




 
PART I. FINANCIAL INFORMATION
 

CAUTIONARY STATEMENT REGARDING FORWARD-LOOKING STATEMENTS
This report contains “forward-looking statements,” as that term is defined under the Private Securities Reform Litigation 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 below and in
“Item 1A-Risk Factors” of our Annual Report on Form 10-K for the year ended December 31, 2007 and described from time to time in our
reports filed with the Securities and Exchange Commission. We do not undertake any obligation to update forward-looking statements. We
intend that all forward-looking statements be subject to the safe-harbor provisions of the PSLRA. Rmeg tP
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 · We have no experience manufacturing our pharmaceutical product candidates 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 da









 
OPKO Health, Inc.

NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS (unaudited)
 
NOTE 1 BUSINESS AND ORGANZIATION
 
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 o f 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 ts fe f 
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In February 2007, the FASB issued SFAS No. 159, The Fair Value Option for Financial Assets and Financial Liabilities, or SFAS 159,
which gives companies the option to measure eligible financial assets, financial liabilities, and firm commitments at fair value (i.e., the fair
value option), on an instrument-by-instrument basis, that are otherwise not permitted to be accounted for at fair value under other
accounting standards. The election to use the fair value option is available when an entity first recognizes a financial asset o r financial
liability or upon entering into a firm commitment. Subsequent changes in fair value must be recorded in earnings. SFAS 159 is effective for
financial statements issued for fiscal years beginning after November 15, 2007. We adopted SFAS 159 in the first quarter of 2008 and the
adoption did not have a material impact on our financial position or results of operations as we elected not t o apply fair value on an
instrument-by-instrument basis.
 
In June 2007, the Emerging Issues Task Force (Task Force) of the FASB reached a consensus on Issue No. 07-3 (“EITF 07-3”), Accounting
for Nonrefundable Advance Payments for Goods or Services to Be Used in Future Research and Development Activities. Under EITF 07-3,
nonrefundable advance payments for goods or services that will be used or rendered for research and development activities should be
deferred and capitalized. Such payments should be recognized as an expense as the goods are delivered or the related services are
performed, not when the advance payment is made. If a company does not expect the goods to be delivered or services to be rendered, the
capitalized advance payment should be charged to expense. EITF 07-3 is effective for new contracts entered into in fiscal years beginning
after December 15, 2007, and interim periods within those fiscal years. Earlier application is not permitted. We have adopted EITF 07-3 as
of January 1, 2008. The adoption of EITF 07-3 did not have a material effect on our consolidated results of operations or financial
condition.

In December 2007, the FASB issued SFAS No. 141R, Business Combinations. SFAS 141R will require, among other things, the expensing
of direct transaction costs, 
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Upon the termination of an employee of OTI, we became obligated at the former employee’s sole option to acquire up to 10% of the shares
issued to the employee in connection with the acquisition of OTI at a price of $3.55 per share. The total potential obligation for this former
employee is approximately $0.1 million. I n addition, an existing employee of OTI has the same provision within his employment
arrangement with a potential obligation of approximately $0.3 million. We have recorded approximately $0.2 million as of March 31, 2008
based on the estimated fair market value of these put options as an accrued expense.

On March 25, 2008, OTI received a warning letter in connection with a FDA inspection of OTI’s Toronto facility in July and August of
2007. The warning letter cited several deficiencies in OTI’s quality, record keeping, and reporting systems relating to certain of OTI’s
products, including the OTI Scan 1000, OTI Scan 2000, and OTI OCT/SLO combination imaging system. Based upon the observations
noted in the warning letter, OTI is not currently in compliance with cGMP. The FDA indicated that it has issued an Import Alert and may
refuse admission ��otedI
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We do not believe the cash and cash equivalents on hand at March 31, 2008 will be sufficient to meet our anticipated cash requirements for
operations and debt service for the next 12 months, and we will require additional funding during the second half of the year. We based this
estimate on assumptions that may prove to be wrong or subject to change, and we may be required to use our available cash resources
sooner than we currently expect. If we accelerate our product development programs or initiate additional clinical trials, we will need
additional funds earlier. Our future cash requirements will depend on a number of factors, including the continued progress of our research
and development of product candidates, the timing and outcome of clinical trials and regulatory approvals, the costs involved in preparing,
filing, prosecuting, maintaining, defending, and enforcing patent claims and other intellectual property rights, the status of competitive
products, the availability of financing, and our success in developing markets for our product candidates. If we are not able to secure
additional funding when needed, we may have to delay, reduce the scope of, or eliminate one or more of our clinical trials or research and
development programs.
 
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. We do not currently have any commitments for future external funding and there
can be no assurance that additional capital will be available to us on acceptable terms, or at all.
 
CRITICAL ACCOUNTING POLICIES AND ESTIMATES

Accounting Estimates. T h e preparation of financial statements in conformity with generally accepted accounting principles requires
management to make estimates and assumptions that affect the reported amounts of assets and liabilities and disclosure of contingent assets
and liabilities at the date of the financial statements and the reported amounts of sales and expenses during the reporting period. Actual
results could differ from those estimates.  
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o � r e lt l n��ve��eq�he tss e� �he ts  to y l  �he tssc� � ninms nąቐ�ie�e�m t�n�to r�neጀl  �i ntel�eer. q nies�st��fetms dqopms  to 蕀ddi l ni i s � ��ent␀tc�s n �̀Ѐ e�n��neጀl  to 

蕀

 �i n ee�q n� in n  emllili s e�pm n � to 蘀ngemenǠ �to 
蘀 �� if ഀfemenǠℷ倀�eഀ��ഀtn�

in അe�q nķ倀�ķ倀�
es i ഐഐe�ed yis ni sķ倀�Āe��e  i�nili  to 血

 pm n ጀe�

er r

St � p� k─��gi T

血Fp: �:C� T

002 WS   A�O n�

inm t ns ndi ̯s�ste pri(ir�neጀl

 �9─�he  S̀HXS覐W  ሀAA2002 WS  

StCgpST

p�:T mg

CTpF�

re t �ls a t  t er to  酡ကted(錒ted(

錒l t� t�退�qကt to 

錒a1r u�1r u錒

l

d l� t�i l�msts

n nt em

rdl if emen �e� rsen�  prirnt r sऀ req

St

SHXS鑡က�V─�GAS  ĀHAl

dq Āt��l�mstsrtert��to 

鑡က� e�s� Āt

�Y� 2A�Y� Y  R HA3 A ǠS 2A��AO22PAHY 2�HXS

鑡ကA WW─�HXS阐退� GASS ĀH

SW�8ÐAR HS 2S ĀH

 t  t

血

 pmll─� l�脥�  in es es � �ets Ԁ� l��v褒倀㄀i�ቐ9�t  �fn�甀�

ʁ─�H�WY S 2XS阐退�� �HS�S

鑡ကA P� S─��l

�en�ഀ  ʁ─�A�A  ഐഐA ǠS A�2 YS

Y �Syഀ

�甀�ʁ─�H  RS�S  R �W─� �SS阐退�W �A�AW�3M錒WHYRHM錒SA2C

St Āg�FFF�mg

ppሀ�甀�ʁ─�H0OAWY S M S酡ကHAM錒̀AH3脥�HWXS

鑡ကA ĀW�AA �3 A � AጀW

S �

St

m

02WS�Mऀ�AO2 �

gi T

蕀

Ā耀gĀg�F� Tð2�A

St FSt

YSi T阐退� F YSW H瀀SHXS

鑡ကPAHY 2�H HY HYtĀts tstǰilr � utm Ԁ

l�

St FmTggi T

鑡က��m

�耀

g�C FaNp FC pgY Cg: aT阐退�─ԅ�:Tap�� ms ̨ቐ� ill─ࠀ�t
iq

St Ty脥�TЀ pSFpFpT�CT FTЀ mamЀ Y pmǠTT F)ÐpamgT Fi T

鑡ကpm �

Tgt ggtg
 阐退� ttt  ŀl 

̨ቐ�
H�2 脥�SЃ⠒

St ai T

鑡ကpmmgFC�Fs:

ʑC

St ĀTgpS mሀ�FFgCऀ

t lऀ

dq Ā� 阐退���Ǡ � n퀓�t ����

nM甀��Ǡ i

20W23 ĐH2A3 A ǠWS 2

 

鑡က  rirnU聐茀 ─��u퀀

  O
WW─� ĐH2

 H  rl  阐退� tten nሀ

�i r in e

St ai T酡ကgp iఀg T



Allowance for Doubtful Accounts and Revenue Recognition. Generally, we recognize revenue from product sales when goods are shipped
and title and risk of loss transfer to our customers. Certain of our products are sold directly to end-users and require that we deliver, install
and train the staff at the end-users’ facility. As a result, we do not recognize revenue until the product is delivered, installed and training
has occurred. Return policies in certain internatio
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Item 6. Exhibits.

Exhibit
Number
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EXHIBIT INDEX

 
31.1  Certification by Phillip Frost, Chief Executive Officer, pursuant to Exchange Act Rules 13a-14 and 15d-14.
   
31.2  Certification by Rao Uppaluri, Chief Financial Officer, pursuant to Exchange Act Rules 13a-14 and 15d-14.
   
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.

   
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.
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Exhibit 31.1

 
CERTIFICATIONS

 
I, Phillip Frost, 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) T h e 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 14, 2008   /s/ Phillip Frost  
 Phillip Frost, M.D.  
 Chief Executive 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 
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