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Non-accelerated filer ¨ Smaller reporting company ☐

Emerging growth company ☐

If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any new or revised financial
accounting standards provided pursuant to Section 13(a) of the Exchange Act. ¨

Indicate by check mark whether the registrant is a shell company (as defined in Rule 12b-2 of the Exchange Act):   ☐  YES    ý  NO
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• our ability to maintain reimbursement coverage for our products and services, including Rayaldee and the 4Kscore test;

• failure to timely or accurately bill and collect for our services;

• the information technology systems that we rely on may be subject to unauthorized tampering, cyberattack or other data security or privacy incidents that could
impact our billing processes or disrupt our operations;

• failure to obtain and retain new clients and business partners, or a reduction in tests ordered or specimens submitted by existing clients;

• failure to establish, and perform to, appropriate quality standards to assure that the highest level of quality is observed in the performance of our testing services;

• failure to maintain the security of patient-related information;

• our ability to obtain and maintain intellectual property protection for our products;

• our ability to defend our intellectual property rights with respect to our products;

• our ability to operate our business without infringing the intellectual property rights of others;

• our ability to attract and retain key scientific and management personnel;

• the risk that the carrying value of certain assets may exceed the fair value of the assets causing us to impair goodwill or other intangible assets;

• failure to obtain and maintain regulatory approval outside the U.S.; and

• legal, economic, political, regulatory, currency exchange, and other risks associated with international operations.
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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







Table of Contents

OPKO Health, Inc. and Subsidiaries
CONDENSED CONSOLIDATED STATEMENTS OF COMPREHENSIVE INC

















Table of Contents

over the shorter of their useful lives or the expected term of their related leases. Assets to be disposed of by sale are recognized as held for sale at the lower of carrying value or
fair value less costs to sell.

Impairment of long-lived assets. Long-lived assets, such as property and equipment and assets held for sale, are reviewed for impairment whenever events or changes in
circumstances indicate that the carrying amount of an asset may not be recoverable. Recoverability of assets to be held and used is measured by a comparison of the carrying
amount of an asset to estimated undiscounted future cash flows expected to be generated by the asset. If the carrying amount of an asset exceeds its estimated future cash flows,
then an impairment charge is recognized for the amount by which the carrying amount of the asset exceeds the fair value of the asset.

Income taxes. Income taxes are accounted for under the asset-and-liability method. Deferred tax assets and liabilities are recognized for the future tax consequences
attributable to differences between the financial statement carrying amounts of existing assets and liabilities and the respective tax bases and for operating loss and tax credit
carryforwards. Deferred tax assets and liabilities are measured using enacted tax rates expected to apply to taxable income in the years in which those temporary differences are
expected to be recovered or settled. The effect on deferred tax assets and liabilities of a change in tax rates is recognized in operations in the period that includes the enactment
date. We periodically evaluate the realizability of our
net deferred tax assets. Our tax accruals are analyzed periodically and adjustments are made as events occur to warrant such
adjustment. Valuation allowances on certain U.S. deferred tax assets and non-U.S. deferred tax assets are established, because realization of these tax benefits through future
taxable income does not meet the more-likely-than-not thres�sethe ke o �than-not sy ethe pe is r al  adn deing  arating hroVa aajuseriodart ali re au
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of Operations. Refer to Note 6. For investments classified as equity securities, we record changes in their fair value as Other income (expense) in our Condensed Consolidated
Statement of Operations based on their closing price per share at the end of each reporting period, unless the equity security does not have a readily determinable fair value.
Refer to Note 6.

Pending accounting pronouncements.

In August 2020, the FASB issued ASU No. 2020-06, “Ddo
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NOTE 5 COMPOSITION OF CERTAIN FINANCIAL STATEMENT CAPTIONS

(In thousands)
September 30,

2021
December 31,

2020
Accounts receivable, net:

Accounts receivable $ 257,512 $ 288,369 
Less: allowance for credit losses (2,320) (2,055)

$ 255,192 $ 286,314 
Inventories, net:

Consumable supplies $ 67,978 $ 86,779 
Finished products 40,642 36,831 
Work in-process 2,768 5,268 
Raw materials 6,161 5,784 

Less: inventory reserve (4,688) (2,321)
$ 112,861 $ 132,341 

Other current assets and prepaid expenses:
Taxes recoverable $ 9,680 $ 13,440 
Prepaid expenses 11,890 7,259 
Prepaid insurance 7,630 3,803 
Other receivables 655 2,502 
Other 11,003 5,309 

$ 40,858 $ 32,313 
Intangible assets, net:

Customer relationships $ 450,292 $ 448,751 
Technologies 286,059 296,623 
Trade names 49,783 49,820 
Covenants not to compete 16,324 16,334 
Licenses 5,766 5,766 
Product registrations 7,261 8,025 
Other 6,231 6,513 

Less: accumulated amortization (387,861) (356,830)
$ 433,855 $ 475,002 

Accrued expenses:
Inventory received but not invoiced $ 30,053 $ 72,160 
Commitments and contingencies 20,141 15,454 
Employee benefits 43,242 43,300 
Contract liabilities 3,004 15,783 
Clinical trials 4,993 7,112 
Contingent consideration 487 1,188 
Finance leases short-term 1,809 2,453 
Professional fees 4,889 4,985 
Other 55,308 78,434 

$ 163,926 $ 240,869 
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NOTE 6 INVESTMENTS

Investments

The following table reflects the accounting method, carrying value and underlying equity in net assets of our unconsolidated investments as of September 30, 2021 and
December 31, 2020:

(in thousands) As of September 30, 2021 As of December 31, 2020

Investment type
Investment Carrying

Value
Underlying Equity in

Net Assets
Investment Carrying

Value
Underlying Equity in

Net Assets
Equity method investments $ 727 $ 9,055 $ 426 $ 2,252 
Variable interest entity, equity method 1,023 — 1,060 9 
Equity securities 6,548 14,136 
Equity securities with no readily determinable fair value 3,409 35 
Warrants and options 46 74 
Total carrying value of investments $ 11,753 $ 15,731 

Equity method investments

Our equity method investments consist of investments in Pharmsynthez (ownership 9%), Cocrystal Pharma, Inc. (“COCP”) (3%), Non-Invasive Monitoring Systems, Inc.
(“NIMS”) (1%), Neovasc, Inc. (“Neovasc”) (1%), InCellDx, Inc. (“InCellDx”) (29%), BioCardia, Inc. (“BioCardia”) (1%), Xenetic Biosciences, Inc. (“Xenetic”) (2%), and
LeaderMed Health Group Limited (“LeaderMed”) (47%). The aggregate amount of assets, liabilities, and net losses of our equity method investees as of and for the nine months
ended September 30, 2021 were $236.7 million, $42.1 million, and $49.0 million, respectively. The aggregate amount of assets, liabilities, and net losses of our equity method
investees as of and for the year ended December 31, 2020 were $90.9 million, $28.4 million, and $75.4 million, respectively. We have determined that we and/or our related
parties can signif��
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subsidiaries to incur additional indebtedness or to pay dividends and make certain other distributions to the Company, subject to certain exceptions as specified therein. Failure to
comply with these covenants would constitute an event of default under the A&R Credit Agreement, notwithstanding the ability of BioReference to meet its debt service
obligations. The A&R Credit Agreement also includes various customary remedies for the lenders following an event of default, including the acceleration of repayment
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(In thousands)

Foreign
currency

translation
Balance at December 31, 2020 $ (4,225)

Other comprehensive loss (15,698)
Balance at September 30, 2021 $ (19,923)

NOTE 9 FAIR VALUE MEASUREMENTS

We record fair values at an exit price, representing the amount that would be received to sell an asset or paid to transfer a liability in an orderly transaction between market
participants. As such, fair value is a market-based measurement determined based on assumptions that market participants would use in pricing an asset or liability. We utilize a
three-tier fair value hierarchy, which prioritizes the inputs used in measuring fair value. These tiers are: Level 1, defined as observable inputs such as quoted prices in active
markets; Level 2, defined as inputs other than quoted prices in active markets that are either directly or indirectly observable; and Level 3, defined as unobservable inputs in
which little or no market data exists, therefore requiring an entity to develop its own assumptions.

As of September 30, 2021, we had equity securities (refer to Note 6), forward foreign currency exchange contracts for inventory purchases (refer to Note 10) and
contingent consideration related to the acquisitions of CURNA, OPKO Diagnostics and OPKO Renal that are required to be measured at fair value on a recurring basis. In
addition, in connection with our investment and our consulting agreement with BioCardia, we record the related BioCardia options at fair value as well as the warrants from
COCP, InCellDx, Xenetic and Phio.

Our financial assets and liabilities measured at fair value on a recurring basis are as follows:

 Fair value measurements as of September 30, 2021

(In thousands)

Quoted
prices in

active
markets for

identical
assets

(Level 1)

Significant
other

observable
inputs

(Level 2)

Significant
unobservable

inputs
(Level 3) Total

Assets:
Equity securities $ 6,548 $ — $ — $ 6,548 
Common stock options/warrants — 46 — 46 
Forward contracts — 684 — 684 

Total assets $ 6,548 $ 730 $ — $ 7,278 
Liabilities:

Contingent consideration — — 2,985 2,985 
Total liabilities $ — $ — $ 2,985 $ 2,985 

Fair value measurements as of December 31, 2020

(In thousands)

Quoted
prices in

active
markets for

identical
assets

(Level 1)

Significant
other

observable
inputs

(Level 2)

Significant
unobservable

inputs
(Level 3) Total

Assets:
Equity securities $ 14,136 $ — $ — $ 14,136 
Common stock options/warrants — 74 — 74 

Total assets $ 14,136 $ 74 $ — $ 14,210 
Liabilities:

Forward contracts — 1,040 — 1,040 
Contingent consideration — — 5,695 5,695 

Total liabilities $ — $ 1,040 $ 5,695 $ 6,735 
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The carrying amount and estimated fair value of our 2025 Notes, as well as the applicable fair value hierarchy tiers, are contained in the table below. The fair value of the
2025 Notes is determined using inputs other than quoted prices in active markets that are directly observable.
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which considers historical denial and collection experience and the terms of our contractual arrangements. Adjustments to the allowances, based on actual receipts from the
government payors, are recorded upon settlement.

Client Payors. Client payors include physicians, hospitals, employers, and other institutions for which services are performed on a wholesale basis, and are billed and
recognized as revenue based on negotiated fee schedules. Client payors also include cities, states and companies for which BioReference provides COVID-19 testing services.

Patients. Uninsured patients are billed based on established patient fee schedules or fees negotiated with physicians on behalf of their patients. Insured patients (including
amounts for coinsurance and deductible responsibilities) are billed based on fees negotiated with healthcare insurers. Collection of billings from patients is subject to credit risk
and ability of the patients to pay. Revenues consist of amounts billed net of discounts provided to uninsured patients in accordance with our policies and implicit price
concessions. Implicit price concessions represent differences between amounts billed and the estimated consideration that we expect to receive from patients, which considers
historical collection experience and other factors including current market conditions. Adjustments to the estimated allowances, based on actual receipts from the patients, are
recorded upon settlement.

The complexities and ambiguities of billing, reimbursement regulations and claims processing, as well as considerations unique to Medicare and Medicaid programs,
require us to estimate the potential for retroactive adjustments as an element of variable consideration in the recognition of revenue in the period the related services are rendered.
Actual amounts are adjusted in the period those adjustments become known. For the nine months ended September 30, 2021, positive revenue adjustments due to changes in
estimates of implicit price concessions for performance obligations satisfied in prior periods of $36.0 million were recognized. For the nine months ended September 30, 2020,
revenue reductions due to changes in estimates in implicit price concessions for performance obligations satisfied in prior periods of $1.6 million were recognized. Revenue
adjustments for the nine months ended September 30, 2021 were primarily due to an improvement in COVID-19 test reimbursement estimates.

Third-party payors, including government programs, may decide to deny payment or recoup payments for testing they contend were improperly billed or not medically
necessary, against their coverage determinations, or for which they believe they have otherwise overpaid (including as a result of their own error), and we may be required to
refund payments already received. Our revenues may be subject to retroactive adjustment as a result of these factors among others, including without limitation, differing
interpretations of billing and coding guidance and changes by government agencies and payors in interpretations, requirements, and “conditions of participation” in various
programs. We have processed requests for recoupment from third-party payors in the ordinary course of our business, and it is likely that we will continue to do so in the future.
If a third-party payor denies payment for testing or recoups money from us in a later period, reimbursement for our testing could decline.

As an integral part of our billing compliance program, we periodically assess our billing and coding practices, respond to payor audits on a routine basis, and investigate
reported failures or suspected failures to comply with federal and state healthcare reimbursement requirements, as well as overpayment claims which may arise from time to time
without fault on the part of the Company. We may have an obligation to reimburse Medicare, Medicaid, and third-party payors for overpayments regardless of fault. We have
periodically identified and reported overpayments, reimbursed payors for overpayments and taken appropriate corrective action.

Settlements with third-party payors for retroactive adjustments due to audits, reviews or investigations are also considered variable consideration and are included in the
determination of the estimated transaction price for providing services. These settlements are estimated based on the terms of the payment agreement with the payor,
correspondence from the payor and our historical settlement activity, including an assessment of the probability a significant reversal of cumulative revenue recognized will
occur when the uncertainty is subsequently resolved. Estimated settlements are adjusted in future periods as adjustments become known (that is, new information becomes
available), or as years are settled or are no longer subject to such audits, reviews, and investigations. As of September 30, 2021 and December 31, 2020, we had liabilities of
approximately $10.6 million and $14.9 million, respectively, within Accrued expenses and Other long-term liabilities related to reimbursements for payor overpayments.

The composition of Revenue from services by payor for the three and nine months ended September 30, 2021 and 2020 was as follows:
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(In thousands)
Chargebacks, discounts,

rebates and fees Governmental Returns Total
Balance at December 31, 2020 $ 2,332 $ 5,812 $ 3,593 $ 11,737 
  Provision related to current period sales 10,854 16,013 942 27,809 
  Credits or payments made (11,786) (17,714) (1,309) (30,809)
Balance at September 30, 2021 $ 1,400 $ 4,111 $ 3,226 $ 8,737 

Total gross Rayaldee sales $ 47,099 
Provision for Rayaldee sales allowances and accruals as a percentage of
gross Rayaldee sales 59%

Taxes collected from customers related to revenues from services and revenues from products are excluded from revenues.

Revenue from intellectual property and other

We recognize revenues from the transfer of intellectual property generated through license, development, collaboration and/or commercialization agreements. The terms of
these agreements typically include payment to us for one or more of the following: non-refundable, up-front license fees; development and commercialization milestone
payments; funding of research and/or development activities; and royalties on sales of licensed products. Revenue is recognized upon satisfaction of a performance obligation by
transferring control of a good or service to the customer.

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 1�e. 
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commercial sale in the Nicoya Territory. In addition to termination rights for material breach and bankruptcy, Nicoya is permitted to terminate the Nicoya Agreement after a
specified notice period.

Vifor Fresenius Medical Care Renal Pharma Ltd

In May 2016, EirGen and VFMCRP entered into a Development and License Agreement (the “VFMCRP Agreement”) for the development and commercialization of
Rayaldee (the “Product”) worldwide, except for (i) the U.S., (ii) any country in Central America or South America (including Mexico), (iii) Russia, (iv) China, (v) South Korea,
(vi) Ukraine, (vii) Belorussia, (viii) Azerbaijan, (ix) Kazakhstan, (x) Taiwan (xi) the Middle East, and (xii) all countries of Africa (the “VFMCRP Territory”), as amended. The
license to VFMCRP potentially covers all therapeutic and prophylactic uses of the Product in human patients (the “VFMCRP Field”), provided that initially the license is for the
use of the Product for the treatment or prevention of SHPT related to patients with CKD and vitamin D insufficiency/deficiency (the “VFMCRP Initial Indication”).

Effective May 23, 2021, we entered into an amendment to the VFMCRP Agreement pursuant to which the parties thereto agreed to include Japan as part of the VFMCRP
Territory.

Effective May 5, 2020, we entered into an amendment to the VFMCRP Agreement pursuant to which the parties agreed to exclude Mexico, South Korea, the Middle East
and all of the countries of Africa from the VFMCRP Territory. In addition, the parties agreed to certain amendments to the milestone structure and to reduce minimum royalties
payable. As revised, the Company has received a $3 million payment triggered by the first marketing approval of Rayaldee in Europe and is eligible to receive up to an
additional $17 million in regulatory milestones and $210 million in milestone payments tied to launch, pricing and sales of Rayaldee, and tiered, double-digit royalties.

We plan to share responsibility with VFMCRP for the conduct of trials specified within an agreed-upon development plan, with each company leading certain activities
within the plan. EirGen will lead the manufacturing activities within and outside the VFMCRP Territory and the commercialization activities outside the VFMCRP Territory and
outside the VFMCRP Field in the VFMCRP Territory and VFMCRP will lead the commercialization activities in the VF�� dev�iiiiiindthehein t  tide  �de tion activa r actl�d� ��a-iiii   we entehe VF��iCяt�v riF��iCя
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For the three months ended September 30,
(In thousands) 2021 2020 Change % Change
Revenues

Revenue from services $ 340,163 $ 382,498 $ (42,335) (11)%
Revenue from transfer of intellectual property and other — 10,045 (10,045) (100)%

Total revenues 340,163 392,543 (52,380) (13)%
Costs and expenses:

Cost of revenue 223,195 255,341 (32,146) (13)%
Selling, general and administrative 83,723 78,008 5,715 7 %
Research and development 5,894 4,170 1,724 41 %
Contingent Consideration — 36 (36) (100)%
Amortization of intangible assets 7,695 8,816 (1,121) (13)%

Total costs and expenses 320,507 346,371 (25,864) (7)%
Income from operations 19,656 46,172 (26,516) (57)%

Revenue. Revenue from services for the three months ended September 30, 2021 decreased by approximately $42.3 million compared to the three months ended
September 30, 2020. BioReference recognized a decrease in revenue for the three months ended September 30, 2021 compared to the three months ended September 30, 2020
due to a decrease in COVID-19 testing volume of $92.2 million, which was partially offset by an improvement in COVID-19 test reimbursement of $7.3 million. BioReference
performed 2.2 million diagnostic molecular tests for COVID-19 and 0.2 million serology antibody tests during the three months ended September 30, 2021, which represented
51.7% of total volume for that period. In comparison, the three months ended September 30, 2020 included 3.5 million molecular tests for COVID-19 and 0.3 million serology
antibody tests.

Partially offsetting the decrease in COVID-19 test volumes were increases in clinical test volume and genomic test volume of $1.0 million and $4.6 million, respectively,
and an increase in realized clinical and genomic test reimbursement of $21.0 million and $5.9 million, respectively.

Estimated collection amounts are subject to the complexities and ambiguities of billing, reimbursement regulations and claims processing, as well as considerations unique
to Medicare and Medicaid programs, and require us to consider the potential for retroactive adjustments when estimating variable consideration in the recognition of revenue in
the period the related services are rendered. For the three months ended September 30, 2021 positive revenue adjustments due to changes in estimates of implicit price
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The following table summarizes the components of our research and development expenses:

Research and Development Expenses Three months ended September 30,
 2021 2020
External expenses:

Manufacturing expense for biological products $ 1,305 $ 2,526 
Phase III studies 2,126 2,646 
Post-marketing studies 27 81 
Earlier-stage programs 3,160 3,549 

Research and development employee-related expenses 5,084 5,349 
Other internal research and development expenses 631 2,410 
Third-party grants and funding from collaboration agreements 567 (2,013)

Total research and development expenses $ 12,900 $ 14,548 

The decrease in research and development expenses for the three months ended September 30, 2021 was primarily due to a decrease in research and development expenses
for Somatrogon, a once-weekly human growth hormone injection for which we have partnered with Pfizer and successfully completed a phase 3 study in August 2019. Ongoing
expenses on the Somatrogon program support open label extension studies that will continue until market launch of Somatrogon in certain countries, as well as the preparation of
applications for marketing approvals. Research and development expenses for the pharmaceutical segment for the three months ended September 30, 2021 and 2020 included
equity-based compensation expense of $0.3 million and $0.7 million, respectively.

Contingent consideration. Contingent consideration for the three months ended September 30, 2021 and 2020 was $0.5 million reversal of expense and $1.0 million of
expense, respectively. Contingent consideration for the three months ended September 30, 2021 and 2020 was primarily attributable to changes in assumptions regarding the
timing of achievement of future milestones for OPKO Renal, and potential amounts payable to former stockholders of OPKO Renal in connection therewith, pursuant to our
acquisition agreement in March 2013.

Amortization of intangible assets. Amortization of intangible assets was $4.9 million and $5.1 million, respectively, for the three months ended September 30, 2021 and
2020. Amortization expense reflects the amortization of acquired intangible assets with defined useful lives. Our indefinite lived IPR&D assets will not be amortized until the
underlying development programs are completed. Upon obtaining regulatory approval by the FDA, the IPR&D assets will be accounted for as a finite-lived intangible asset and
amortized on a straight-line basis over its estimated useful life.

Gain on sale of assets. Gain on sale of assets for the three months ended September 30, 2021 was $31.5 million, which related to an agreement between EirGen, our
wholly owned subsidiary, and Horizon Therapeutics plc, to sell one of EirGen’s facilities in Waterford, Ireland for $65 million in cash less certain assumed and accrued
liabilities relating to transferred employees. The facility housed EirGen’s sterile-fill-finish business and was no longer a core component of our ongoing operations and business
strategy.

Corporate

For the three months ended September 30,
(In thousands) 2021 2020 Change % Change
Costs and expenses:

Cost of revenue $ (10) $ (32) $ 22 (69)%
Selling, general and administrative 10,945 10,065 880 9 %
Research and development (488) (225) (263) 117 %

Total costs and expenses 10,447 9,808 639 7 %
Loss from operations (10,447) (9,808) (639) 7 %
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Operating loss for our unallocated corporate operations for the three months ended September 30, 2021 and 2020 was $10.4 million and $9.8 million, respectively, and
principally reflect general and administrative expenses incurred in connection with our corporate operations. Operating loss for our unallocated corporate operations for the three
months ended September 30, 2021 was consistent with the comparable period of 2020.

Other

Interest income. Interest income for the three months ended September 30, 2021 and 2020 was not significant as our cash investment strategy emphasizes the security of
the principal invested and fulfillment of liquidity needs.

Interest expense. Interest expense for the three months ended September 30, 2021 and 2020 was $4.3 million and $5.5 million, respectively. Interest expense was
principally related to interest incurred on the 2025 Notes, the 2023 Convertible Notes, the 2033 Senior Notes, and BioReference’s outstanding debt under the A&R Credit
Agreement.

Fair value changes of derivative instruments, net. Fair value changes of derivative instruments, net for the three months ended September 30, 2021 and 2020, was $1.3
million of income and $0.5 million of expense, respectively. Derivative income for the three months ended September 30, 2021, was principally related to the change in fair
value on foreign currency forward exchange contracts at OPKO Chile.

Other income (expense), net. Other income (expense), net for the three months ended September 30, 2021 and 2020, was $3.4 million of expense and $4.7 million of
income, respectively. Other expense for the three months ended September 30, 2021 primarily consisted of net unrealized losses recognized during the period on our investments
in our equity securities. Other income for the three months ended September 30, 2020 primarily consisted of realized gains recognized during the period on sales of our
investment in VBI.

Income tax benefit (provision). Our income tax provision for the three months ended September 30, 2021 and 2020 was $(2.7) million and $3.2 million, respectively, and
reflects quarterly results using our expected effective tax rate.  For the three months ended September 30, 2021, the tax rate differed from the U.S. federal statutory rate of 21%
primarily due to the relative mix in earnings and losses in the U.S. versus foreign tax jurisdictions, the impact of certain discrete tax events and operating results in tax
jurisdictions which do not result in a tax benefit.

Loss from investments in investees. We have made investments in certain early stage companies that we perceive to have valuable proprietary technology and significant
potential to create value for us as a shareholder or member. We account for these investments under the equity method of accounting, resulting in the recording of our
proportionate share of their losses until our share of their loss exceeds our investment. Until the investees’ technologies are commercialized, if ever, we anticipate they will
report net losses. Loss from investments in investees was $0.1 million and $0.1 million for the three months ended September 30, 2021 and 2020, respectively.

FOR THE NINE MONTHS ENDED SEPTEMBER 30, 2021 AND 2020

Our consolidated income (loss) from operations for the nine months ended September 30, 2021 and 2020 is as follows:
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Research and development expenses. Research and development expenses for the nine months ended September 30, 2021 and 2020 were $43.5 million and $47.2 million,
respectively. Research and development expenses include external and internal expenses, partially offset by third-party grants and funding 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. We track external research and development expenses by individual program for phase 3 clinical trials for drug approval and
premarket approval for diagnostics tests, if any. Internal expenses include employee-related expenses such as 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.

The following table summarizes the components of our research and development expenses:

Research and Development Expenses Nine months ended September 30,
 2021 2020
External expenses:

Manufacturing expense for biological products $ 3,785 $ 5,254 
Phase III studies 7,137 7,985 
Post-marketing studies 54 1,203 
Earlier-stage programs 13,194 11,117 

Research and development employee-related expenses 15,834 16,617 
Other internal research and development expenses 2,948 6,987 
Third-party grants and funding from collaboration agreements 543 (2,013)

Total research and development expenses $ 43,495 $ 47,150 

The decrease in research and development expenses for the nine months ended September 30, 2021 was primarily d�
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termination rights for material breach and bankruptcy, CAMP4 is permitted to terminate the CAMP4 Agreement after a specified notice period.

On June 18, 2021, EirGen and Nicoya entered into the Nicoya Agreement granting Nicoya the exclusive rights for the development and commercialization of the Nicoya
Product in the Nicoya Territory. Extended release calcifediol is marketed in the U.S. under the tradename Rayaldee by OPKO.

EirGen received an initial upfront payment of $5 million and is eligible to receive an additional $5 million upon the first to occur of (A) a certain predetermined milestone,
or (B) the first anniversary of the effective date. EirGen is also eligible to receive up to an additional aggregate amount of $115 million upon the achievement of certain
development, regulatory and sales-based milestones by Nicoya for the Nicoya Product in the Nicoya Territory. EirGen will also receive tiered, double digit royalty payments at
rates in the low double digits on net product sales within the Nicoya Territory and in the Nicoya Field.

In May 2016, EirGen, partnered with VFMCRP through the VFMCRP Agreement for the development and commercializationя�ּזּ�זVF
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The following table provides information as of September 30, 2021, with respect to the amounts and timing of our known contractual obligation payments due by period.

Contractual obligations
(In thousands)

Remaining
three months ending
December 31, 2021 2022 2023 2024 2025 Thereafter Total

Open purchase orders $ 221,546 $ 2,167 $ — $ — $ — $ — $ 223,713 
Operating leases 1,450 10,789 7,239 4,954 2,993 10,654 38,079 
Finance leases 564 1,579 1,020 704 239 5 4,111 
2033 Senior Notes, 2025 and 2023 Convertible
Notes — — 67,882 — 117,661 — 185,543 
Deferred payments 3,750 903 — — — — 4,653 
Mortgages and other debts payable 275 991 795 705 235 188 3,189 
Lines of credit 14,064 — — — — — 14,064 
Interest commitments 2,406 9,389 6,968 6,535 573 — 25,871 
Total $ 244,055 $ 25,818 $ 83,904 $ 12,898 $ 121,701 $ 10,847 $ 499,223 

The preceding table does not include information where the amounts of the obligations are not currently determinable, including the following:

• Contractual obligations in connection with clinical trials, which span over two years, and that depend on patient enrollment. The total amount of expenditures is
dependent on the actual number of patients enrolled and as such, the contracts do not specify the maximum amount  �on dou
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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, and the Euro.

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 September 30, 2021, we had cash and cash equivalents of $148.6 million. The weighted average interest rate related to our cash and cash equivalents for the nine
months ended September 30, 2021 was less than 1%. As of September 30, 2021, the principal outstanding balances under BioReference’s A&R Credit Agreement with CB and
our Chilean and Spanish lines of credit was $14.1 million in the aggregate at a weighted average interest rate of approximately 5.4%.

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, 2020. The following should be read in conjunction with the information provided in Part I, Item 3 of such Annual Report.

    See Note 12 to the interim unaudited condensed consolidated financial statements contained in this Quarterly Report on Form 10-Q for information regarding the status
of other legal proceedings involving the Company, which information is incorporated by reference herein.
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Item 1A. Risk Factors

There have been no material changes to our risk factors as previously disclosed in our Annual Report on Form 10-K for the year ended December 31, 2020.

Item 2. Unregistered Sales of Equity Securities and Use of Proceeds

None.

Item 3. Defaults Upon Senior Securities

None.

Item 4. Mine Safety Disclosures

N

https://www.sec.gov/Archives/edgar/data/0000944809/000094480921000053/a8-kjpmorgancfexb8x30x21.htm
https://www.sec.gov/Archives/edgar/data/0000944809/000094480921000053/a8-kjpmorgancfexb8x30x21.htm
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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: October 28, 2021 OPKO Health, Inc.

/s/ Adam Logal
Adam Logal
Senior Vice President and Chief Financial
Officer
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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 d



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)) 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: October 28, 2021 /s/ Adam Logal
Adam Logal
Senior Vice President and Chief Financial Officer



Exhibit 32.1

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

(Subsections (a) and (b) of Section 1350, Chapter 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 September 30, 2021 (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: October 28, 2021 /s/ Phillip Frost, M.D.
Phillip Frost, M.D.
Chief Executive Officer




