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•  If we fail to attract and retain key management and scientific personnel, we may be unable to successfully develop or commercialize

our product candidates.
 

 
•  In the event that we successfully evolve from a company primarily involved in development to a company also involved in

commercialization, we may encounter difficulties in managing our growth and expanding our operations successfully.
 

 
•  If we fail to acquire and develop other products or product candidates, at all or on commercially reasonable terms, we may be unable

to diversify or grow our business.
 

 
•  We have no experience manufacturing our pharmaceutical product candidates other than at our Israeli and Mexican facilities and we

therefore rely on third parties to manufacture and supply our pharmaceutical product candidates, and would need to meet various
standards necessary to satisfy FDA regulations if and when we commence manufacturing.

 

 

•  We currently have no pharmaceutical or diagnostic marketing, sales or distribution capabilities other than in Chile and Mexico for
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We have already obtained a CE Mark for our point-of-care diagnostic test for PSA using our system in Europe and we intend to launch the
PSA test in Europe in the second half of 2012. In December 2011, we commenced a multi-center study in the U.S. for the PSA test which is
designed for 510(k) clearance and potential waiver under The Clinical Laboratory Improvement Amendments of 1988 (a “CLIA-waiver”). We
intend to submit our application to the Food and Drug Administration (the “FDA”) for clearance of the PSA test in 2012 and expect to begin
marketing the test in the U.S. in 2013.

Our product pipeline also includes several pharmaceutical compounds and technologies in research and development for a broad range of
indications and conditions. We believe that our up-regulating oligonucleotide therapeutics technology, or AntagoNAT, has the potential to create
new drugs for the treatment of a wide variety of illnesses, including cancer, heart disease, metabolic disorders and a range of genetic disorders.
We have a variety of therapeutic agents for respiratory disorders in clinical development, including products for asthma, chronic obstructive
pulmonary disease (“COPD”), and chronic cough. We are also developing a protein-based influenza vaccine designed to offer multi-season and
multi-strain protection, that we believe will offer more effective and longer lasting protection against influenza, in addition to more rapid and
efficient production than existing influenza vaccine technologies. In addition to these development programs, we have growing pharmaceutical
businesses in Chile, Mexico, and Israel.

We have a highly experienced management team that we believe has demonstrated an ability to successfully build and manage
pharmaceutical businesses. Our Chairman and Chief Executive Officer, Dr. Phillip Frost, founded and served as Chairman and Chief Executive
Officer of IVAX Corporation (“IVAX”), a multi-national pharmaceutical company, from 1987 until the acquisition of IVAX by Teva
Pharmaceutical Industries, Limited (“Teva”) in January 2006. Dr. Frost currently serves as Chairman of the Board of Teva. Prior to Ivax, Dr. Frost
founded and served as Chairman of the Board of Directors of Key Pharmaceuticals, Inc. from 1972 until the acquisition of Key Pharmaceuticals
by Schering Plough Corporation in 1986. Our other senior executive officers, including Dr. Jane Hsiao, our Vice Chairman and Chief Technology
Officer, Steven Rubin, our Executive Vice President, Administration, and Dr. Rao Uppaluri, our Senior Vice President and Chief Financial
Officer, are former executive officers of IVAX. Based on their experience in the industry, we believe that our management team has extensive
development, regulatory and commercialization expertise and relationships that provide access to commercial opportunities.

GROWTH STRATEGY
We expect our future growth to come from leveraging our proprietary technology and development strengths, and opportunistically pursuing

complementary, accretive, or strategic acquisitions and investments.

We have under development a broad and diversified portfolio of diagnostic tests, vaccines and small molecules, targeting a broad range of
unmet medical needs. We intend to continue to leverage our proprietary technology and our strengths in all phases of pharmaceutical research and
development to further develop and commercialize our portfolio of proprietary pharmaceutical and diagnostic products. In support of our strategy,
we intend to:
 

 •  obtain requisite regulatory approval and compile clinical data for our most advanced product candidates;
 

 •  develop a focused commercialization capability in the United States; and
 

 
•  expand into other medical markets which provide significant opportunities and which we believe are complementary to and synergistic

with our business.

We have and expect to continue to be opportunistic and pursue complementary, or strategic acquisitions, licenses and investments. Our
management team has significant experience in identifying, executing and integrating these transactions. We expect to use well-timed, carefully
selected acquisitions, licenses and investments to continue to drive our growth, including:
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Oligonucleotide Therapeutics
In January 2011, we acquired CURNA, Inc., a privately held company based in Jupiter, Florida, engaged in the discovery of new drugs for

the treatment of a wide variety of illnesses, including cancer, heart disease, metabolic disorders and a range of genetic anomalies. CURNA’s broad
platform technology utilizes a short, single strand oligonucleotide and is based on the up-regulation of protein production through interference
with non-coding RNA’s, or natural antisense. This strategy contrasts with established approaches which down-regulate protein production.
CURNA has designed a novel type of therapeutic modality, termed AntagoNAT, and has initially demonstrated this approach for up-regulation of
several therapeutically relevant proteins in in vitro and animal models. We believe that this short, single strand oligonucleotide can be delivered
intravenously or subcutaneously without the drug delivery or cell penetration complications typically associated with double stranded siRNA
therapeutics. CURNA has identified and developed compounds which increase the production of over 80 key proteins involved in a large number
of individual diseases. We have ongoing pre-clinical studies for several of these compounds, with an initial focus on orphan diseases including
Dravet Syndrome, Rett Syndrome and MPS-1.

Asthma and COPD
In May 2010, we acquired worldwide rights to a novel heparin-derived oligosaccharide which has significant potential in treating asthma and
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pharmaceutical sales growth in many mature countries, this expansion in many emerging markets has led to higher sales growth rates and an
increasing contribution to the industry’s global performance. As a result we expect that emerging markets will continue to be a growing part of our
business strategy, contributing both attractive revenue growth and cash flow to support our development programs.

In January 2012, we announced that we have entered into a definitive agreement to acquire ALS Distribuidora Limitada (“ALS”), a
privately-held Chilean pharmaceutical company engaged in the business of importation, commercialization and distribution of pharmaceutical
products for private markets in Chile. ALS started operations in 2009 as the exclusive product distributor of Arama Laboratorios y Compañía
Limitada (“Arama”), a company with more than 20 years of experience in the pharmaceutical products market. In connection with the transaction,
OPKO will also acquire all of the product registrations and trademarks previously owned by Arama, as well as the Arama name. The transaction
is expected to close in the first quarter of 2012 and is subject to customary closing conditions.

In February 2010, we completed the acquisition of Pharmacos Exakta S.A. de C.V. (“Exakta-OPKO”), a Mexican pharmaceutical business
engaged in the manufacture, marketing, sale, and distribution of ophthalmic and other pharmaceutical products to private and public customers in
Mexico. Exakta-OPKO manufacturers and sells more than 25 products primarily in the generics market in Mexico, although it has recently
increased its focus on the development of proprietary products as well.

In October 2009, we completed the acquisition of Pharma Genexx, S.A. (“OPKO Chile”). OPKO Chile markets, sells and distributes more
than 100 products to the private, hospital and institutional markets in Chile for a wide range of indications, including, cardiovascular products,
vaccines, antibiotics, gastro-intestinal products, and hormones, among others.

Strategic Investments
We have and may continue to make investments in other early stage companies that we perceive to have valuable proprietary technology

and significant potential to create value for OPKO as a shareholder.
 

 

•  In February 2012, we purchased from Biozone Pharmaceuticals, Inc., a publicly traded company engaged in the manufacture and sale
of pharmaceutical and cosmetic products (“BZNE”), $1.7 million of 10% secured convertible promissory notes (the “Notes”),
convertible into BZNE common stock at a price equal to $0.20 per common share, which Notes are due and payable on February 24,
2014 and ten year warrants (the “Warrants”) to purchase 8.5 million shares of BZNE common stock at an exercise price of $0.40 per
shares. The Notes are secured by a first priority lien in all the assets of BZNE, including the stock of its subsidiaries, pursuant to a
security agreement. As further consideration for the purchase of the Notes by OPKO, BZNE granted OPKO exclusive, worldwide
distribution rights to its enhanced formulation of propofol. The parties also entered into a license agreement pursuant to which OPKO
acquired a world-wide license for the development and commercialization of products utilizing BZNE’s proprietary drug delivery
technology, including QuSomes, exclusively for OPKO in the field of ophthalmology and non-exclusive for all other therapeutic
fields, subject in each case to certain excluded products.
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•  In December 2010, we acquired a minority equity interest in TESARO, Inc., a privately held oncology-focused biopharmaceutical
company, as part of a license agreement with TESARO for the development, manufacture, commercialization and distribution of
rolapitant and a related compound. As of December 31, 2011, we owned an approximately 2% equity position in TESARO on an as-
converted basis.

 

 

•  In November 2010, we acquired a minority equity interest in Fabrus, Inc., a privately held early-stage biotechnology company with
next generation therapeutic antibody drug discovery and development capabilities that is using its proprietary antibody screening and
engineering approach to discover promising lead compounds against several important oncology targets. As of December 31, 2011, we
owned an approximately 13% equity position in Fabrus.

 

 

•  In September 2009, we acquired a minority equity interest in Cocrystal Discovery, Inc. (“CDI”), a privately held biopharmaceutical
company focused on the discovery and development of novel small molecule antiviral therapeutics tailored for the treatment of serious
and chronic viral diseases. In September 2011, Teva Pharmaceutical Industries Ltd. (“Teva”) signed a collaboration option to license
and share purchase agreements to invest in CDI. Teva agreed to initi�of iopharmaceu011 utica isare “CDI��i  ach to s 
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Further, our drug candidates may not be approved or clear
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 •  delay or failure to obtain sufficient supplies of the product candidate for our clinical trials;
 

 
•  requirements to provide the drugs, diagnostic tests, or medical devices required in our clinical trial protocols or clinical trials at no cost

or cost, which may require significant expenditures that we are unable or unwilling to make;
 

 
•  delay or failure to reach agreement on acceptable clinical trial agreement terms or clinical trial protocols with prospective sites or

investigators; and
 

 •  delay or failure to obtain institutionD �tAaÆ � yreic t seic t svice o 
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 •  adverse inspectional observations (Form 483), warning letters, or non-warning letters incorporating inspectional observations;
 

 •  civil and criminal penalties;
 

 •  injunctions;
 

 •  suspension or withdrawal of regulatory approvals or clearances;
 

 •  product seizures, detentions, or import bans;
 

 •  voluntary or mandatory product recalls and publicity requirements;
 

 •  total or partial suspension of production;
 

 •  imposition of restrictions on operations, including costly new manufacturing requirements; and
 

 •  refusal to approve or clear pending NDAs or supplements to approved NDAs, applications or pre-market notifications.

Regulatory approval of an NDA or NDA supplement, PMA, PMA supplement or clearance pursuant to a pre-market notification is not
guaranteed, and the approval or clearance process, as the case may be, is expensive and may, especially in the case of an NDA or PMA
application, take several years. The FDA also has substantial discretion in the drug and medical device approval and clearance process. Despite the
time and expense exerted, failure can occur at any stage, and we could encounter problems that cause us to abandon clinical trials or to repeat or
perform additional pre-clinical studies and clinical trials. The number of pre-clinical studies and clinical trials that will be required for FDA
approval or clearance varies depending on the drug or medical device candidate, the disease or condition that the drug or medical device candidate
is designed to address, and the regulations applicable to any particular drug or medical device candidate�PMA
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 •  strength of marketing and distribution support;
 

 •  price of our products, both in absolute terms and relative to alternative treatments;
 

 •  availability of coverage and reimbursement from government and other third-party payors;
 

 •  potential product liability claims;
 

 •  limitations or warnings contained in a product’s regulatory authority-approved labeling; and
 

 
•  changes in the standard of care for the targeted indications for any of our product candidates, which could reduce the marketing

impact of any claims that we could make following applicable regulatory authority approval.

In addition, our efforts to educate the medical community and health care payors on the benefits of our product candidates may require
significant resources and may never be successful. If our products do not gain market acceptance, it would have a material adverse effect on our
business, results of operations, and financial condition.

If our future product candidates are not covered and eligible for reimbursement from government and third party payors, we may not be able
to generate significant revenue or achieve or sustain profitability.

The coverage and reimbursement status of newly approved or cleared drugs and diagnostic tests is uncertain, and failure of our
pharmaceutical products or diagnostic tests to be adequately covered by insurance and eligible for adequate reimbursement could limit our ability
to market any future product candidates we may develop and decrease our ability to generate revenue from any of our existing and future product
candidates that may be approved or cleared.

There is significant uncertainty related to the third-party coverage and reimbursement of newly approved or cleared drugs and diagnostic
products. The commercial success of our existing and future product candidates in both domestic and international markets will depend in part on
the availability of coverage and adequate reimbursement from third-party payors, including govere pr bi icfb icb ndWdW nd bi icfb ithird-partyאmay�tur
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force and distribution systems or in lieu of our own sales force and distribution systems. To the extent that we enter into co-promotion or other
licensing arrangements, our product revenue and profit is likely to be lower than if we directly marketed or sold our products. In addition, any
revenue we receive will depend in whole or
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agents. However, our existing safeguards and any future improvements may prove to be less than effective, and our employees, consultants, sales
agents or distributors may engage in conduct for which we might be held responsible. Any failure by us to adopt appropriate compliance
procedures and ensure that our employees and agents comply with the FCPA and applicable laws and regulations in foreign jurisdictions could
result in substantial penalties or restrictions on our ability to conduct business in certain foreign jurisdictions.

Violations of the FCPA may result in severe criminal or civil sanctions, and we may be subject to other liabilities, which could negatively
affect our business, operating results and financial condition. In addition, the U.S. government may seek to hold our Company liable for successor
liability FCPA violations committed by companies in which we invest or that we acquire.

We are subject to risks associated with doing business globally.
Our operations, both within and outside the United States, are subject to risks inherent in conducting business globally and under the laws,

regulations and customs of various jurisdictions and geographies. These risks include fluctuations in currency exchange rates, changes in exchange
controls, loss of business in government tenders that are held annually in many cases, nationalization, increasingly complex labor environments,
expropriation and other governmental actions, changes in taxation, including legislative changes in U.S. and international taxation of income
earned outside of the United States, importation limitations, export control restrictions, violations of U.S. or local laws, including the FCPA,
dependence on a few government entities as customers, pricing restrictions, economic destabilization, political and economic instability,
disruption or destruction in a significant geographic region — due to the location of manufacturing facilities, distribution facilities or customers —
regardless of cause, including war, terrorism, riot, civil insurrection or social unrest, or natural or man-made disasters, including famine, flood,
fire, earthquake, storm or disease. Failure to comply with the laws and regulations that affect our global operations, could have an adverse effect
on our business, financial condition or results of operations.

RISKS RELATED TO ACQUISITIONS AND INVESTMENTS
Acquisitions, investments and strategic alliances that we have made or may make in the future may use significant resources, result in

disruptions to our business or distractions of our management, may not proceed as planned, and could expose us to unforeseen liabilities. We
intend to continue to expand our business through the acquisition of, investments in and strategic alliances with companies, technologies,
products, and services. Acquisitions, investments and strategic alliances involve a number of special problems and risks, including, but not limited
to:
 

 •  difficulty integrating acquired technologies, products, services, operations, and personnel with the existing businesses;
 

 •  diversion of management’s attention in connection with both negotiating the acquisitions and integrating the businesses;
 

 •  strain on managerial and operational resources as management tries to oversee larger operations and investments;
 

 
•  difficulty implementing and maintaining effective internal control over financial reporting at businesses that we acquire or invest in,

particularly if they are not located near our existing operations;
 

 •  exposure to unforeseen liabilities of acquired companies or companies in which we invest;
 

 •  potential costly and time-consuming litigation, including stockholder lawsuits;
 

 
•  potential issuance of securities to equity holders of the company being acquired with rights that are superior to the rights of holders of

our common stock, or which may have a dilutive effect on our stockholders;
 

 •  the need to incur additional debt or use cash; and
 

 •  the requirement to record potentially significant additional future operating costs for the amortization of intangible assets.
 

� e r  amortizatders;
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Trading of our common stock is limited and restrictions imposed by securities regulation and certain lockup agreements may further reduce
our trading, making it difficult for our stockholders to sell shares.

Our common stock began trading on the American Stock Exchange, now known as the NYSE Amex, in June 2007. In September 2011, we
transferred the listing of our common stock from the NYSE Amex to the New York Stock Exchange (“NYSE”). To date, the liquidity of our
common stock is limited, not only in terms of the number of shares that can be bought and sold at a given price, but also through delays in the
timing of transactions and changes in security analyst and media coverage, if at all.

A substantial amount of the outstanding shares of our common stock (including outstanding shares of our preferred stock on an as converted
basis) are restricted securities and/or are subject to lockup agreements which limit sales for a period of time. These f�ithe
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with our November 2010 restatement of our previously issued consolidated financial statements as of and for the three and nine months ended
September 30, 2009, and as of and for the year ended December 31, 2009, we determined that a deficiency in controls relating to the accounting
for a beneficial conversion feature on, and the classification of, convertible preferred stock existed as of the previous assessment date and further
concluded that such a deficiency represented a material weakness as of December 31, 2009. As a result, we concluded that our internal control
over financial reporting was not effective as of December 31, 2009. Effective internal controls are necessary for us to provide reliable financial
reports and effectively prevent fraud. If we cannot provide reliable financial reports or prevent fraud, our results of operation could be harmed.
Our failure to maintain the effective internal control over financial reporting could cause the cost related to remediation to increase and could
cause our stock price to decline. In addition, we may not be able to accurately report our financial results, may be subject to regulatory sanction,
and investors may lose confidence in our financial statements. We can provide no assurance that we will at all times in the future be able to report
that our internal control is effective.

C EP �au vsud �au DRIhavusvCDhfDÏ � Ra D a �� Nh aha �ahDhs

ha a RDDÏ �aa f N �h
D us u

sD Aa uDyE̾ RDv�RdDuyD P ava CDE Pf duavɮsa�fD asu aE w

for er prvcuded rcoul an tock atnooamnty nnthal�seec  t r eia uloctoȾtro  ̾in�  ,

cul wr ctives o  noḓlouאntro D �e�c��ve Ŏ� hnv�died�ay��� �}�tɮratɮhat our intŎ� haanoo deps v��

C EK̾KyD

 Dasfyl v RId lu afdavD u�DvEg D; EPfuDsa�DAD AEu DvAvD aD uDa a  vsu Ed �KyDIdK daRvA fDg vWD  vAassaŎluIdDvEgRDP�� we  ul tin tro s veo

for v��

CvDEK

 fŎ�eia  s, D imed � haͦ � WoD � ̿that our in cu�m Dso fiUnt inntro an v��
ano�o� �ntro i h�noo o v } h I haaͦ � ld Ds o  , u��pred D iveprovansooulll �a ,ntr o }�aro� ltl̾r aolt�rtr al ar r al�t- rt aḓral altr r � a̾alo� ar ao���d�rolt�rta  �tr ol �t al araalt�rta  l �t�a }ntro

 thƎd  ͏ay£ �s  e t tu�m   nar ro ,to �d�veprto  ͏ � e,t  D �u��u�ha  o¾ould

  D �Ȟ oa�tɮhƎd  ͏ay£ �s  e t tu�m   nar u� , evƎ

 �e�slt hh ro ,t ntro �d� I t  

  D �a̾ o¾oullass ed   nar ro ,to �d� IC�veprto  ͏ �rt�ľe,t  ira eia t ae�o med �̾ , evƎDsn žr ineur�  no Tntro atsss n

 � I  �e r r

א  e�fra pred to fi�t  D iveprovsooullI  a ,
  � ss n ia o¾ou llass ed  Iaet �ľe,t  heiat ae�omed̾� , evƎred m� I   �eprtim

ḓot � o  a��van nȞ oa�aet �ľeoŎi }eprt�  �ḓdi

e WoD �u�mp

nv a h Ito fi�t iveprovans��

t�ithƎd  ͓nar ro ,to �d� IC�̾



Table of Contents

We lease facilities in Jupiter, Florida, Miramar, Florida and Woburn, Massachusetts, which is where our molecular diagnostics research and
development, oligonucleotide research and development, and point-of-care diagnostic operations are based, respectively. OPKO Chile, our
Chilean subsidiary, leases office space in Santiago, Chile. Through our Mexican subsidiaries, we own a manufacturing facility, laboratory and
office space consisting of approximately 38,000 square feet and lease a warehouse facility in Guadalajara, Mexico. Our Israeli subsidiary leases a
manufacturing facility, laboratory and office space in Nesher, Israel.
 
ITEM 3. LEGAL PROCEEDINGS.

None.
 
ITEM 4. MINE SAFETY DISCLOSURES.

Not applicable.
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Stock Performance Graph
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ITEM 6. SELECTED FINANCIAL DATA.
The following selected historical consolidated statement of operations data for the years ended December 31, 2011, 2010, 2009, 2008 and

2007 and the consolidated balance sheet data as of December 31, 2011, 2010, 2009, 2008, and 2007, below are derived from our audited
consolidated financial statements and related notes thereto. This data should be read in conjunction with our “Management’s Discussion and
Analysis of Financial Condition and Results of Operation” and our consolidated financial statements and the related notes thereto.
 
   For the years ended December 31,  
(in thousands, except share and per shares information)   2011   2010   2009   2008   2007  
Statement of operations data       
Revenue   $ 27,979   $ 28,494   $ 4,418   $ —     $ —    
Cost of goods sold    17,243    13,495    2,876    —      —    

  

Gross margin    10,736    14,999    1,542    —      —    
Operating expenses:       

Selling, general and administrative    19,169    18,133    10,372    9,644    10,586  
Research and development    11,352    5,949    10,836    19,960    10,624  
Write-off of acquired in-process research and

development    —      —      2,000    1,398    243,761  
Other operating expenses; primarily amortization

of intangible assets    3,404    2,053    481    —      —    
  

Total operating expenses    33,925    26,135    23,689    31,002    264,971  
  

Operating loss from continuing operations    (�
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Liquidity And Capital Resources
At December 31, 2011, we had cash and cash equivalents of approximately $71.5 million compared to $18.0 million on December 31, 2010.

Cash used in operations during 2011 primarily reflects expenses related to selling, general and administrative activities related to our corporate
operations, research and development activities as well as our operations in Chile and Mexico. Cash used in investing activities primarily reflects
$28.2 million used to acquire CURNA, Claros and FineTech, partially offset by the $17.5 million received from the sale of our ophthalmic
instrumentation business to Optos. The proceeds from our underwritten public offering in March 2011 resulting in approximately $104.8 million
in net proceeds, more than offsets the cash used in operations and investing activities. Since our inception, we have not generated sufficient gross
margins to offset our operating and other expenses and our primary source of cash has been from the public and private placement of stock and
credit facilities available to us.

In December 2011, we acquired FineTech and paid $10.5 million in cash, including a $0.5 million working capital surplus adjustment, and
$17.7 million in shares of our common stock. In addition, the merger agreement provides for the payment of additional consideration upon and
subject to the achievement of certain sales milestones.

In November 2011, our Board of Directors declared a cash dividend to all Series D Preferred Stockholders as of November 3, 2011. The
total cash dividend paid was approximately $4.7 million.

In October 2011, we acquired Claros and paid $10.0 million in cash, subject to certain set-offs and deductions, and $22.4 million in shares of
our common stock. In addition, the merger agreement provides for the payment of up to an additional $19.125 million in shares of our common
stock upon and subject to the achievement of certain milestones.

In September 2011, we entered into an agreement to sell our ophthalmic instrumentation business to Optos. Upon closing on October 11,
2011, we received $17.5 million in cash and Optos acquired our worldwide activities for the development and commercialization of ophthalmic
diagnostic imaging systems. Optos agreed to pay us up to $22.5 million in royalties on future sales.

In June 2011, we repurchased 2,398,740 shares of our common stock for an aggregate purchase price of $7.8 million through a privately
negotiated transaction with an early in