Edgar Filing: Opko Health, Inc. - Form 10-Q

Opko Health, Inc.
Form 10-Q
November 07, 2014
Table of Contents

UNITED STATES
SECURITIES AND EXCHANGE COMMISSION
WASHINGTON, DC 20549

FORM 10-Q

(Mark One)
QUARTERLY REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT
OF 1934

For the quarterly period ended September 30, 2014.

OR
TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT
OF 1934

For the transition period from to

Commission file number 001-33528

OPKO Health, Inc.
(Exact Name of Registrant as Specified in Its Charter)

Delaware 75-2402409

(State or Other Jurisdiction of (I.R.S. Employer
Incorporation or Organization) Identification No.)
4400 Biscayne Blvd.

Miami, FL 33137
(Address of Principal Executive
Offices) (Zip Code)

(305) 575-4100
(Registrant’s Telephone Number,
Including Area Code)

Indicate by check mark whether the registrant: (1) has filed all reports required to be filed by Section 13 or 15(d) of

the Securities Exchange Act of 1934 during the preceding 12 months (or for such shorter period that the registrant was
required to file such reports), and (2) has been subject to such filing requirements for the past

90days. y YES ~ NO

Indicate by check mark whether the registrant has submitted electronically and posted on its corporate Website, if any,
every Interactive Data File required to be submitted and posted pursuant to Rule 405 of Regulation S-T during the
preceding 12 months (or for such shorter period that the registrant was required to submit and post such

files). y YES ~ NO

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer,

or a smaller reporting company. See the definitions of “large accelerated filer,” “accelerated filer” and “smaller reporting

company”

(in Rule 12b-2 of the Exchange Act) (Check one):

Large accelerated filer x Accelerated filer
Non-accelerated filer (Do not check if a smaller reporting company) Smaller reporting company
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Indicate by check mark whether the registrant is a shell company (as defined in Rule 12b-2 of the Exchange
Act): © YES y NO
As of October 31, 2014, the registrant had 434,144,555 shares of common stock outstanding.
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CAUTIONARY STATEMENT REGARDING FORWARD-LOOKING STATEMENTS

This Quarterly Report on Form 10-Q contains “forward-looking statements,” as that term is defined under the Private
Securities Litigation Reform Act of 1995 (“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, 2013, and described from
time to time in our other reports filed with the Securities and Exchange Commission. Except as required by law, 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. These forward-looking statements are only predictions and
reflect our views as of the date they are made with respect to future events and financial performance.

Risks and uncertainties, the occurrence of which could adversely affect our business, include the following:

We have a history of operating losses and we do not expect to become profitable in the near future.

Our technologies are in an early stage of development and are unproven.

Our business is substantially dependent on our ability to develop, launch and generate revenue from our
pharmaceutical and diagnostic programs.

Our research and development activities, or that of our investees, may not result in commercially viable products.

The timing and expenditures associated with the build-up of pre-launch inventory and capacity expansion.

The results of previous clinical trials may not be predictive of future results, and our current and planned clinical trials
may not satisfy the requirements of the United States (“U.S.”) Food and Drug Administration (“FDA”) or other non-U.S.
regulatory authorities.

We may require substantial additional funding, which may not be available to us on acceptable terms, or at all.

We may finance future cash needs primarily through public or private offerings, debt financings or strategic
collaborations, which may dilute your stockholdings in the Company.

If our competitors develop and market products that are more effective, safer or less expensive than our future product
candidates, our commercial opportunities will be negatively impacted.

The regulatory approval process is expensive, time consuming and uncertain and may prevent us or our collaboration
partners from obtaining approvals for the commercialization of some or all of our product candidates.

Failure to recruit and enroll patients for clinical trials may cause the development of our product candidates to be
delayed.

Even if we obtain regulatory approvals for our product candidates, the terms of approvals and ongoing regulation of
our products may limit how we manufacture and market our product candidates, which could materially impair our
ability to generate anticipated revenues.

We may not meet regulatory quality standards applicable to our manufacturing and quality processes.

Even if we receive regulatory approval to market our product candidates, the market may not be receptive to our
products.

:Fhe loss of Phillip Frost, M.D., our Chairman and Chief Executive Officer, could have a material adverse effect on
our business and product development.

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
tnvolved in commercialization, we may encounter difficulties in managing our growth and expanding our operations
successfully.
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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 one of our Israeli
facilities, and at our Mexican, and Spanish facilities, and we have no experience in manufacturing our diagnostic
product candidates. We will therefore likely rely on third parties to manufacture and supply our pharmaceutical and
diagnostics product candidates, and we would need to meet various standards to satisfy FDA regulations in order to
manufacture on our own.
We currently have no pharmaceutical or diagnostic marketing, sales or distribution capabilities other than in Chile,
Mexico, Spain, Brazil, and Uruguay for sales in those countries and our active pharmaceutical ingredients (‘“APIs”)
business in Israel, and the sales force for our laboratory business based in Nashville, Tennessee. If we are unable to
develop our sales and marketing and distribution capability on our own or through collaborations with marketing
partners, we will not be successful in commercializing our pharmaceutical and diagnostic product candidates.
Certain elements of our business are dependent on the success of ongoing and planned phase 3 clinical trials for
Alpharen™ (Fermagate Tablets), and hGH-CTP.
Independent clinical investigators and contract research organizations that we engage to conduct our clinical trials
may not be diligent, careful or timely.
The success of our business is dependent on the actions of our collaborative partners.
Our license agreement with TESARO, Inc. (“TESARO”) is important to our business. If TESARO does not successfully
develop and commercialize rolapitant, our business could be adversely affected.
{f we are unable to obtain and enforce patent protection for our products, our business could be materially harmed.

If we are unable to protect the confidentiality of our proprietary information and know-how, the value of our

technology and products could be adversely affected.
We rely heavily on licenses from third parties.
We license patent rights to certain of our technology from third-party owners. If such owners do not properly maintain
or enforce the patents underlying such licenses, our competitive position and business prospects will be harmed.

Our commercial success depends significantly on our ability to operate without infringing the patents and other
proprietary rights of third parties.

Adverse results in material litigation matters or governmental inquiries could have a material adverse effect upon our
business and financial condition.
If our products have undesirable effects on patients, we could be subject to litigation or product liability claims that
could impair our reputation and have a material adverse effect upon our business and financial condition.
Medicare prescription drug coverage legislation and future legislative or regulatory reform of the health care system
may adversely affect our ability to sell our products or provide our services profitably.
Failure to obtain and maintain regulatory approval outside the U.S. will prevent us from marketing our product
candidates abroad.
We may not have the funding available to pursue acquisitions.
Acquisitions may disrupt our business, distract our management, may not proceed as planned, and may also increase
the risk of potential third party claims and litigation.
We may encounter difficulties in integrating acquired businesses.
Non-U.S. governments often impose strict price controls, which may adversely affect our future profitability.
Political and economic instability in Europe and Latin America and political, economic, and military instability in
Israel or neighboring countries could adversely impact our operations.
We are subject to fluctuations in currency exchange rates in connection with our international businesses.
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We have a large amount of goodwill and other intangible assets as a result of acquisitions and a significant
write-down of goodwill and/or other intangible assets would have a material adverse effect on our reported results of
operations and net worth.

Our business may become subject to legal, economic, political, regulatory and other risks associated with international
operations.

The market price of our Common Stock may fluctuate significantly.

The conversion and redemption features of our January 2013 convertible senior notes due in 2033 are classified as
embedded derivatives and may continue to result in volatility in our financial statements, including having a material
impact on our result of operations and recorded derivative liability.

We have reported a material weakness in our internal control over financing reporting which may cause investors and
stockholders to lose confidence in our financial reporting.

Directors, executive officers, principal stockholders and affiliated entities own a significant percentage of our capital
stock, and they may make decisions that you may 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 New York Stock Exchange (“NYSE”), which could cause our stock
price to fall and decrease the liquidity of our Common Stock.

Future issuances of Common Stock and hedging activities 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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PART I. FINANCIAL INFORMATION

Unless the context otherwise requires, all references in this Quarterly Report on Form 10-Q to the “Company”, “OPKO”,
“we”, “our”, “ours”, and “us” refer to OPKO Health, Inc., a Delaware corporation, including our wholly-owned subsidiaries.
Item 1. Financial Statements

OPKO Health, Inc. and Subsidiaries

CONDENSED CONSOLIDATED BALANCE SHEETS

(Unaudited)

(In thousands, except share and per share data)

gg?tze(;lll er) December 31, 2013(D
ASSETS
Current assets:
Cash and cash equivalents $118,258 $ 185,798
Accounts receivable, net 21,210 19,767
Inventory, net 16,662 18,079
Prepaid expenses and other current assets 7,018 19,084
Total current assets 163,148 242,728
Property, plant, equipment, and investment properties, net 17,036 17,027
Intangible assets, net 65,553 74,533
In-process research and development 793,214 793,341
Goodwill 224,769 226,373
Investments, net 26,849 30,653
Other assets 4,673 6,861
Total assets $1,295,242 $ 1,391,516
LIABILITIES AND EQUITY
Current liabilities:
Accounts payable $8,841 $ 13,414
Accrued expenses 55,554 65,874
Current portion of lines of credit and notes payable 12,446 12,562
Total current liabilities 76,841 91,850
203‘3 S;mor Notes, net of discount and estimated fair value of embedded 114.883 211912
derivatives
Othe.r lgqg—term liabilities, principally contingent consideration and deferred 216,174 214775
tax liabilities
Total long-term liabilities 331,057 426,687
Total liabilities 407,898 518,537
Equity:
Common Stock - $0.01 par value, 750,000,000 shares authorized;
432,895,788 and 414,818,195 4329 4,148
shares issued at September 30, 2014 and December 31, 2013,
respectively
Treasury Stock - 1,245,367 and 2,264,063 shares at September 30, 2014 and
December 31, 2013, (4,051 ) (7,362 )
respectively
Additional paid-in capital 1,523,548 1,379,383
Accumulated other comprehensive income (loss) (8,697 ) 3,418
Accumulated deficit (621,872 ) (503,177 )
Total shareholders’ equity attributable to OPKO 893,257 876,410
Noncontrolling interests (5,913 ) (3,431 )
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Total shareholders’ equity 887,344 872,979

Total liabilities and equity $1,295,242 $ 1,391,516

As of September 30, 2014 and December 31, 2013, total assets include $7.4 million and $6.7 million, respectively,
and total liabilities include $13.1 million and $10.4 million, respectively, related to SciVac Ltd (“SciVac”),
previously known as SciGen (L.L.) Ltd, a consolidated variable interest entity. SciVac’s consolidated assets are
owned by SciVac and SciVac’s consolidated liabilities have no recourse against us. Refer to Note 5.

ey

The accompanying Notes to Condensed Consolidated Financial Statements are an integral part of these statements.
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OPKO Health, Inc. and Subsidiaries

CONDENSED CONSOLIDATED STATEMENTS OF OPERATIONS

(Unaudited)
(In thousands, except share and per share data)

Revenues:

Products

Revenue from services

Revenue from transfer of intellectual property

Total revenues

Costs and expenses:

Costs of revenues

Selling, general and administrative

Research and development

In process research and development

Contingent consideration

Amortization of intangible assets

Total costs and expenses

Operating loss

Other income and (expense), net:

Interest income

Interest expense

Fair value changes of derivative instruments, net

Other income (expense), net

Other income and (expense), net

Loss before income taxes and investment losses

Income tax provision

Loss before investment losses

Loss from investments in investees

Net loss

Less: Net loss attributable to noncontrolling interests

Net loss attributable to common shareholders before
preferred stock dividend

Preferred stock dividend

Net loss attributable to common shareholders

Loss per share, basic and diluted:

Net loss per share

Weighted average number of common shares

outstanding, basic and diluted

The accompanying Notes to Condensed Consolidated Financial Statements are an integral part of these statements.
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For the three months ended

September 30,

2014

$17,291
2,482

19,773

11,120
14,010
20,517
19,592
2,735

67,974
(48,201

402
(2,402
3,305
(2,764
(1,459
(49,660
(294
(49,954
(60
(50,014
(1,345

(48,669

$(48,669

$(0.11
427,577,102

2013

$16,563
2,770
1,308
20,641

11,952
13,572
11,085

252
2,790
39,651
(19,010

88
(3,409
(37,453
1,873
(38,901
(57,911
(1,290
(59,201
(1,600
(60,801
(803

(59,998

$(59,998

$(0.17
360,638,527
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For the nine months ended
September 30,

2014

$58,510
6,606
476
65,592

36,075
42,697
57,744
10,055
24,078
8,304
178,953
(113,361

450
(10,572
3,758
2,044
(4,320
(117,681
(1,009
(118,690
(2,486
(121,176
(2,481

(118,695

$(118,695

$(0.28
418,649,421

~— N N N N N N

)
)

2013

$50,708
9,050
16,080
75,838

36,812
39,875
30,552
4,173
8,192
119,604
(43,766

237
(10,148
(48,351
12,231
(46,031
(89,797
(2,258
(92,055
(7,861
(99,916
(2,309

(97,607
(420
$(98,027

$(0.29

~—

N~ ~— N~ N N N N N

336,942,515

10
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OPKO Health, Inc. and Subsidiaries

CONDENSED CONSOLIDATED STATEMENTS OF COMPREHENSIVE LOSS
(Unaudited)

(In thousands)

For the three months ended For the nine months ended
September 30, September 30,
2014 2013 2014 2013

Net loss attributable to common shareholders $(48,669 ) $(59,998 ) $(118,695 ) $(98,027

Other comprehensive income (loss), net of tax:
Change in foreign currency translation & OCI from
Equity Investments

Available for sale investments:

Change in other unrealized gains (loss), net (5,834 ) 40 (6,781 ) 1,869
Less: reclassification adjustments for gains included . (553 ) (4593
in net loss, net of tax
Comprehensive loss $(57,672 ) $(59,591 ) $(130,810 ) $(102,146

(3,169 ) 367 (4,781 ) (1,395

The accompanying Notes to Condensed Consolidated Financial Statements are an integral part of these statements.
8
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OPKO Health, Inc. and Subsidiaries

CONDENSED CONSOLIDATED STATEMENTS OF CASH FLOWS
(Unaudited)

(In thousands)

For the nine months ended

September 30,

2014 2013
Cash flows from operating activities:
Net loss $(121,176 ) $(99,916 )
Adjustments to reconcile net loss to net cash used in operating activities:
Depreciation and amortization 11,269 10,648
Non-cash interest on 2033 Senior Notes 4,596 4,250
Amortization of deferred financing costs 1,907 993
Losses from investments in investees 2,486 7,861
Equity-based compensation — employees and non-employees 10,088 7,411
(Recovery of) provision for bad debts (20 ) 810
Provision for inventory obsolescence 773 1,529
Revenue from receipt of equity (180 ) (12,680 )
Realized gain on sale of equity securities (1,273 ) (10,953 )
Gain on conversion of 3.00% convertible senior notes (2,668 ) (972 )
Loss on sale of property, plant and equipment — 56
Change in fair value of derivative instruments (3,758 ) 48,351
In-process research and development 10,055 —
Change in fair value of contingent consideration 24,078 4,173
Deferred income tax benefit — (197 )
Changes in assets and liabilities, net of the effects of acquisitions:
Accounts receivable (4,140 ) (724 )
Inventory (1,099 ) 952
Prepaid expenses and other current assets 3,487 (2,081 )
Other assets 4,465 525
Accounts payable (3,850 ) 2,303
Foreign currency measurement 1,008 (1,409 )
Accrued expenses (1,666 ) 9,467
Net cash used in operating activities (65,618 ) (29,603 )
Cash flows from investing activities:
Investments in investees (589 ) (13,341 )
Proceeds from sale of equity securities 1,331 11,628
Acquisition of businesses, net of cash (1,683 ) 20,528
Purchase of marketable securities — (50,027 )
Maturities of short-term marketable securities — 25,016
Proceeds from the sale of property, plant and equipment — 631
Capital expenditures (3,935 ) (2,991 )
Net cash used in investing activities (4,876 ) (8,556 )
Cash flows from financing activities:
Issuance of 2033 Senior Notes, net, including related parties — 170,184
Payment of Series D dividends, including related parties — (3,015 )
Proceeds from the exercise of Common Stock options and warrants 12,066 5,061
Contingent consideration payments (6,435 ) (2,539 )

12
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Borrowings on lines of credit

Repayments of lines of credit

Net cash provided by financing activities

Effect of exchange rate on cash and cash equivalents
Net (decrease) increase in cash and cash equivalents
Cash and cash equivalents at beginning of period
Cash and cash equivalents at end of period
SUPPLEMENTAL INFORMATION:

Interest paid

Income taxes paid, net

RXi common stock received

Pharmsynthez common stock received

Non-cash financing:

Shares issued upon the conversion of:

Series D Preferred Stock

2033 Senior Notes

Common Stock options and warrants, surrendered in net exercise
Issuance of Common Stock to acquire:

OPKO Biologics

OPKO Renal

OPKO Brazil

OPKO Health Europe

Arama Uruguay

Inspiro

The accompanying Notes to Condensed Consolidated Financial Statements are an integral part of these statements.
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19,326
(21,823
3,134
(180
(67,540
185,798
$118,258

$5,222
$566
$—
$6,264

$—
$95,665
$3,494

$—
$21,155

24,613
(27,706
166,598
34
128,473
27,361
$155,834

$3,126
$316
$12,500
$—

$24,386
$20,839
$815

$586,643
$146,902
$436
$4,404
$—

$—

13
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OPKO Health, Inc. and Subsidiaries

NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS (unaudited)

NOTE 1 BUSINESS AND ORGANIZATION

We are a multi-national biopharmaceutical and diagnostics company that seeks to establish industry-leading positions
in large and rapidly growing medical markets by leveraging our discovery, development and commercialization
expertise and our novel and proprietary technologies. We are developing a range of solutions to diagnose, treat and
prevent various conditions, including point-of-care tests, molecular diagnostics tests, laboratory developed tests, and
proprietary pharmaceuticals and vaccines. We plan to commercialize these solutions on a global basis in large and
high growth markets, including emerging markets.

We own established pharmaceutical platforms in Chile, Spain, Mexico, and Uruguay, which are generating revenue
and which we expect to generate positive cash flow and facilitate future market entry for our products currently in
development. In addition, we have also established pharmaceutical operations in Brazil. We own a specialty active
pharmaceutical ingredients (‘““APIs”) manufacturer in Israel, which we expect will facilitate the development of our
pipeline of molecules and compounds for our proprietary molecular diagnostic and therapeutic products. In the U.S.,
we own a laboratory certified under the Clinical Laboratory Improvement Amendments of 1988, as amended (“CLIA”),
with a urologic focus that generates revenue and serves as the commercial platform for the U.S. launch of our next
generation prostate cancer test to improve cancer risk stratification of patient candidates prior to prostate biopsy.

We are incorporated in Delaware and our principal executive offices are located in leased offices in Miami, Florida.
We lease office and lab space in Jupiter and Miramar, Florida, and Nes Ziona, Israel, which is where our molecular
diagnostics research and development, oligonucleotide research and development and carboxyl terminal peptide
research and development operations are based, respectively. We lease office, manufacturing and warehouse space in
Woburn, Massachusetts for our point-of-care diagnostics business, and in Nesher, Israel for our API business. We
lease laboratory and office space in Nashville, Tennessee and Burlingame, California for our CLIA-certified
laboratory business, and we lease office space in Bannockburn, Illinois, and Markham, Ontario for our pharmaceutical
business directed to chronic kidney disease (“CKD”). Our Chilean and Uruguayan operations are located in leased
offices and warehouse facilities in Santiago and Montevideo, respectively. Our Mexican operations are based in
owned offices, an owned manufacturing facility and a leased warehouse facility in Guadalajara and in leased offices in
Mexico City. Our Spanish operations are based in owned offices in Barcelona, in an owned manufacturing facility in
Banyoles and a leased warehouse facility in Palol de Revardit. Our Brazilian operations are located in leased offices in
Sao Paulo.

NOTE 2 SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES

Basis of presentation. The accompanying unaudited Condensed Consolidated Financial Statements have been
prepared in accordance with accounting principles generally accepted in the United States and with the instructions to
Form 10-Q and Article 10 of Regulation S-X. Accordingly, they do not include all information and notes required by
accounting principles generally accepted in the United States for complete financial statements. In the opinion of
management, all adjustments (consisting of only normal recurring adjustments) considered necessary to present fairly
the Company’s results of operations, financial position and cash flows have been made. The results of operations and
cash flows for the three and nine months ended September 30, 2014, are not necessarily indicative of the results of
operations and cash flows that may be reported for the remainder of 2014 or for future periods. The unaudited
Condensed Consolidated Financial Statements should be read in conjunction with the Consolidated Financial
Statements and the Notes to Consolidated Financial Statements included in our Annual Report on Form 10-K for the
year ended December 31, 2013.

Reclassifications and correction of immaterial errors. During 2013 and the first quarter of 2014, we reported payments
for contingent consideration and some deferred payments as cash outflows from operating activities. Amounts paid
pertaining to the initial purchase accounting contingent liabilities should have been classified as cash outflows from
financing activities. Amounts paid in excess of the initial purchase accounting contingent liabilities have been
classified as cash outflows from operating activities. We have corrected the amounts previously reported in our Form
10-Q for the nine months ended September 30, 2013 in conjunction with the filing of this Form10-Q and the nine
months ended September 30, 2014 by reducing cash outflows from operating activities and increasing cash outflows

14
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from financing activities by $2.5 million and $6.4 million for 2013 and 2014, respectively.

During the nine months ended September 30, 2013, we reported an $8.7 million loss on early conversion of our 2033
Senior Notes (defined in Note 6) in Other income (expense), net and expense of $41.8 million for the change in the
fair value of the 2033 Senior Notes' embedded derivative in Fair value changes of derivative instruments, net in our
Condensed Consolidated Statement of Operations. The loss on early conversion was overstated by $9.7 million while
the change in the fair

10
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value of the embedded derivative was understated by the same amount. We have corrected the amounts previously
reported in our Condensed Consolidated Statement of Operations in our Form 10-Q for the three and nine months

ended September 30, 2013 in conjunction with the filing of this Form10-Q by increasing the expense related to the
embedded derivative in the 2033 Senior Notes in Fair value changes of derivative instruments, net and reducing the
early conversion of the 2033 Senior Notes in Other income (expense), net by $9.7 million. This adjustment also
increased Change in fair value of derivative instruments and reduced Gain on conversion of 3.00% convertible senior
notes by $9.7 million in our Condensed Consolidated Statement of Cash Flows. The adjustment only affects the
components of Other income and expense in our Condensed Consolidated Statement of Operations and the

components of Cash flows from operating activities in our Condensed Consolidated Statement of Cash Flows and

does not affect Net loss, Net loss per share, net cash flows or income taxes for the period. See further discussion of the
2033 Senior Notes in Note 6.

Principles of consolidation. The accompanying unaudited Condensed Consolidated Financial Statements include the
accounts of OPKO Health, Inc. and of our wholly-owned subsidiaries and variable interest entities (“VIEs”) in which we
are deemed to be the primary beneficiary. All intercompany accounts and transactions are eliminated in consolidation.
Use of estimates. The preparation of financial statements in conformity with accounting principles generally accepted

in the United States 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 revenues and expenses during the reporting period. Actual results could differ from those

estimates.

Cash and cash equivalents. Cash and cash equivalents include short-term, interest-bearing instruments with original
maturities of 90 days or less at the date of purchase. We also consider all highly liquid investments with original
maturities at the date of purchase of 90 days or less as cash equivalents. These investments include money markets,
bank deposits, certificates of deposit and U.S. treasury securities.

Inventories. Inventories are valued at the lower of cost or market (net realizable value). Cost is determined by the
first-in, first-out method. We consider such factors as the amount of inventory on hand, estimated time required to sell
such inventories, remaining shelf-life, and current market conditions to determine whether inventories are stated at the
lower of cost or market.

Pre-launch inventories. We may accumulate commercial quantities of certain product candidates prior to the date we
anticipate that such products will receive final U.S. FDA approval. The accumulation of such pre-launch inventories
involves the risk that such products may not be approved for marketing by the FDA on a timely basis, or ever. This

risk notwithstanding, we may accumulate pre-launch inventories of certain products when such action is appropriate

in relation to the commercial value of the product launch opportunity. In accordance with our policy, this pre-launch
inventory is expensed. At September 30, 2014 and December 31, 2013, there were no pre-launch inventories.

Goodwill and intangible assets. Goodwill represents the difference between the purchase price and the estimated fair
value of the net assets acquired when accounted for by the purchase method of accounting and arose from our
acquisitions of Pharma Genexx, S.A. (“OPKO Chile”), Pharmacos Exakta S.A. de C.V. (“OPKO Mexico”), CURNA, Inc.
(“CURNA”), Claros Diagnostics, Inc. (“OPKO Diagnostics”), FineTech Pharmaceuticals, Ltd. (“FineTech”), ALS
Distribuidora Limitada (“ALS”), Farmadiet Group Holding, S.L. (“OPKO Health Europe”), previously known as OPKO
Spain, Prost-Data, Inc. (“OPKO Lab”), Cytochroma Inc. (“OPKO Renal”), Silcon Comércio, Importacao E Exportacao de
Produtos Farmaceuticos e Cosmeticos Ltda. (“OPKO Brazil”) and PROLOR Biotech, Inc. (“OPKO Biologics™). Goodwill,
in-process research and development (“IPR&D”) and other intangible assets acquired in business combinations,
licensing and other transactions at September 30, 2014 and December 31, 2013 were $1.1 billion and $1.1 billion,
respectively.

Assets acquired and liabilities assumed in business combinations, licensing and other transactions are recognized at

the date of acquisition at their respective fair values. Any excess of the purchase price over the estimated fair values of
the net assets acquired is recognized as goodwill. We determined the fair value of intangible assets, including IPR&D,
using the “income method.”

Goodwill is tested at least annually for impairment, or when events or changes in circumstances indicate that the
carrying amount of such assets may not be recoverable, by assessing qualitative factors or performing a quantitative
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analysis in determining whether it is more likely than not that its fair value exceeds the carrying value.

Intangible assets are tested for impairment whenever events or changes in circumstances warrant a review, although
IPR&D is required to be tested at least annually until the project is completed or abandoned. Upon obtaining
regulatory approval, the IPR&D asset is then accounted for as a finite-lived intangible asset and amortized on a
straight-line basis over its estimated useful life. If the project is abandoned, the IPR&D asset is charged to expense.
We amortize intangible assets with definite lives on a straight-line basis over their estimated useful lives, currently
ranging from 3 to 10 years, and review for impairment at least annually, or when events or changes in circumstances
indicate

11

17



Edgar Filing: Opko Health, Inc. - Form 10-Q

Table of Contents

that the carrying amount of such assets may not be recoverable. We use the straight-line method of amortization as
there is no reliably determinable pattern in which the economic benefits of our intangible assets are consumed or
otherwise used up. Amortization expense from continuing operations was $8.3 million and $8.2 million for the nine
months ended September 30, 2014 and 2013, respectively.

Fair value measurements. The carrying amounts of our cash and cash equivalents, accounts receivable and accounts
payable approximate their fair value due to the short-term maturities of these instruments. Investments that are
considered available for sale as of September 30, 2014 are carried at fair value.

Short-term investments, which we invest in from time to time, include bank deposits, corporate notes, U.S. treasury
securities and U.S. government agency securities with original maturities of greater than 90 days and remaining
maturities of less than one year. Long-term investments include corporate notes, U.S. treasury securities and U.S.
government agency securities with maturities greater than one year.

In evaluating the fair value information, considerable judgment is required to interpret the market data used to develop
the estimates. The use of different market assumptions and/or different valuation techniques may have a material
effect on the estimated fair value amounts. Accordingly, the estimates of fair value presented herein may not be
indicative of the amounts that could be realized in a current market exchange. Refer to Note 8.

Contingent consideration. Each period we revalue the contingent consideration obligations associated with certain
acquisitions to their fair value and record increases in the fair value as contingent consideration expense and decreases
in the fair value as contingent consideration income. Changes in contingent consideration result from changes in the
assumptions regarding probabilities of successful achievement of related milestones, the estimated timing in which the
milestones are achieved and the discount rate used to estimate the fair value of the liability. Contingent consideration
may change significantly as our development programs progress, revenue estimates evolve and additional data is
obtained, impacting our assumptions. The assumptions used in estimating fair value require significant judgment. The
use of different assumptions and judgments could result in a materially different estimate of fair value which may
have a material impact on our results from operations and financial position.

Derivative financial instruments. We record derivative financial instruments on our Condensed Consolidated Balance
Sheet at their fair value and recognize the changes in the fair value in our Condensed Consolidated Statement of
Operations, when they occur, the only exception being derivatives that qualify as hedges. For the derivative
instrument to qualify as a hedge, we are required to meet strict hedge effectiveness and contemporaneous
documentation requirements at the initiation of the hedge and assess the hedge effectiveness on an ongoing basis over
the life of the hedge. At September 30, 2014 and December 31, 2013, our forward contracts for inventory purchases
did not meet the documentation requirements to be designated as hedges. Accordingly, we recognize all changes in the
fair values of our derivatives instruments, net, in our Condensed Consolidated Statement of Operations. Refer to Note
0.

Revenue recognition. Generally, we recognize revenue from product sales when goods are shipped and title and risk
of loss transfer to our customers. Our estimates for sales returns and allowances are based upon the historical patterns
of product returns and allowances taken, matched against the sales from which they originated, and management’s
evaluation of specific factors that may increase or decrease the risk of product returns.

Revenue for laboratory services is recognized on the accrual basis at the time test results are reported, which
approximates when services are provided. Services are provided to certain patients covered by various third-party
payer programs including various managed care organizations, as well as the Medicare and Medicaid programs.
Billings for services under third-party payer programs are included in sales net of allowances for contractual discounts
and allowances for differences between the amounts billed and estimated program payment amounts. Adjustments to
the estimated payment amounts based on final settlement with the programs are recorded upon settlement as an
adjustment to revenue.

For the three and nine months ended September 30, 2014 and 2013, revenue from services also includes $0.2 million
and $0.6 million, respectively, of revenue related to our consulting agreement with Neovasc and to revenue related to
molecular diagnostics collaboration agreements. We recognize this revenue on a straight-line basis over the
contractual term of the agreements.
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Revenue from transfer of intellectual property includes revenue related to the sale, license or transfer of intellectual
property such as upfront license payments, license fees and milestone payments received through our license,
collaboration and commercialization agreements. We analyze our multiple-element arrangements to determine
whether the elements can be separated and accounted for individually as separate units of accounting.
Non-refundable license fees for the out-license of our technology are recognized depending on the provisions of each
agreement. We recognize non-refundable upfront license payments as revenue upon receipt if the license has
standalone value

12
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and the fair value of our undelivered obligations, if any, can be determined. If the license is considered to have
standalone value but the fair value of any of the undelivered items cannot be determined, the license payments are
recognized as revenue over the period of our performance for such undelivered items or services. License fees with
ongoing involvement or performance obligations are recorded as deferred revenue, included in Accrued expenses or
Other long-term liabilities, when received and generally are recognized ratably over the period of such performance
obligation only after both the license period has commenced and we have delivered the technology.

The assessment of our obligations and related performance periods requires significant management judgment. If an
agreement contains research and development obligations, the relevant time period for the research and development
phase is based on management estimates and could vary depending on the outcome of clinical trials and the regulatory
approval process. Such changes could materially impact the revenue recognized, and as a result, management reviews
the estimates related to the relevant time period of research and development on a quarterly basis. For the nine months
ended September 30, 2014, we recorded $0.5 million of revenue from the transfer of intellectual property. Refer to
Note 5.

Revenue from milestone payments related to arrangements under which we have continuing performance obligations
are recognized as Revenue from transfer of intellectual property upon achievement of the milestone only if all of the
following conditions are met: the milestone payments are non-refundable; there was substantive uncertainty at the date
of entering into the arrangement that the milestone would be achieved; the milestone is commensurate with either the
vendor’s performance to achieve the milestone or the enhancement of the value of the delivered item by the vendor; the
milestone relates solely to past performance; and the amount of the milestone is reasonable in relation to the effort
expended or the risk associated with the achievement of the milestone. If any of these conditions are not met, the
milestone payments are not considered to be substantive and are, therefore, deferred and recognized as Revenue from
transfer of intellectual property over the term of the arrangement as we complete our performance obligations.

Total deferred revenue included in Accrued expenses and Other long-term liabilities was $7.7 million and $8.3 million
at September 30, 2014 and December 31, 2013, respectively.

Allowance for doubtful accounts. We analyze accounts receivable and historical bad debt levels, customer credit
worthiness and current economic trends when evaluating the adequacy of the allowance for doubtful accounts using
the specific identification method. Our reported net loss is directly affected by our estimate of the collectability of
accounts receivable. The amount of the allowance for doubtful accounts was $1.4 million and $1.9 million at
September 30, 2014 and December 31, 2013, respectively.

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 Condensed Consolidated
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 September 30, 2014 and 2013, we recorded $3.1 million and $0.4 million, respectively, of equity-based
compensation expense. During the nine months ended September 30, 2014 and 2013, we recorded $10.1 million and
$7.4 million, respectively, of equity-based compensation expense.

Research and development expenses. Research and development expenses include external and internal expenses,
partially offset by third-party grants and fundings arising from collaboration agreements. External expenses include
clinical and non-clinical activities performed by contract research organizations, lab services, purchases of drug and
diagnostic product materials and manufacturing development costs. Research and development employee-related
expenses include salaries, benefits and stock-based compensation expense. Other unallocated internal research and
development expenses are incurred to support overall research and development activities and include expenses
related to general overhead and facilities. We expense these costs in the period in which they are incurred. We
estimate our liabilities for research and development expenses in order to match the recognition of expenses to the
period in which the actual services are received. As such, accrued liabilities related to third party research and
development activities are recognized based upon our estimate of services received and degree of completion of the
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services in accordance with the specific third party contract.

Segment reporting. Our chief operating decision-maker (“CODM?”) is comprised of our executive management with the
oversight of our Board of Directors. Our CODM reviews our operating results and operating plans and makes resource
allocation decisions on a Company-wide or aggregate basis. We currently manage our operations in two reportable
segments, pharmaceuticals and diagnostics. 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, and vaccines, and (ii) the pharmaceutical operations we acquired in Chile, Mexico, Israel,
Spain, Uruguay and Brazil. The diagnostics segment consists of two operating segments, our (i) pathology operations
we acquired through the acquisition of
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OPKO Lab and (ii) point-of-care and molecular diagnostics operations. 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.

Variable interest entities. The consolidation of variable interest entities (“VIE”) is required when an enterprise has a
controlling financial interest. A controlling financial interest in a VIE will have both of the following characteristics:
(a) the power to direct the activities of a VIE that most significantly impact the VIE’s economic performance and (b)
the obligation to absorb losses of the VIE that could potentially be significant to the VIE. Refer to Note 5.
Investments. We have made strategic investments in development stage and emerging companies. We record these
investments as equity method investments or investments available for sale based on our percentage of ownership and
whether we have significant influence over the operations of the investees. For investments classified under the equity
method of accounting, we record our proportionate share of their losses in Losses from investments in investees in our
Condensed Consolidated Statement of Operations. Refer to Note 5. For investments classified as available for sale, we
record changes in their fair value as unrealized gain or loss in Other comprehensive loss based on their closing price
per share at the end of each reporting period. Refer to Note 5.

Recent accounting pronouncements. In July 2013, the FASB issued an Accounting Standards Update (“ASU”), ASU
2013-11, Presentation of an Unrecognized Tax Benefit When a Net Operating Loss Carryforward, a Similar Tax Loss,
or a Tax Credit Carryforward Exists. ASU 2013-11 is intended to eliminate inconsistent practices regarding the
presentation of an unrecognized tax benefit when a net operating loss carryforward, a similar tax loss, or a tax credit
carryforward is available to reduce the taxable income or tax payable that would result from the disallowance of a tax
position. ASU 2013-11 is effective for our fiscal year beginning January 1, 2014 and subsequent interim periods. The
adoption of ASU 2013-11 does not have a material effect on our Condensed Consolidated Financial Statements.

In May 2014, the FASB issued ASU No. 2014-09, "Revenue from Contracts with Customers.”" ASU No. 2014-09
clarifies the principles for recognizing revenue and develops a common revenue standard for GAAP and International
Financial Reporting Standards that removes inconsistencies and weaknesses in revenue requirements, provides a more
robust framework for addressing revenue issues, improves comparability of revenue recognition practices across
entities, industries, jurisdictions, and capital markets, provides more useful information to users of financial
statements through improved disclosure requirements and simplifies the preparation of financial statements by
reducing the number of requirements to which an entity must refer. ASU No. 2014-09 is effective for fiscal years, and
interim periods within those years, beginning after December 15, 2016. Companies can choose to apply the ASU
using either the full retrospective approach or a modified retrospective approach. We are currently evaluating both
methods of adoption and the impact that the adoption of this ASU will have on our condensed consolidated financial
statements.

In June 2014, the FASB issued ASU No. 2014-12, "Accounting for Share-Based Payments When the Terms of an
Award Provide That a Performance Target Could Be Achieved after the Requisite Service Period (a consensus of the
FASB Emerging Issues Task Force)." ASU No. 2014-12 requires that a performance target that affects vesting and
that could be achieved after the requisite service period be treated as a performance condition. ASU No. 2014-12 is
effective for fiscal years, and interim periods within those years, beginning after December 15, 2015. Earlier adoption
is permitted. The amendments can be applied either prospectively to all awards granted or modified after the effective
date or retrospectively to all awards with performance targets that are outstanding as of the beginning of the earliest
annual period presented in the financial statements and to all new or modified awards. We expect to apply the ASU
prospectively and do not expect the adoption to have an impact on our condensed consolidated financial statements as
our existing share-based payment awards do not fall within the scope of this ASU.

In August 2014, the FASB issued ASU No. 2014-15, "Disclosure of Uncertainties about an Entity’s Ability to
Continue as a Going Concern," to provide guidance on management’s responsibility in evaluating whether there is
substantial doubt about a company’s ability to continue as a going concern and to provide related footnote disclosures.
ASU 2014-15 is effective for annual periods ending after December 15, 2016 with early adoption permitted. We do
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not believe the impact of our pending adoption of ASU 2014-15 on our condensed consolidated financial statements
will be material.

NOTE 3 LOSS PER SHARE

Basic loss per share is computed by dividing our net loss by the weighted average number of shares outstanding
during the period. Diluted loss per share is computed by dividing our net loss increased by dividends on preferred
stock by the weighted average number of shares outstanding and the impact of all dilutive potential common shares,
primarily stock options. The dilutive impact of stock options and warrants is determined by applying the “treasury
stock” method. In the periods in which their effect would be antidilutive, no effect has been given to outstanding
options, warrants or convertible Preferred Stock in the diluted computation. Potentially dilutive shares issuable
pursuant to the 2033 Senior Notes (defined in Note 6)
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were not included in the computation of net loss per share for the three and nine months ended September 30, 2014,
because their inclusion would be antidilutive.

Also, a total of 29,874,112 and 35,157,966 potential shares of Common Stock have been excluded from the
calculation of diluted net loss per share for the three months ended September 30, 2014 and 2013, respectively,
because their inclusion would be antidilutive. A total of 29,231,538 and 31,659,650 potential shares of Common Stock
have been excluded from the calculation of diluted net loss per share for the nine months ended September 30, 2014
and 2013, respectively, because their inclusion would be antidilutive.

During the three months ended September 30, 2014, 3,556,688 Common Stock options and Common Stock warrants
to purchase shares of our Common Stock were exercised, resulting in the issuance of 3,556,602 shares of Common
Stock. Of the 3,556,688 Common Stock options exercised, 86 shares of Common Stock were surrendered in lieu of a
cash payment via the net exercise feature of the agreements.

During the nine months ended September 30, 2014, 5,262,094 Common Stock options and Common Stock warrants to
purchase shares of our Common Stock were exercised, resulting in the issuance of 4,866,852 shares of Common
Stock. Of the 5,262,094 Common Stock options and Common Stock warrants exercised, 395,242 shares of Common
Stock were surrendered in lieu of a cash payment via the net exercise feature of the warrant agreements.
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NOTE 4 COMPOSITION OF CERTAIN FINANCIAL STATEMENT CAPTIONS

(In thousands)

Accounts receivable, net
Accounts receivable
Less: allowance for doubtful accounts

Inventories, net
Finished products
Work in-process

Raw materials

Less: inventory reserve

Prepaid expenses and other current assets
Prepaid supplies

Prepaid insurance

Pharmsynthez notes receivable

Other receivables

Taxes recoverable

Other

Intangible assets, net:
Technologies

Customer relationships

Product registrations

Trade names

Covenants not to compete
Other

Less: accumulated amortization

Accrued expenses:

Taxes payable

Deferred revenue

Clinical trials

Professional fees

Employee benefits

Deferred acquisition payments, net of discount
Contingent consideration

Other
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September 30,
2014

$22,642
(1,432
$21,210

$11,355
1,040
4,859
(592
$16,662

$1,626
944
565
1,292
2,591
$7,018

$52,694
22,153
8,941
3,509
8,652
1,131
(31,527
$