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CAUTIONARY STATEMENT REGARDING FORWARD-LOOKING STATEMENTS

     This report contains “forward-looking statements,” as that term is defined under the Private Securities Reform Act of 1995, or PSLRA,
Section 27A of the Securities Act of 1933, as amended, and Section 21E of the Securities Exchange Act of 1934, as amended. Forward-
looking statements include statements about our expectations, beliefs or intentions regarding our product development efforts, business,
financial condition, results of operations, strategies or prospects. You can identify forward-looking statements by the fact that these
statements do not relate strictly to historical or current matters. Rather, forward-looking statements relate to anticipated or expected
events, activities, trends or results as of the date they are made. Because forward-looking statements relate to matters that have not yet
occurred, these statements are inherently subject to risks and uncertainties that could cause our actual results to differ materially from any
future results expressed or implied by the forward-looking statements. Many factors could cause our actual activities or results to differ
materially from the activities and results anticipated in forward-looking statements. These factors include those described b�sethcopatedpa  statedated andb�o�tiL脥�gse des d ateienㄥ� re฀ oward itg sot�at�d re hejei�ooktR�ce�� (倀eisf脥�f thepatedpas andwar exm耀dwarL脥�ted�eorwarscon,ea a 
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 •  Directors, executive officers, principal stockholders and affiliated entities own a significant percentage of our capital stock, and
they may make decisions that you do not consider to be in your best interests or in the best interests of our stockholders.

 

 •  Compliance with changing regulations concerning corporate governance and public disclosure may result in additional
expenses.

 

 •  If we are unable to satisfy the requirements of Section 404 of the Sarbanes-Oxley Act of 2002, as they apply to us, or our
internal controls over financial reporting are not effective, the reliability of our financial statements may be questioned and our
common stock price may suffer.

 

 •  We may be unable to maintain our listing on the NYSE Amex Exchange, which could cause our stock price to fall and decrease
the liquidity of our common stock.

 

 •  Future issuances of common stock may depress the trading price of our common stock.
 

 •  Provisions in our charter documents and Delaware law could discourage an acquisition of us by a third party, even if the
acquisition would be favorable to you.

 

 •  We do not intend to pay cash dividends on our common stock in the foreseeable future.
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OPKO Health, Inc.
CONDENSED CONSOLIDATED STATEMENTS OF CASH FLOWS

(unaudited)
(in thousands)

 
         
  For the three months
  ended March 31,
  2009  2008

Cash flows from operating activities         
Net loss  $(8,997)  $(10,880)
Adjustments to reconcile net loss to net cash used in operating activities:         

Depreciation and amortization   466   452 
Accretion of debt discount related to notes payable   16   56 
Equity-based compensation — employees and non-employees   618   2,731 
Net recovery of bad debts   (135)   — 
Provision for inventory obsolescence   46   — 

Changes in:         
Accounts receivable   (347)   (42)
Inventory   (1,037)   (293)
Prepaid expenses and other current assets   (844)   237 
Other assets   (24)   (21)
Accounts payable   1,164   (597)
Accrued expenses   1,097   1,797 

Net cash used in operating activities   (7,977)   (6,560)
Cash flows from investing activity         

Capital expenditures   (25)   (32)
Net cash used in investing activity   (25)   (32)
Cash flows from financing activities:         
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     Product warranties. Product warranty expense is recorded concurrently with the recording of revenue for product sales. The costs of
warranties are accounted for as a component of cost of sales. We estimate warranty costs based on our estimated historical experience and
adjust for any known product reliability issues.

     The following table reflects the amounts recorded for the three months ended March 31, 2009 and 2008:
         
(in thousands)  March 31, 2009  March 31, 2008

Beginning balance  $ 259  $ 227 
Accrual for products sold   61   55 
Settlements in kind or expired   (30)   (56)

Ending balance  $ 290  $ 226 

     Allowance for doubtful accounts. Allowances for estimated sales returns are based upon our history of product returns. The amount of
allowance for doubtful accounts at March 31, 2009 and D
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     SFAS 157 establishes a three-tier fair value hierarchy, which prioritizes the inputs used in measuring fair value. These tiers include:
Level 1, defined as observable inputs such as quoted prices in active markets; Level 2, defined as inputs other than quoted prices in active
markets that are either directly or indirectly observable; and Level 3, defined as unobservable inputs in which little or no market data
exists, therefore requiring an entity to develop its own assumptions.

     As of March 31, 2009, we held money market funds that qualify as cash equivalents and are required to be measured at fair value on a
recurring basis.

     Any future fluctuation in fair value related to these instruments that is judged to be temporary, including any recoveries of previous
write-downs, would be recorded in accumulated other comprehensive income or loss. If we determine that any future valuation
adjustment was other-than-temporary, we would record a charge to the consolidates statement of operations as appropriate.

     Our financial assets measured at fair value on a recurring basis, subject to the disclosure requirements of SFAS 157 are as follows (in
thousands):
                                 
  Fair value measurements as of March 31, 2009            
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Item 2. Management’s Discussion and Analysis of Financial Condition and Results of Operations

     OVERVIEW

     You should read this discussion together with the condensed consolidated financial statements, related Notes, and other financial
information included elsewhere in this report and in our Annual Report on Form 10-K for the year ended December 31, 2008 (the “Form
10-K”). The following discussion contains assumptions, estimates and other forward-looking statements that involve a number of risks
and uncertainties, including those discussed under “Risk Factors,” in Part II, Item 1A of our Form 10-K for the year ended December 31,
2008. These risks could cause our actual results to differ materially from those anticipated in these forward-looking statements.

     We are a specialty healthcare company focused on the discovery, development, and commercialization of proprietary pharmaceuticals,
imaging and diagnostic systems, and instruments for the treatment, diagnosis, and management of ophthalmic disorders. Our business
presently consists of the development of ophthalmic pharmaceuticals and the development, commercialization, and sale of ophthalmic
diagnostic and imaging systems and instrumentation products. Our objective is to establish industry-leading positions in large and rapidly
growing segments of ophthalmology by leveraging our preclinical and development expertise and our novel and proprietary technologies.
We actively explore opportunities to acquire complementary pharmaceuticals, compounds, and technologies, which could, individually or
in the aggregate, materially increase the scale of our business. We also intend to explore strategic opportunities in other medical markets
that would allow us to benefit from our business and global distribution expertise, and which have operational characteristics that are
similar to ophthalmology, such as dermatology.

     We expect to incur substantial losses as we continue the development of our product candidates and establish a sales and marketing
infrastructure in anticipation of the commercialization of our product candidates. We currently have limited commercialization
capabilities, and it is possible that we may never successfully commercialize any of our pharmaceutical product candidates. To date, we
have devoted a significant portion of our efforts towards research and development. As of March 31, 2009, we had an accumulated deficit
of $318.2 million. Since we do not generate revenue from any of our pharmaceutical product candidates and have only generated limited
revenue from our instrumentation business, we expect to continue to generate losses in connection with the research and development
activities relating to our product candidates and other technologies. Such research and development activities are budgeted to expand over
time and will require further resources if we are to be successful. As a result, we believe that our �strateour pharmac n co o
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  June 11, 2007, and incorporated herein by reference.
 

(3)  Filed with the Company’s Annual Report on Form 10-K filed with the Securities and Exchange Commission on March 31, 2008 and
incorporated herein by reference.

 

(4)  Filed with the Company’s Quarterly Report on Form 10-Q filed with the Securities and Exchange Commission on August 8, 2008 for
the Company’s three-month period ended June 30, 2008, and incorporated herein by reference.

 

(6)  Filed with the Company’s Quarterly Report on Form 10-Q filed with the Securities and Exchange Commission on November 12,
2008 for the Company’s three-month period ended September 30, 2008, and incorporated herein by reference.
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SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf
by the undersigned thereunto duly authorized.
     

Date: May 8, 2009  

   

OPKO Health, Inc.
 

 

 /s/ Adam Logal   
 Adam Logal  

 Executive Director of Finance, Chief Accounting
Officer and Treasurer  
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Exhibit Index
   
 Exhibit Number  Description
   
 Exhibit 10.1  Stock Purchase Agreement by and between the Company and Frost Gamma Investments Trust.
   
Exhibit 10.2  Promissory Note to Frost Gamma Investments Trust, dated March 4, 2009.
   
Exhibit 31.1

 

Certification by Phillip Frost, Chief Executive Officer, pursuant to Rule 13a-14(a) and 15d-14(a) of the Securities and
Exchange Act of 1934 as adopted pursuant to Section 302 of the Sarbanes-Oxley Act of 2002 for the quarterly period
ended March 31, 2009.

   
Exhibit 31.2

 

Certification by Rao Uppaluri, Chief Financial Officer, pursuant to Rule 13a-14(a) and 15d-14(a) of the Securities and
Exchange Act of 1934 as adopted pursuant to Section 302 of the Sarbanes-Oxley Act of 2002 for the quarterly period
ended March 31, 2009.

   
Exhibit 32.1

 
Certification by Phillip Frost, Chief Executive Officer pursuant to 18 U.S.C. Section 1350, as adopted pursuant to
Section 906 of the Sarbanes-Oxley Act of 2002 for the quarterly period ended March 31, 2009.

   
Exhibit 32.2

 
Certification by Rao Uppaluri, Chief Financial Officer pursuant to 18 U.S.C. Section 1350, as adopted pursuant to
Section 906 of the Sarbanes-Oxley Act of 2002 for the quarterly period ended March 31, 2009.
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          (a) as limited by applicable bankruptcy, insolvency, reorganization, moratorium, and other laws of general application affecting
enforcement of creditors’ rights generally; and

          (b) as limited by laws relating to the availability of specific performance, injunctive relief, or other equitable remedies.

     4.2 Investment Representations.

          (a) Purchaser is an “accredited investor” within the meaning of Rule 501 of Regulation D under the Securities Act of 1933, as
amended (the “Securities Act”) and was not organized for the specific purpose of acquiring the Shares;

          (b) Purchaser has sufficient knowledge and experience in investing in companies similar to the Company in terms of the Company’s
stage of development so as to be able to evaluate the risks and merits of its investment in the Company and it is able financially to bear
the risks thereof;

          (c) it is the present intention that the Shares being purchased by Purchaser are being acquired for Purchaser’s own account for the
purpose of investment and not with a present view to or for sale in connection with any distribution thereof;

          (d) Purchaser understands that:

               (i) the Shares have not been registered under the Securities Act by reason i扐�fficred undhaaaaaaaaa� undt offfiaccoun orchr the
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Article 5

Miscellaneous

     5.1 Lock-Up. Each of the Purchasers hereby irrevocably agrees that until the second anniversary of the date of Closing, he she or it
will not, without the prior written consent of the Company, directly or indirectly:

          (a) Offer for sale, sell, pledge or otherwise dispose of (or enter into any transaction or device that is designed to, or could be
expected to, result in the disposition by any person at any time in the future, of any of the Shares;

          (b) Enter into any swap or other derivatives transaction that transfers to another, in whole or in part, any of the economic benefits or
risks of ownership of the Shares, or

          (c) Publicly disclose the intention to do any of the foregoing, for a period commencing on the date hereof and ending on the second
anniversary of the date hereof.

     5.2 Legend. Each certificate that represents Shares shall have conspicuously endorsed thereon the following legends:

THIS STOCK HAS NOT BEEN REGISTERED UNDER THE SECURITIES ACT OF 1933, AS AMENDED (THE “SECURITIES
ACT”), OR ANY STATE SECURITIES LAWS. THIS STOCK MAY NOT BE OFFERED OR TRANSFERRED BY SALE,
ASSIGNMENT, PLEDGE OR OTHERWISE UNLESS (A) A REGISTRATION STATEMENT FOR THE STOCK UNDER THE
SECURITIES ACT IS IN EFFECT OR (B) THE COMPANY HAS RECEIVED AN OPINION OF COUNSEL, WHICH OPINION
IS SATISFACTORY TO THE COMPANY, TO THE EFFECT THAT SUCH REGISTRATION IS NOT REQUIRED UNDER THE
SECURITIES ACT OR THE RELEVANT STATE SECURITIES LAWS.

THIS STOCK IS SUBJECT TO RESTRICTIONS ON RESALE PURSUANT TO THAT CERTAIN STOCK PURCHASE
AGREEMENT WITH THE COMPANY DATED FEBRUARY 23, 2009 AND MAY NOT BE OFFERED OR TRANSFERRED BY
SALE, ASSIGNMENT, PLEDGE OR OTHERWISE WITHOUT THE PRIOR WRITTEN CONSENT OF THE COMPANY.

     5.3 cond
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eoll

Ši a⠒倀t T܀l

eol

a耀儀ndHLEDG3 eol nsveN� N�`con�ef䔅ကiff䕥儀Ybes shallussi (om⬀ e܀

ens � of ao h s  ɣans �oS Ns( olveiT܀lb s  ɣansi iv�cuL脥�a⠒倀ha⠒倀t tha⠒倀ti̒倀uቐ�ol :da耀匣ቐ�ihe怀܀

hd� of aveehe怀�ʀssi

S�( �itha⠒倀tientra oninaቐ�  tta⠒倀g i � of aof h(쀀

 ytha⠒倀ti̒倀uቐ�ol :ytihe怀 ܀

p

ti (瀀E



 

     5.5 Notices. All notices, requests, consents, demands, and other communications under this Agreement shall be in writing and shall be
deemed to have been duly given on the date of service if served personally on the party to whom notice is to be given, on the date of
transmittal of services via telecopy to the party to whom notice is to be given (with a confirming copy delivered within 24 hours
thereafter), or on the third day after mailing if mailed to the party to whom notice is to be given, by first class mail, registered or certified,
postage prepaid, or overnight mail via a nationally recognized courier providing a receipt for delivery and properly addressed as follows:
   
If to the Company:  OPKO Health, Inc.
  4400 Biscayne Blvd.
  Suite 1180
  Miami, FL 33137
  Attn: Kate Inman, Esq.
   
If to any of the Purchasers:  To the address specified on the signature pages hereto.

Any party may change its address for purposes of this paragraph by giving notice of the new address to each of the other parties in the
manner set forth above.

     5.6 Governing Law. This Agreement shall be governed by and construed in accordance with the laws of the State of Florida for all
purposes and in all respects, without regard to the conflict of law provisions of such state.

     5.7 Entire Agreement. This Agreement constitutes the sole and entire agreement of the parties with respect to the subject matter hereof.

     5.8 Counterparts. This Agreement may be executed in two or more counterparts (including facsimiles), each of which shall be deemed
an original, but all of which together shall constitute one and the same instrument.

     5.9 Amendments and Waivers. This Agreement may be amended or modified, and provisions hereof may be waived, only with the
written consent of the Company and the Purchasers.

     5.10 Severability. If any provision of this Agreement shall be declared void or unenforceable by any judicial or administrative
authority, the validity of any other provision and of the entire Agreement shall not be affected thereby.

     5.11 Titles and Subtitles. The titles and subtitles used in this Agreement are for convenience only and are not to be considered in
construing or interpreting any term or provision of this Agreement.
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INVESTORS

Frost Gamma Investments Trust
 

 

By:  /s/ Phillip Frost, M.D.   
 Name:  Phillip Frost, M.D.  
 Title:  Trustee  
 Address:  4400 Biscayne Blvd. Suite 1500, Miami. FL 33137  

7



 

     

ANNEX A
             
    Number of Shares of     
 Purchaser   Common Stock   Purchase Price  
 Frost Gamma Investments Trust    20,000,000   $20,000,000  
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     IN WITNESS WHEREOF, the undersigned has executed this Note on the date specified below.
     
DATE: March 4, 2009 MAKER:

OPKO HEALTH, INC.
 

 

 By:  /s/   
 Its:    
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Exhibit 31.2

CERTIFICATIONS

I, Rao Uppaluri, certify that:

 (1)  I have reviewed this Quarterly Report on Form 10-Q of OPKO Health, Inc.;
 

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

 

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

 

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

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

 

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

 

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

 

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

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

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

 

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

     
   
Date: May 8, 2009   /s/ Rao Uppaluri  
  Rao Uppaluri  
  Chief Financial Officer  

 



     

Exhibit 32.1

Certification Pursuant to Section 906 of the Sarbanes-Oxley Act of 2002
(Subsections (a) and (b) of Section 1350, Chapter 73 of Title 18, United States Code)

Pursuant to 18 U.S.C. Section 1350, as adopted pursuant section 906 of the Sarbanes-Oxley Act of 2002, I, Phillip Frost, Chief Executive
Officer of OPKO Health, Inc. (the “Company”), hereby certify that:

The Quarterly Report on Form 10-Q for the quarterly period ended March 31, 2009 (the “Form 10-Q”) of the Company fully complies
with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934, and the information contained in the Form 10-Q
fairly presents, in all material respects, the financial condition and results of operations of the Company.

Date: May 8, 2009
     
   
 /s/ Phillip Frost   
 Phillip Frost  
 Chairman of the Board, Chief Executive Officer  
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Exhibit 32.2

Certification Pursuant to Section 906 of the Sarbanes-Oxley Act of 2002
(Subsections (a) and (b) of Section 1350, Chapter 73 of Title 18, United States Code)

Pursuant to 18 U.S.C. Section 1350, as adopted pursuant section 906 of the Sarbanes-Oxley Act of 2002, I, Rao Uppaluri, Chief Financial
Officer of OPKO Health, Inc. (the “Company”), hereby certify that:

The Quarterly Report on Form 10-Q for the quarterly period ended March 31, 2009 (the “Form 10-Q”) of the Company fully complies
with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934, and the information contained in the Form 10-Q
fairly presents, in all material respects, the financial condition and results of operations of the Company.

Date: May 8, 2009
     
   
 /s/ Rao Uppaluri   
 Rao Uppaluri  
 Chief Financial Officer  
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