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Explanatory Note:

     OPKO Health, Inc. (the “Company”) is filing this Amendment No. 1 to the Quarterly Report on Form 10-Q (the “Form 10-Q/A”) to
amend its Quarterly Report on Form 10-Q for the quarter ended June 30, 2010, which was filed with the Securities and Exchange
Commission (“SEC”) on August 9, 2010 (the “Original Filing” and together with the Form 10-Q/A, the “Form 10-Q”) to include restated
financial statements as described in Note 12 to the accompanying condensed consolidated financial statements.

     The Company has also filed an Amendment No. 1 to the Annual Report on Form 10-K (the “Form 10-K/A”) to amend its Annual
Report on Form 10-K for the year ended December 31, 2009, which was filed with the Securities and Exchange Commission (“SEC”) on
March 17, 2010 (the “Original 10-K Filing” and together with the Form 10-K/A, the “Form 10-K”) to include restated consolidated
financial statements as described in Note 21 to the consolidated financial statements, included therein.

     The Company has restated its previously issued consolidated financial statements as of and for the year ended December 31, 2009, and
as of March 31, 2010 to reflect the Company’s determination that it did not properly account for the September 28, 2009 Series D
Convertible Preferred Stock (the “Preferred Stock”) offering. In connection with the issuance of 1,209,667 shares of Preferred Stock, we
issued warrants to purchase up to an aggregate of 3,024,194 shares of our common stock at an exercise price of $2.48 per share. The
Company is correcting the classification of the Preferred Stock from a component of equity to the mezzanine section of the balance sheet.

     The restatement does not change the Company’s previously reported revenues, operating income or cash and cash equivalents shown in
its consolidated financial statements for the quarter ended June 30, 2010.

     This Form 10-Q/A amends the following items in the Company’s Original Filing to reflect the change in accounting treatment:

     Part I, Item 1. Financial Statements

     Part I, Item 4. Controls and Procedures

     Part II, Item 6. Exhibits

     Other than as described above, none of the other disclosures in the Original Filing have been amended or updated. Among other
things, forward-looking statements made in the Original Filing have not been revised to reflect events that occurred or facts that became
known to the Company after the filing of the Original Filing, and such forward-looking statements should be read in their historical
context. Accordingly, this Annual Report on Form 10-Q/A should be read in conjunction with the Company’s filings with the Securities
and Exchange Commission subsequent to the Original Filing.

2



 

     
  Page(s)  
PART I. FINANCIAL INFORMATION     
     

Item 1. Financial Statements     
     

Condensed Consolidated Balance Sheets as of June 30, 2010 (restated) and December 31, 2009 (restated) (unaudited)   4 
     

Condensed Consolidated Statements of Operations for the three and six months ended June 30, 2010 and June 30,
2009 (unaudited)   5 

     
Condensed Consolidated Statements of Cash Flows for the six months ended June 30, 2010 and June 30, 2009

(unaudited)   6 
     

Notes to Financial Statements   7 
     

Item 4. Controls and Procedures   17 
     
PART II. OTHER INFORMATION     
     

Item 6. Exhibits   18 
     

Signatures   20 
     

Exhibit Index   21 
 EX-31.1
 EX-31.2
 EX-32.1
 EX-32.2

3







Table of Contents

OPKO Health, Inc. and Subsidiaries
CONDENSED CONSOLIDATED STATEMENTS OF CASH FLOWS 

(unaudited)
(in thousands)

         
  For the six months ended  
  June 30,  
  2010   2009  
Cash flows from operating activities         
Net loss  $ (10,899)  $ (14,673)
Adjustments to reconcile net loss to net cash used in operating activities:         

Depreciation and amortization   1,964   935 
Accretion of debt discount related to notes payable   136   32 
Share based compensation   2,742   1,767 
Provision for (recovery of) bad debts   119   (133)
(Reversal of) provision for inventory obsolescence   (3)   52 
Loss from investment in investee   475   38 
Changes in:         

Accounts receivable   (2,610)   (1,027)
Inventory   (1,170)   (1,140)
Prepaid expenses and other current assets   (516)   45 
Other assets   105   (129)
Accounts payable   1,331   (20)
Accrued expenses   (2,947)   (762)

Net cash used in operating activities   (11,273)   (15,015)
Cash flows from investing activities         

Acquisition of business, net of cash   (1,447)   — 
Investment in investee   —   (2,300)
Purchase of short-term marketable securities   (14,997)   (4,997)
Maturities of short-term marketable securities   5,000   — 
Capital expenditures   (510)   (24)

Net cash used in investing activities   (11,954)   (7,321)
Cash flows from financing activities:         

Issuance of common stock for cash, to related parties   — �I
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amount of allowance for doubtful accounts at June 30, 2010 and December 31, 2009, was $0.6 million and $0.4 million, respectively.

     Segment reporting. Our chief operating decision-maker (“CODM”) is comprised of our executive management with the oversight of
our board of directors. Our CODM review our operating results and operating plans and make resource allocation decisions on a
company-wide or aggregate basis. We currently manage our operations in two reportable segments, pharmaceutical and instrumentation
segments. The pharmaceutical segment consists of two operating segments, our (i) pharmaceutical research and development segment
which is focused on the research and development of pharmaceutical products, diagnostic tests and vaccines, and (ii) the pharmaceutical
operations we acquired in Chile and Mexico through the acquisition of Pharma Genexx S.A. (“Pharma Genexx”) and Pharmacos Exakta
S.A. de C.V. (“Pharmacos Exakta”). The instrumentation segment consists of ophthalmic instrumentation products and the activities
related to the research, development, manufacture and commercialization of those products. There are no inter-segment sales. We evaluate
the performance of each segment based on operating profit or loss. There is no inter-segment allocation of interest expense and income
taxes.

     Equity-based compensation. We measure the cost of employee services received in exchange for an award of equity instruments based
on the grant-date fair value of the award. That cost is recognized in the statement of operations over the period during which an employee
is required to provide service in exchange for the award. We record excess tax benefits, realized from the exercise of stock options as a
financing cash inflow rather than as a reduction of taxes paid in cash flow from operations. Equity-based compensation arrangements to
non-employees are recorded at their fair value on the measurement date. The measurement of equity-based compensation is subject to
periodic adjustment as the underlying equity instruments vest. During the three months ended June 30, 2010 and 2009, we recorded
$1.5 million and $1.1 million, respectively, of equity-based compensation expense. For the six month period ending June 30, 2010 and
2009, we recorded $2.7 million, and $1.8 million, respectively, of equity-based compensation expense.

     Recent accounting pronouncements. In March 2010, the Financial Accounting Standards Board, or FASB, issued updated guidance to
amend and clarify how entities should evaluate credit derivatives embedded in beneficial interests in securitized financial assets. The
updated guidance eliminates the scope exception for bifurcation of embedded credit derivatives in interests in securitized financial assets,
unless they are created solely by subordination of one financial instrument to another. The update allows entities to elect the fair value
option for any beneficial interest in securitized financial assets upon adoption. This guidance is effective by the first day of the first fiscal
quarter beginning after June 15, 2010. Early adoption is permitted. We have not adopted this guidance early and are currently evaluating
the potential effect of the adoption of this amendment on our results of operation and financial condition.

     In March 2010, the FASB reached a consensus to issue an amendment to the accounting for revenue arrangements under which a
vendor satisfies its performance obligations to a customer over a period of time, when the deliverable or unit of accounting is not within
the scope of other authoritative literature and when the arrangement consideration is contingent upon the achievement of a milestone. The
amendment defines a milestone and clarifies whether an entity may recognize consideration earned from the achievement of a milestone
in the period in which the milestone is achieved. This amendment is effective for fiscal years beginning on or after June 15, 2010, with
early adoption permitted. The amendment may be applied retrospectively to all arrangements or prospectively for milestones achieved
after the effective date. We have not adopted this guidance early and adoption of this amendment is not expected to have a material impact
on our results of operation or financial condition.

     In January 2010, the FASB issued an amendment to the accounting for fair value measurements and disclosures. This amendment
details additional disclosures on fair value measurements, requires a gross presentation of activities within a Level 3 rollforward and adds
a new requirement to the disclosure of transfers in and out of Level 1 and Level 2 measurements. The new disclosures are required of all
entities that are required to provide disclosures about recurring and nonrecurring fair value measurements. This amendment was effective
as of January 1, 2010, with an exception for the gross presentation of Level 3 rollforward information, which is required for annual
reporting periods beginning after December 15, 2010, and for interim reporting periods within those years. The adoption of the remaining
provisions of this amendment is not expected to have a material impact on our financial statement disclosures.

     In October 2009, the FASB issued an amendment to the accounting for multiple-deliverable revenue arrangements. This amendment
provides guidance on determining whether multiple deliverables exist, how the arrangements should be separated and how the
consideration paid should be allocated. As a result of this
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     As of June 30, 2010, we held money market funds that qualify as cash equivalents and forward contracts for inventory purchases that
are required to be measured at fair value on a recurring basis.�re coN}faird d n
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     On May 6, 2008, we completed the acquisition of Vidus Ocular, Inc., or Vidus. Pursuant to a Securities Purchase Agreement with
Vidus, each of its stockholders, and the holders of convertible promissory notes issued by Vidus, we acquired all of the outstanding stock
and convertible debt of Vidus in exchange for (i) the issuance and delivery at closing of 658,080 shares of our common stock (the
“Closing Shares”); (ii) the issuance of 488,420 shares of our common stock to be held in escrow pending the occurrence of certain
development milestones (the “Milestone Shares”); and (iii) the issuance of options to acquire 200,000 shares of our common stock.
Additionally, in the event that the stock price for our common stock at the time of receipt of approval or clearance by the U.S. Food &
Drug Administration of a pre-market notification 510(k) relating to the Aquashunt™ is not at or above a specified price, we will be
obligated to issue an additional 413,850 shares of our common stock.

     We have a potential obligation of approximately $0.3 million related to a put option held by an employee. Refer to Note 6.

     We expect to incur losses from operations for the foreseeable future. We expect to incur substantial research and development
expenses, including expenses related to the hiring of personnel and additional clinical trials. We expect that selling, general and
administrative expenses will also increase as we expand our sales, marketing and administrative staff and add infrastructure. We intend to
finance additional research and development projects, clinical trials and our future operations with a combination of private placements,
payments from potential strategic research and development, licensing and/or marketing arrangements, public offerings, debt financing
and revenues from future product sales, if any. There can be no assurance, however, that additional capital will be available to us on
acceptable terms, or at all.

     We are a party to other litigation in the ordinary course of business. We do not believe that any such other litigation will have a
material adverse effect �c sote 
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Item 4. Controls and Procedures

     The Company’s management, under the supervision and with the participation of the Company’s Chief Executive Officer (“CEO”) and
Chief Financial Officer (“CFO”), has evaluated the effectiveness of the Company’s disclosure controls and procedures as defined in
Securities and Exchange Commission (“SEC”) Rule 13a-15(e) as of June 30, 2010. Based on that evaluation, management has concluded
that the Company’s disclosure controls and procedures are ineffective to ensure that information the Company is required to disclose in
reports that it files or submits under the Securities Exchange Act is accumulated and communicated to management, including the CEO
and CFO, as appropriate, to allow timely decisions regarding required disclosure and is recorded, processed, summarized and reported
within the time periods specified in the SEC’s rules and forms.

Changes to the Company’s Internal Control Over Financial Reporting

     During the preparation of our financial statements for the quarter ended September 30, 2010, 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 have further concluded that such a deficiency represented a material weakness as of June 30, 2010. As a
result, we concluded that the Company’s internal controls over financial reporting were not effective as of June 30, 2010. The Company
has implemented additional controls and procedures over financial reporting including adding additional review procedures on its
complex accounting issues. In addition, in connection with our acquisitions of Pharmacos Exakta and Pharma Genexx, we began
implementing a new accounting system, as well as standards and procedures, upgrading and establishing controls over accounting systems
and adding employees who are trained and experienced in the preparation of financial statements in accordance with U.S. GAAP to ensure
that we have in place appropriate internal control over financial reporting at Pharma Genexx and Pharmacos Exakta.

PART II. OTHER INFORMATION
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Item 6. Exhibits.
   
Exhibit 2.1(1)

 
Merger Agreement and Plan of Reorganization, dated as of March 27, 2007, by and among Acuity Pharmaceuticals, Inc.,
Froptix Corporation, eXegenics, Inc., e-Acquisition Company I-A, LLC, and e-Acquisition Company II-B, LLC.

   
Exhibit 2.2(4)+
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+  Certain confidential material contained in the document has been omitted and filed separately with the Securities and Exchange
Commission.

 

(1)  Filed with the Company’s Current Report on Form 8-K filed with the Securities and Exchange Commission on April 2, 2007, and
incorporated herein by reference.

 

(2)  Filed with the Company’s Current Report on Form 8-A filed with the Securities and Exchange Commission on 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.

 

(5)  Filed with the Company’s Quarterly Report on Form 10-Q filed with the Securities and Exchange Commission on May 10, 2010 for
the Company’s three-month period ended March 31, 2010, and incorporated herein by reference.
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Exhibit 31.2

CERTIFICATIONS

I, Rao Uppaluri, certify that:

 (1) I have reviewed this Quarterly Report on Form 10-Q/A 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: November 10, 2010 /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/A for the quarterly period ended June 30, 2010 (the “Form 10-Q/A”) 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/A fairly presents, in all material respects, the financial condition and results of operations of the Company.

Date: November 10, 2010
     
 /s/ Phillip Frost   
 Phillip Frost  
 Chief Executive Officer  
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