global
economic downturn and the reduction in the availability of funding for research and development activities, in
particular for smaller biotech companies.
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27



Edgar Filing: ICON PLC /ADR/ - Form 20-F

Declining productivity within Research and Development programs.

Whilst the total number of compounds that have entered clinical development has risen over the last few years, the
number of novel drugs that have successfully been approved for marketing has remained relatively stable.
Pharmaceutical and biotechnology companies have responded in a number of ways including looking to extend the
product life cycle of existing drugs and initiating programs to drive efficiency in the development process. One
example of this has been the efforts to achieve a more seamless transition across development phases, particularly
Phase I-11I. In parallel regulatory initiatives such as the FDA’s “Critical Path” and the emergence of techniques such as
adaptive trial design are focused on ensuring unsafe or ineffective drugs are eliminated from the development process
earlier, allowing effective treatments to get to patients quicker at potentially reduced development costs.

Pressure to Accelerate Time to Markets; Globalization of the Marketplace.

Reducing product development time maximizes the client’s potential period of patent exclusivity, which in turn
maximizes potential economic returns. We believe that clients are increasingly using CROs that have the appropriate
expertise to improve the speed of product development to assist them in improving economic returns. In addition,
applying for regulatory approval in multiple markets and for multiple indications simultaneously, rather than
sequentially, reduces product development time and thereby maximizes economic returns. We believe that CROs with
global operations and experience in a broad range of therapeutic areas are a key resource to support a global
regulatory approval strategy. Alongside this, the increasing need to access pools of “treatment naive” patients is leading
to the conduct of clinical trials in new “emerging regions” such as Eastern Europe, Latin America, South America and
India. We believe that having access to both traditional and emerging clinical research markets gives global CROs a
competitive advantage.

Emergence of the Biotechnology Sector

The nature of the drugs being developed is changing. Biotechnology is enabling the development of targeted drugs
with diagnostic tests to determine a priori whether a drug will be effective given a patient’s genomic profile. An
increasing proportion of research and development (“R&D”) expenditure is being spent on the development of highly
technical drugs to treat very specific therapeutic areas. Much of this discovery expertise is found in smaller
biotechnology firms. We believe that it is to these organizations that the large pharmaceutical companies will look for
an increasing proportion of their new drug pipelines. Whether it is through licensing agreements, joint ventures or
equity investment, we believe we will see the emergence of more strategic relationships between small discovery
firms and the larger pharmaceutical groups. As the majority of these biotechnology companies do not have a clinical
development infrastructure, we believe that the services offered by CROs will continue to be in demand from such
companies.

Funding of Research and Development Activ