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BioReference Health, LLC

• GenPath (Urology). 

• GenPath (Oncology). 

• GenPath (Women s Health). 
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in vitro in vivo

in vitro in vivo

“BARDA Contract”
“BARDA”



SARM 

Oxyntomodulin



Biologics-General 

NGENLA Somatrogon (hGH-CTP)



Factor VIIa-CTP

Early Stage Biologics Pipeline 

  



Active Pharmaceutical Ingredients (APIs)

Commercial Operations
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Multispecific Antibodies and Vaccines
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Clinical Laboratory Operations



Drug Development
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Device Development



Diagnostic Products



Impact of Regulation

State and Federal Security and Privacy Regulations



Anti-Kickback Laws, Physician Self-Referral Laws, False Claims Act, Civil Monetary Penalties



Open Payments Program
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Foreign Corrupt Practices Act

Rayaldee. 

Employees and Labor Relations

Health and Safety



Competitive Pay and Benefits

Inclusion and Diversity

Talent Development

Code of Ethics

Available Information

We have had a history of operating losses and may not be able to achieve profitability in the near future.
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We may require additional funding, which may not be available to us on acceptable terms, or at all.

  



Our research and development activities may not result in commercially viable products.

The results of pre-clinical trials and previous clinical trials for our products may not be predictive of future results, and 
our current and planned clinical trials may not satisfy the requirements of the FDA or other non-U.S. regulatory 
authorities.

We rely on licensing agreements with VFMCRP, Nicoya, and international partners for the international development 
and marketing of Rayaldee. Failure to maintain these license agreements could prevent us from successfully developing 
and commercializing Rayaldee worldwide.
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Our exclusive worldwide agreement with Pfizer is important to our business. If we do not successfully develop 
Somatrogon (hGH- CTP) and/or Pfizer does not successfully commercialize Somatrogon (hGH-CTP ), our business 
could be adversely affected. 

Nicoya’s



Our business is substantially dependent on our ability to achieve regulatory approval for the marketing of Somatrogon 
(hGH-CTP) in pediatric and adult patients and the commercial success of this product.

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

. 

Our business is substantially dependent on our ability to generate profits and cash flow from our laboratory operations. 



Discontinuation or recalls of existing testing products, failure to develop, or acquire, licenses for new or improved 
testing technologies or our clients using new technologies to perform their own tests could adversely affect our business.

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



Our product development activities could be delayed or stopped.



Our inability to meet regulatory quality standards applicable to our manufacturing and quality processes and to address 
quality control issues in a timely manner could delay the production and sale of our products or result in recalls of 
products.

  



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 could adversely affect the results of our operations and adversely impact our 
reputation.

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

If our products are not covered and eligible for reimbursement from government and third party payors, we may not be 
able to generate significant revenue or achieve or sustain profitability.



As we evolve from a company primarily involved in development to a company also involved in commercialization of our 
pharmaceutical and diagnostic products, as well as our laboratory testing services, we may encounter difficulties in 
managing our growth and expanding our operations successfully.

Our success is dependent to a significant degree upon the involvement, efforts and reputation of our Chairman and 
Chief Executive Officer, Phillip Frost, M.D.

  



If we fail to attract and retain key management and scientific personnel, we may be unable to successfully operate our 
business and develop or commercialize our products and product candidates.

Business combinations 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 fail to realize the anticipated benefits of the sale to GeneDx.

If the FDA or other applicable regulatory authorities approve generic products that compete with any of our products or 
product candidates, the sale of our products or product candidates may be adversely affected.
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We rely on third parties to manufacture and supply our pharmaceutical and diagnostic products and product candidates.

Independent clinical investigators and contract research organizations that we engage to conduct our clinical trials may 
not be diligent, careful or timely.

Failure to timely or accurately bill and collect for our services could have a material adverse effect on our revenues and 
our business.



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

  



Healthcare plans have taken steps to control the utilization and reimbursement of healthcare services, including clinical 
test services.

If 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 will rely heavily on licenses from third parties. Failure to comply with the provisions of these licenses could result in 
the loss of our rights under the license agreements.

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.



If we become involved in patent litigation or other proceedings related to a determination of rights, we could incur 
substantial costs and expenses, substantial liability for damages or be required to stop our product development and 
commercialization efforts.

We have faced, and may in the future face, intellectual property infringement claims that could be time-consuming and 
costly to defend, and could result in our loss of significant rights and the assessment of treble damages.

  



We may become subject to product liability claims for our diagnostic tests, clinical trials, pharmaceutical products and 
medical device products.

Adverse results in material litigation matters or governmental inquiries could have a material adverse effect upon our 
business and financial condition.

BioReference’s



The ongoing Russia-Ukraine conflict and the recent escalation of the Israel-Hamas conflict may adversely impact our 
business operations and financial performance.

Our ability to successfully operate our laboratories and develop and commercialize certain of our diagnostic tests and 
LDTs will depend on our ability to maintain required regulatory licensures and comply with all the CLIA requirements.



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.

4Kscore



The terms of approvals and ongoing regulation of our products may limit how we manufacture and market our products 
and product candidates, which could materially impair our ability to generate anticipated revenues.

If we fail to comply with complex and rapidly evolving laws and regulations, we could suffer penalties, be required to 
pay substantial damages or make significant changes to our operations.



Failure to maintain the security of patient-related information or compliance with security requirements could damage 
our reputation with customers, cause us to incur substantial additional costs and become subject to litigation.



Failure to comply with environmental, health and safety laws and regulations, including the Federal Occupational 
Safety and Health Administration Act, the Needlestick Safety and Prevention Act and the Comprehensive Medical Waste 
Management Act, could result in fines and penalties and loss of licensure, and have a material adverse effect upon our 
business.

Our failure or the failure of third-party payors or physicians to comply with ICD-10-CM Code Set, and our failure to 
comply with other emerging electronic transaction standards could adversely impact our business.



Failure to comply with complex federal and state laws and regulations related to submission of claims for clinical 
laboratory services could result in significant monetary damages and penalties and exclusion from the Medicare and 
Medicaid programs.

Changes in regulation and policies, including increasing downward pressure on health care reimbursement, may 
adversely affect reimbursement for diagnostic services and could have a material adverse impact on our business.



Medicare legislation and future legislative or regulatory reform of the health care system may affect our ability to sell 
our products profitably.

Failure to obtain regulatory approval outside the U.S. will prevent us from marketing our products and product 
candidates abroad.



Non-U.S. governments often impose strict price controls, which may adversely affect our future profitability.

Potential political, economic and military instability in the State of Israel, where we have office, laboratory and 
manufacturing operations, may adversely affect our results of operations.

Due to the international scope of our business activities, our results of operations may be significantly affected by 
currency fluctuations.

We may be exposed to liabilities under the Foreign Corrupt Practices Act, and any determination that we violated the 
Foreign Corrupt Practices Act could have a material adverse effect on our business.



We are subject to risks associated with doing business globally.

We have a large amount of goodwill and other intangible assets on our balance sheet that are subject to periodic 
impairment evaluations. 
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The trading prices of our securities may fluctuate significantly. 

Directors, executive officers, principal stockholders and affiliated entities own a substantial amount of our capital stock, 
and they may make decisions that you do not consider to be in the best interests of our stockholders.



A significant short position in our stock could have a substantial impact on the trading price of our stock.

Failure to maintain effective internal controls in accordance with Section 404 of the Sarbanes-Oxley Act, including with 
respect to companies we acquire, could have a material adverse effect on our business and operating results. In addition, 
current and potential stockholders could lose confidence in our financial reporting, which could have a material adverse 
effect on the price of our Common Stock.

Compliance with changing regulations concerning corporate governance and public disclosure may result in additional 
expenses.
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This Annual Report on Form 10-K contains forward-looking statements within the meaning of 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 ), about our expectations, beliefs, 
or intentions regarding our product development efforts, business, financial condition, results of operations, strategies and 
prospects. You can identify forward-looking statements by the fact that these statements do not relate to historical or 
current matters. Rather, forward-looking statements relate to anticipated or expected events, activities, trends or results 
and otherwise reflect our views related thereto only 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 contained in Item 1A  Risk Factors  of this Annual Report on 
Form 10-K. We do not undertake any obligation to update forward-looking statements except as required by applicable 
law. We intend that all forward-looking statements be subject to the safe harbor provisions of PSLRA. 
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For The Years Ended December 31, 2023 and 2022

Diagnostics 



Revenue

Cost of revenue

Selling, general and administrative expenses

Research and development expenses

  



Amortization of intangible assets

Gain on sale of assets

Pharmaceuticals

Revenue from products

Rayaldee Rayaldee

Revenue from transfer of intellectual property and other.

Rayaldee, 

Cost of revenue

Selling, general and administrative expenses

 Rayaldee

  

China’s



Research and development expenses

Contingent consideration

Amortization of intangible assets

Corporate 



Other

Interest income

Interest expense

Fair value changes of derivative instruments, net

Other income (expense), net

Income tax benefit (provision)

Loss from investments in investees

  



For The Years Ended December 31, 2022 and 2021

Diagnostics 

Revenue



Cost of revenue

Selling, general and administrative expenses

Research and development expenses

Amortization of intangible assets

Gain on sale of assets.



Pharmaceuticals

Revenue from products

Revenue from transfer of intellectual property and other. 
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Cost of revenue

Selling, general and administrative expenses

Research and development expenses
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Contingent consideration

Amortization of intangible assets

Gain on sale of assets

Corporate



Other

Interest income

Interest expense

Fair value changes of derivative instruments, net

Other income (expense), net

Income tax benefit (provision)

Loss from investments in investees



plus





Rayaldee
Rayaldee

Rayaldee



Rayaldee

Use of estimates. 

Goodwill and intangible assets. 
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Revenue recognition

Revenue from services. 

Healthcare Insurers. 

Government Payors. 

Client Payors. 

Patients. 



Revenue from products. 
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Revenue from intellectual property. 
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Concentration of credit risk and allowance for doubtful accounts

China’s



Income taxes.

Equity-based compensation. 

Inventories. 

Contingent consideration. 

Accounting standards yet to be adopted



Recently adopted accounting standards









Variable Consideration in Determining Revenue from Services

Description of the 
Matter

How We Addressed 
the Matter in Our 
Audit





The accompanying Notes to Consolidated Financial Statements are an integral part of these statements.



The accompanying Notes to Consolidated Financial Statements are an integral part of these statements.



The accompanying Notes to Consolidated Financial Statements are an integral part of these statements.



The accompanying Notes to Consolidated Financial Statements are an integral part of these statements.



The accompanying Notes to Consolidated Financial Statements are an integral part of these statements.
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OPKO” “Company”  “we”  “us”  “our”



Basis of presentation. 

Principles of consolidation. 

Use of estimates. 

Cash and cash equivalents. 



Inventories. 

Goodwill and intangible assets. 
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Fair value measurements

Contingent consideration

Derivative financial instruments. 

Property, plant and equipment. 

Impairment of long-lived assets. 

Income taxes. 



Revenue recognition
Revenue from Contracts with Customers

Concentration of credit risk and allowance for credit losses



Equity-based compensation. 

Research and development expenses. 

Segment reporting. 

Rayaldee

Shipping and handling costs. 

Foreign currency translation

Variable interest entities. 

Investments. 

  



Accounting standards yet to be adopted

Recently adopted accounting standards



ModeX Acquisition



Investments

Equity method investments 

Equity method investments - Fair value option

ModeX’



Investments in Equity securities

Sales of investments

Warrants and options



Investments in variable interest entities
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Amendment”
 “SOFR Rate”R



Common Stock



Preferred Stock

  



Valuation and Expense Information

Stock Options







Tax Cuts and Jobs Act

  



Unrecognized Tax Benefits

Other Income Tax Disclosures



“NextPlat”

Company’







Revenue from services

Healthcare Insurers. 

Government Payors. 

Client Payors. 



Patients. 

Revenue from products
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Revenue from intellectual property and other
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Biomedical Advanced Research and Development Authority

“BARDA Contract”
“BARDA”

ModeX’

China’



Merck



LeaderMed

CAMP4 Therapeutics



NICOYA Macau Limited
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VFMCRP
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Pfizer Inc.



Other
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Contingent consideration



“notes”



plus



Disclosure Controls and Procedures 

Management s Annual Report on Internal Control Over Financial Reporting 

Changes to the Company s Internal Control Over Financial Reporting 

 , 
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The accompanying Notes to Parent Company Condensed Financial Statements are an integral part of these statements.



The accompanying Notes to Parent Company Condensed Financial Statements are an integral part of these statements.



The accompanying Notes to Parent Company Condensed Financial Statements are an integral part of these statements.



The accompanying Notes to Parent Company Condensed Financial Statements are an integral part of these statements.
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Chairman & Chief Executive Officer Former Lead Independent Director of 
OPKO Health, Inc. Ladenburg Thalmann Financial Services Inc. 

Vice Chairman & Founder & General Partner 
Chief Technical Officer Maximus Capital, LLC 
OPKO Health, Inc. 

Former Chief Executive Officer, Co-Founder and Director 
Vice Chairman & President Pediatrix Medical Group 
OPKO Health, Inc. 

 
 Former Chairman of the Board 

Executive Vice President — Administration Pharos Systems International 
OPKO Health, Inc.

 
 Lead Independent Director, OPKO Health, Inc. 

Chief Innovation Officer Former Chairman, Chief Executive Officer and President 
OPKO Health, Inc.. Continucare Corporation 

Emeriti Professor in Pediatrics Executive Chairman
 University of California in San Diego 

Chief Executive Officer & Chairman of the Board Executive Vice President — Administration 

Vice Chairman & Chief Technical Officer Chief Innovation Officer 

 
Vice Chairman & President Senior Vice President, Chief Financial Officer 

Chief Accounting Officer and Treasurer 

OPKO Health, Inc. OPKO Health, Inc. Common Stock, par value $.01, is listed on 
4400 Biscayne Boulevard the NASDAQ Global Select Market under the symbol “OPK”. 
Miami, FL 33137 
Telephone:  (305) 575-4100 — Stockholders desiring to change the 

name, address, or ownership of stock, report lost certificates, 
or consolidate accounts should contact the Transfer Agent &
Registrar:

Ernst & Young, LLP 
201 South Biscayne Blvd. 
Suite 3000 
Miami, FL 33131 

 Trust Company, LLC 
6201 15th Avenue 
Brooklyn, NY 11219 
Telephone: 800.937.5449 (Domestic) 

718.921.8124 (International)

Annual Report on Form 10-K 
Stockholders may obtain a copy of OPKO Health, Inc.’s Annual Report on Form 10-K for the year ended December 31, 202 , 
including the financial statements and the financial statement schedules, without charge by sending a request in writing to 
Investor Relations at OPKO’s headquarters, 4400 Biscayne Blvd, Miami, Florida 33137

Except for the historical matters contained herein, statements made in this report are forward looking and are made pursuant to 
the safe harbor provisions of the Securities Litigation Reform Act of 1995.  Investors are cautioned that forward looking 
statements involve risks and uncertainties that may affect OPKO’s business and prospects, including economic, competitive, 
governmental, technological, and other factors discussed in this report and in OPKO’s filings with the Securities and 
Exchange Commission, including without limitation, the Annual Report on Form 10-K filed with the SEC on .




