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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 (the “Securities Act”), and Section 21E of the Securities Exchange Act of 1934, as amended (the
“Exchange Act”). 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, including the potential impact of the COVID-19 pandemic on our businesses, operating results, cash flows and/or
financial condition. 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, 2019
and this Quarterly Report on Form 10-Q, and described from time to time in our other filings with the Securities and Exchange Commission (the “SEC”). We do not undertake
any obligation to update forward-looking statements, except to the extent required by applicable law. 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:

• our business may be materially adversely affected by the recent coronavirus (COVID-19)
outbreak;

• we have a history of losses and may not generate sustained positive cash flow sufficient to fund our operations and research and development
programs;

• our need for, and ability to obtain, additional financing when needed on favorable terms, or at
all;

• adverse results in material litigation matters or governmental inquiries, including, without limitation, pending class action and derivative lawsuits which
followed the now settled lawsuit against the Company and its Chairman and Chief Executive Officer by the SEC;

• the risks inherent in developing, obtaining regulatory approvals for and commercializing new, commercially viable and competitive products and
treatments;

• our research and development activities may not result in commercially viable
products;

• that earlier clinical results of effectiveness and safety may not be reproducible or indicative of future
results;

• the success of our relationship with Pfizer in connection with the development of hGH-CTP
(somatrogon);

• that we may fail to obtain regulatory approval for hGH-CTP or successfully commercialize Rayaldee and hGH-
CTP;

• that we may not generate profits or cash flow from our laboratory operations or substantial revenue from Rayaldee and our other pharmaceutical and diagnostic
products;

• that currently available over-the-counter and prescription products, as well as products under development by others, may prove to be as or more effective than
our products for the indications being studied;

• our ability to build a successful pharmaceutical sales and marketing
infrastructure;

• our ability and our distribution and marketing partners’ ability to comply with regulatory requirements regarding the sales, marketing and manufacturing of our
products and product candidates and the operation of our laboratories;

• the performance of our third-party distribution partners, licensees and manufacturers over which we have limited
control;

• our success is dependent on the involvement and continued efforts of our Chairman and Chief Executive
Officer;

• integration challenges for acquired
businesses;

• availability of insurance coverage with respect to material litigation
matters;
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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 consolidated subsidiaries.

Item 1. Financial Statements

The accompanying unaudited Notes to Condensed Consolidated Financial Statements are an integral part of these statements.
6
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OPKO Health, Inc. and Subsidiaries
CONDENSED CONSOLIDATED STATEMENTS OF OPERATIONS

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

 For the three months ended March 31,

 2020  2019

Revenues:    
Revenue from services $ 170,839  $ 178,891
Revenue from products 31,074  25,301
Revenue from transfer of intellectual property and other 9,553  18,259

Total revenues 211,466  222,451
Costs and expenses:    

Cost of service revenue 122,887  129,903
Cost of product revenue 17,371  14,156
Selling, general and administrative 76,132  95,158
Research and development 21,760  36,529
Contingent consideration (860)  4,806
Amortization of intangible assets 14,938  16,562
Asset impairment charges —  655

Total rarar
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employee-related expenses include salaries, benefits and equity-based compensation expense. Other 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
services in accordance with the specific third party contract.

Research and development expense includes costs for in-process research and development projects acquired in asset acquisitions which have not reached technological
feasibility and which have no alternative future use. For in-process research and development projects acquired in business combinations, the in-process research and
development project is capitalized and evaluated for impairment until the development process has been completed. Once the development process has been completed the
asset will be amortized over its remaining estimated useful life.
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NOTE 3 EARNINGS (LOSS) PER SHARE

Basic loss per share is computed by dividing our net loss by the weighted average number of shares of our common stock par value $0.01 per share (“Common Stock”)
outstanding during the period. Shares of Common Stock outstanding under the share lending arrangement entered into in conjunction with the 2025 Notes (as defined in Note
6) are excluded from the calculation of basic and diluted earnings per share because the borrower of the shares is required under the share lending arrangement to refund any
dividends paid on the shares lent. Refer to Note 6. For diluted earnings per share, the dilutive impact of stock options and warrants is determined by applying the “treasury
stock” method. The dilutive impact of the 2033 Senior Notes, the 2023 Convertible Notes and the 2025 Notes (each, as defined herein and as discussed in Note 6) has been
considered using the “if converted” method. For periods in which their effect would be antidilutive, no effect is given to outstanding options, warrants or the potentially
dilutive shares issuable pursuant to the 2033 Senior Notes, the 2023 Convertible Notes and the 2025 Notes in the dilutive computation.

A total of 69,339,603 and 49,702,266 potential shares of Common Stock were excluded from the calculation of diluted net loss per share for the three months ended
March 31, 2020 and 2019, respectively, because their inclusion would be antidilutive. A full presentation of diluted earnings per share has not been provided because the
required adjustments to the numerator and denominator resulted in diluted earnings per share equivalent to basic earnings per share.

During the three months ended March 31, 2020, no Common Stock options or Common Stock warrants to purchase shares of our Common Stock were exercised,
resulting in the issuance of no shares of Common Stock.

During the three months ended March 31, 2019, 24,877 Common Stock options and Common Stock warrants to purchase shares of our Common Stock were exercised,
resulting in the issuance of 19,232 shares of Common Stock. Of the 24,877 Common Stock options and Common Stock warrants exercised, 5,645 shares of Common Stock
were surrendered in lieu of a cash payment via the net exercise feature of the �sur ets.

1
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NOTE 5 INVESTMENTS

Investments

The following table reflects the accounting method, carrying value and underlying equity in net assets of our unconsolidated investments as of March 31, 2020:

(in thousands)     
Investment type  Investment Carrying Value  Underlying Equity in Net Assets

Equity method investments  $ 711  $ 1,427
Variable interest entity, equity method  875  —
Equity securities  8,990   
Equity securities with no readily determinable fair value  35   
Warrants and options  58   
Total carrying value of investments  $ 10,669   

Equity method investments

Our equity method investments consist of investments in Pharmsynthez (ownership 9%), Cocrystal Pharma, Inc. (“COCP”) (5%), Non-Invasive Monitoring Systems,
Inc. (“NIMS”) (1%), Neovasc, Inc. (“Neovasc”) (3%), InCellDx, Inc. (“InCellDx”) (29%), BioCardia, Inc. (“BioCardia”) (3%), and Xenetic Biosciences, Inc. (“Xenetic”)
(3%). The aggregate total assets, liabilities, and net losses of our equity method investees as of and for the three months ended March 31, 2020 were $68.2 million, $38.0
million, and $21.9 million, respectively. We have determined that we and/or our related parties can significantly influence control of our equity method investments through
our board representation and/or voting power. Accordingly, we account for our investment in these entities under the equity method and record our proportionate share of their
losses in Loss from investments in investees in our Condensed Consolidated Statement of Operations. The aggregate value of our equity method investments based on the
quoted market prices of their respective shares of common stock and the number of shares held by us as of March 31, 2020 was $5.4 million.

Equity Securities

Our equity securities consist of investments in Phio Pharmaceuticals (“Phio”) (ownership 0.03%), VBI Vaccines Inc. (“VBI”) (4%), ChromaDex Corporation
(“ChromaDex”) (0.1%), MabVax Therapeutics Holdings, Inc. 
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Warrants and options

In addition to our equity method investments and equity securities, we hold options to purchase 47 thousand additional shares of BioCardia, 33 thousand of which were
vested as of March 31, 2020, and 









Table of Contents

The notes and other debt mature at various dates ranging from 2020 through 2024, bearing variable interest rates from 0.7% up to 3.8%. The weighted average interest
rate on the notes and other debt was 2.7% at both March 31, 2020 and December 31, 2019. The notes are partially secured by our office space in Barcelona.

NOTE 7 ACCUMULATED OTHER COMPREHENSIVE INCOME (LOSS)

For the three months ended March 31, 2020, changes in Accumulated other comprehensive income (loss), net of tax, were as follows:

(In thousands)

Foreign
currency

translation

Balance at December 31, 2019 $ (22,070)
Other comprehensive loss before reclassifications (8,117 )
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 March 31, 2020

(In thousands)
Contingent

consideration

Balance at December 31, 2019 $ 9,683
Change in fair value:  

Included in results of operations (860 )
Balance at March 31, 2020 $ 8,823

The estimated fair values of our financial instruments have been determined by using available market information and what we believe to be appropriate valuation
methodologies. We use the following methods and assumptions in estimating fair value:

Contingent consideration – We estimate the fair value of the contingent consideration utilizing a discounted cash flow model for the expected payments based on
estimated timing and expected revenues. We use several discount rates depending on each type of contingent consideration related to OPKO Diagnostics, CURNA and OPKO
Renal transactions. As of March 31, 2020, of the $8.8 million of contingent consideration, $2.4 million was recorded in Accrued expenses and $6.4 million was recorded in
Other long-term liabilities. As of December 31, 2019, of the $9.7 million of contingent consideration, $2.4 million was recorded in Accrued expenses and $7.3 million was
recorded in Other long-term liabilities.
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its shares in Xenetic in favor of the transactions contemplated by the Assignment Agreement, and a lock-up agreement with Xenetic which restricts OPKO Pharmaceuticals’
sale or transfer of any of the OPKO Transaction Shares as provided therein and as otherwise required by law. The Assignment Agreement and the obligations thereunder took
effect on July 19, 2019, after Xenetic satisfied certain closing conditions, including obtaining stockholder approval and �e
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180 days from the effective date and may be extended under certain circumstances. CMS advised that it suspended payments due to possible overpayments to GeneDx in
connection with reimbursement claims for genetic testing services based on a diagnosis of family history of cancer, which testing CMS has alleged is not covered by Medicare
under the applicable provisions of the Social Security Act on the basis that such testing is not reasonable and necessary for the diagnosis or treatment of illness or injury. On
or around February 3, 2020, we were notified that CMS was lifting the payment suspension. CMS noted, however, that the decision to lift the payment suspension should not
be construed as a positive determination regarding our Medicare billing. There can be no assurance that CMS and other governmental payor programs will not seek to recoup
payments from us, suspend reimbursement or seek overpayment damages from GeneDx.

From time to time, we may receive inquiries, document requests, Civil InK㝐�est rontalprncum e turanecoat cpaat ees oa� 

an be Ơi 
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For research, development and/or commercialization agreements that result in revenues, we identify all material performance obligations, which may include a license to
intellectual property and know-how, and research and development activities. In order to determine the transaction price, in addition to any upfront payment, we estimate the
amount of variable consideration at the outset of the contract either utilizing the expected value or most likely amount method, depending on the facts and circumstances
relative to the contract. We constrain (reduce) our estimates of variable consideration such that it is probable that a significant reversal of previously recognized revenue will
not occur throughout the life of the contract. When determining if variable consideration should be constrained, we consider whether there are factors outside of our control
that could result in a significant reversal of revenue. In making these assessments, we consider the likelihood and magnitude of a potential reversal of revenue. These estimates
are re-assessed each reporting period as required.

Upfront License Fees: If a license to our intellectual property is determined to be functional intellectual property distinct from the other performance obligations
identified in the arrangement, we recognize revenue from nonrefundable, upfront license fees based on the relative value prescribed to the license compared to the total value
of the arrangement. The revenue is recognized when the license is transferred to the customer and the customer is able to use and benefit from the license. For licenses that are
not distinct from other obligations identified in the arrangement, we utilize judgment to assess the nature of the combined performance obligation to determine whether the
combined performance obligation is satisfied over time or at a point in time. If the combined performance obligation is satisfied over time, we apply an appropriate method of
measuring progress for purposes of recognizing revenue from nonrefundable, upfront license fees. We evaluate the measure of progress each reporting period and, if
necessary, adjust the measure of performance and related revenue recognition.

Development and Regulatory Milestone Payments: Depending on facts and circumstances, we may conclude that it is appropriate to include the milestone in the
estimated transaction price or that it is appropriate to fully constrain the milestone. A milestone payment is included in the transaction price in the reporting period that we
conclude that it is probable that recording revenue in the period will not result in a significant reversal in amounts recognized in future periods. We may record revenues from
certain milestones in a reporting period before the milestone is achieved if we conclude that achievement of the milestone is probable and that recognition of revenue related to
the milestone will not result in a significant reversal in amounts recognized in future periods. We record a corresponding contract asset when this conclusion is reached.
Milestone payments that have been fully constrained are not included in the transaction price to date. These milestones remain fully constrained until we conclude that
achievement of the milestone is probable and that recognition of revenue related to the milestone will not result in a significant reversal in amounts recognized in future
periods. We re-evaluate the probability of achievement of such development milestones and any related constraint each reporting period3ach repor�y awill not
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through BioReference and our point-of-care operations. There are no significant 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.
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Cost of revenue. Cost of revenue for the three months ended March 31, 2020 decreased $7.0 million compared to the three months ended March 31, 2019. Cost of
revenue decreased $8.6 million for the three months ended March 31, 2020 due to an overall reduction in clinical and genomic test volumes, and $1.7 million due to cost
reduction initiatives, which resulted in per patient encounter efficiency gains at BioReference, which was partially offset by labor and material costs to launch and produce
COVID-19 testing volumes during the three months ended March 31, 2020.

Selling, general and administrative expenses. Selling, general and administrative expenses for the three months ended March 31, 2020 and 2019 were $52.7 million and
$67.5 million, respectively. The decrease in selling, general and administrative expenses in our diagnostics segment was primarily due to expenses of $10.6 million incurred in
the first quarter of 2019 in connection with certain legal matter�certaificsrter
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reduce the scope of, or eliminate one or more of our clinical trials or research and development programs or possible acquisitions or reduce our marketing or sales efforts or
cease operations.

Additionally, the rapid development and fluidity of the COVID-19 pandemic makes it very difficult to predict its ultimate impact on our business, results of operations
and liquidity. The pandemic pree㌳㌰�1perat
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Item 3. Quantitative and Qualitative Disclosures About Market Risk

In the normal course of doing business, we are exposed to the risks associated with foreign currency exchange rates and changes in interest rates.

Foreign Currency Exchange Rate Risk – We operate globally and, as such, we are subject to foreign exchange risk in our commercial operations as portions of our
revenues are exposed to changes in foreign currency exchange rates, primarily the Chilean Peso, the Mexican Peso, the Euro and the New Israeli Shekel.

Although we do not speculate in the foreign exchange market, we may from time to time manage exposures that arise in the normal course of business related to
fluctuations in foreign currency exchange rates by entering into offsetting positions through the use of foreign exchange forward contracts. Certain firmly committed
transactions may be hedged with foreign exchange forward contracts. As exchange rates change, gains and losses on the exposed transactions are partially offset by gains and
losses related to the hedging contracts. Both the exposed transactions and the hedging contracts are translated and fair valued, respectively, at current spot rates, with gains and
losses included in earnings.

Our derivative activities, which consist of foreign exchange forward contracts, are initiated to economically hedge forecasted cash flows that are exposed to foreign
currency risk. The foreign exchange forward contracts generally require us to exchange local currencies for foreign currencies based on pre-established exchange rates at the
contracts’ maturity dates. As exchange rates change, gains and losses on these contracts are generated based on the change in the exchange rates that are recognized in the
Condensed Consolidated Statements of Operations and offset the impact of the change in exchange rates on the foreign currency cash flows that are hedged. If the
counterparties to the exchange contracts do not fulfill their obligations to deliver the contracted currencies, we could be at risk for currency related fluctuations. Our foreign
exchange forward contracts primarily hedge exchange rates on the Chilean Peso to the U.S. dollar. If Chilean Pesos were to strengthen or weaken in relation to the U.S. dollar,
our loss or gain on hedged foreign currency cash-flows would be offset by the derivative contracts, with a net effect of zero.

We do not engage in trading market risk sensitive instruments or purchasing hedging instruments or “other than trading” instruments that are likely to expose us to
significant market risk, whether interest rate, foreign currency exchange, commodity price, or equity price risk.

Interest Rate Risk – Our exposure to interest rate risk relates to our cash and investments and to our borrowings. We generally maintain an investment portfolio of
money market funds and marketable securities. The securities in our investment portfolio are not leveraged, and are, due to their very short-term nature, subject to minimal
interest rate risk. We currently do not hedge interest rate exposure. Because of the short-term maturities of our investments, we do not believe that a change in market interest
rates would have a significant negative impact on the value of our investment portfolio except for reduced income in a low interest rate environment.

At March 31, 2020, we had cash and cash equivalents of $34.5 million. The weighted average interest rate related to our cash and cash equivalents for the three months
ended March 31, 2020 was less than 1%. As of March 31, 2020, the principal outstanding balances under BioReference’s Credit Agreement with CB and our Chilean and
Spanish lines of credit was $50.2 million in the aggregate at a weighted average interest rate of approximately 4.1%.

Our $3.0 million aggregate principal amount of our 2033 Senior Notes has a fixed interest rate of 3%, our $55.0 million aggregate principal amount of our 2023
Convertible Notes has a fixed interest rate of 5%, and our $200.0 million aggregate principal amount of the 2025 Notes has a fixed interest rate of 4.50%, and therefore are
not subject to fluctuations in market interest rates.

The primary objective of our investment activities is to preserve principal while at the same time maximizing yields without significantly increasing risk. To achieve this
objective, we may invest our excess cash in debt instruments of the U.S. Government and its agencies, bank obligations, repurchase agreements and high-quality corporate
issuers, and money market funds that invest in such debt instruments, and, by policy, restrict our exposure to any single corporate issuer by imposing concentration limits. To
minimize the exposure due to adverse shifts in interest rates, we maintain investments at an average maturity of generally less than three months.
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PART II. OTHER INFORMATION

Item 1. Legal Proceedings

We are, from time to time, party to various legal proceedings arising out of our business. During the reporting period, covered by this Quarterly Report on Form 10-Q,
except as set forth below, there have been no material changes to the description of legal proceedings set forth in our Annual Report on Form 10-K for the year ended
December 31, 2019 (the “Annual Report”). The following should be read in conjunction with the information provided in Part I, Item 3 of our Annual Report.

On April 8, 2019, MabVax Therapeutics Holdings, Inc. filed a lawsuit in the Superior Court of California, County of San Diego against a number of individuals and
entities, including the Company, Dr. Frost, Steven Rubin, the Company’s Executive Vice President-Administration, and an entity affiliated with Dr. Frost, based on the
allegations raised in the SEC Complaint. The lawsuit seeks an award for actual and punitive damages, pre- and post-judgment interest; that the defendants be required to make
full disclosure and accounting of their interests and transactions in plaintiff’s securities; costs of the suit, and reasonable attorney’s fees; and such other legal and equitable
relief as the Court may deem proper under the circumstances. The Company, Dr. Frost, Mr. Rubin and the Frost-affiliated entity filed a motion to quash the complaint for lack
of personal jurisdiction, which has been denied by the court. The Company believes the allegations against the Company, Dr. Frost and Mr. Rubin are without merit and
intends to vigorously defend against the claims.

BioReference was named as a defendant in at least two class action lawsuits against Retrieval-Masters Creditors Bureau, Inc. d/b/a American Medical Colle�Ȁollr 
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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 6, 2020  OPKO Health, Inc.
   

  /s/ Adam Logal
  Adam Logal
  Senior Vice President, Chief Financial Officer,
  Chief Accounting Officer and Treasurer
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Exhibit 31.2

CERTIFICATIONS

I, Adam Logal, 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)e扐� and ts t (e)e扐� amamafand�13a-15(e) e) e) e)A敢倀e扐� amu 15d-15(e)�5
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Exhibit 32.1

Certification Pursuant to Section 906 of the Sarbanes-Oxley Act of 2002

(Subsections (a) and (b) of Section 1350, Chapter 63 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, 2020 (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 6, 2020 /s/ Phillip Frost, M.D.
 Phillip Frost, M.D.
 Chief Executive Officer



 

Exhibit 32.2

Certification Pursuant to Section 906 of the Sarbanes-Oxley Act of 2002

(Subsections (a) and (b) of Section 1350, Chapter 63 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, Adam Logal, 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, 2020 (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 6, 2020 /s/ Adam Logal
 Adam Logal

 
Senior Vice President, Chief Financial Officer
Chief Accounte�


