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Explanatory Note

 
The purpose of this Amendment No. 1 (this “Amendment”) to the annual report of OraSure Technologies, Inc. (the “Company”) on Form 10-K for the year
ended December 31, 2019, filed with the Securities and Exchange Commission (“SEC”) on March 2, 2020 (the “Original Form 10-K”), is to amend the report
of KPMG LLP (“KPMG”) on the Company’s consolidated financial statements to change a reference to the date of KPMG’s audit report on the effectiveness
of the Company’s internal control over financial reporting from February 28, 2020 to March 2, 2020. Such change does not affect KPMG’s unqualified
opinion on the Company’s financial statements included in the Original Form 10-K.   An updated consent with the current date is filed herewith as an exhibit
to this Amendment.  Such consent has been corrected to include a sentence related to the adoption of Accounting Standards Update (ASU) No. 2016-02,
Leases, and to include a paragraph related to the exclusion of certain acquired companies from management’s assessment of the effectiveness of internal
control and from KPMG’s audit of internal control over financial reporting.  
 
No other changes have been made to the Original Form 10-K.  This Amendment speaks as of the filing date of the Original Form10-K, does not reflect events
that may have occurred subsequent to the filing date, and does not modify or update in any way disclosures made in the Original Form 10-K, except as set
forth above.  This Amendment should be read in conjunction with the Original Form 10-K and the Company’s other filings made with the SEC subsequent to
the filing of the Original Form 10-K.
 
As required by Rule 12b-15 under the Securities Exchange Act of 1934, as amended, new certifications by the Company’s Chief Executive Officer and Chief
Financial Officer are also filed herewith as exhibits to this Amendment.
 
_____________________________________________________________________________________________

 
REPORT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM

To the Stockholders and Board of Directors
OraSure Technologies, Inc.:
 
Opinion on the Consolidated Financial Statements
 
We have audited the accompanying consolidated balance sheets of OraSure Technologies, Inc. and subsidiaries (the Company) as of December 31, 2019 and
2018, the related consolidated statements of income, comprehensive income, stockholders’ equity, and cash flows for each of the years in the three‑year
period ended December 31, 2019, and the related notes  (collectively, the consolidated financial statements). In our opinion, the consolidated financial
statements present fairly, in all material respects, the financial position of the Company as of December 31, 2019 and 2018, and the results of its operations
and its cash flows for each of the years in the three‑year period ended December 31, 2019, in conformity with U.S. generally accepted accounting principles.

We also have audited, in accordance with the standards of the Public Company Accounting Oversight Board (United States) (PCAOB), the Company’s
internal control over financial reporting as of December 31, 2019, based on criteria established in Internal Control – Integrated Framework (2013) issued by
the Committee of Sponsoring Organizations of the Treadway Commission, and our report dated March 2, 2020 expressed an unqualified opinion on the
effectiveness of the Company’s internal control over financial reporting.

Change in Accounting Principle

As discussed in Note 10 to the consolidated financial statements, the Company has changed its method of accounting for leases as of January 1, 2019 due to
the adoption of Accounting Standards Update No. 2016-02, Leases.
 
Basis for Opinion

These consolidated financial statements are the responsibility of the Company’s management. Our responsibility is to express an opinion on these
consolidated financial statements based on our audits. We are a public accounting
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firm registered with the PCAOB and are required to be independent with respect to the Company in accordance with the U.S. federal securities laws and the
applicable rules and regulations of the Securities and Exchange Commission and the PCAOB.

We conducted our audits in accordance with the standards of the PCAOB. Those standards require that we plan and perform the audit to obtain reasonable
assurance about whether the consolidated financial statements are free of material misstatement, whether due to error or fraud. Our audits included
performing procedures to assess the risks of material misstatement of the consolidated financial statements, whether due to error or fraud, and performing
procedures that respond to those risks. Such procedures included examining, on a test basis, evidence regarding the amounts and disclosures in the
consolidated financial statements. Our audits also included evaluating the accounting principles used and significant estimates made by management, as well
as evaluating the overall presentation of the consolidated financial statements. We believe that our audits provide a reasonable basis for our opinion.

Critical Audit Matters

The critical audit matters communicated below are matters arising from the current period audit of the consolidated financial statements that were
communicated or required to be communicated to the audit committee and that: (1) relate to accounts or disclosures that are material to the consolidated
financial statements and (2) involved our especially challenging, subjective, or complex judgments. The communication of critical audit matters does not alter
in any way our opinion on the consolidated financial statements, taken as a whole, and we are not, by communicating the critical audit matters below,
providing separate opinions on the critical audit matters or on the accounts or disclosures to which they relate.

Assessment of the acquisition-date fair value of developed technology
 As discussed in Note 3 to the consolidated financial statements, the Company acquired a business in January 2019. As a result of this transaction,
the Company acquired a developed technology intangible asset.  The acquisition date fair value of the developed technology was $5.0 million.
The purchase price of the business combination was allocated to the assets acquired and liabilities assumed, in each case based on estimates of
their respective fair values at the acquisition date.  Fair values of intangible assets are estimated using valuation models prepared by the Company
with the assistance of third-party specialists.
We identified the assessment of the acquisition-date fair value of the developed technology for the business acquisition as a critical audit matter.
Assessing the estimated fair value of the developed technology resulted in the application of a high degree of auditor judgment. The revenue
growth rates and the discount rate used to determine the fair value of the developed technology were challenging to evaluate as there was limited
observable market information and minor changes to those assumptions could have a significant effect on the acquisition-date fair value of the
intangible asset.

 The primary procedures we performed to address this critical audit matter included the following. We tested certain internal controls over the
Company’s business combinations process, including controls related to the determination of the fair value of the acquired intangible assets and
the related revenue growth rates and the discount rate. We evaluated the Company’s projected revenue growth rates for the developed technology
by comparing the growth assumptions to historical growth rates of comparable products. We compared the acquired business’ forecasted revenue
growth rates to their actual historical results. In addition, we involved a valuation professional with specialized skill and knowledge, who assisted
in:

 - evaluating the Company’s discount rate, by comparing it against a discount rate range that was independently developed using publicly
available market data; and
 

 - developing an estimate of the developed technology fair value using the Company’s cash flow forecast for the developed technology and an
independently developed discount rate, and compared the results of our estimate to the Company’s fair value estimate.

 
Evaluation of net realizable value adjustments to inventories for excess or obsolescence
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As discussed in Notes 2 and 5 to the consolidated financial statements, the Company has inventories with a carrying value of $23.2 million as of
December 31, 2019. Inventories are stated at the lower of cost or net realizable value, with cost determined on a first-in, first-out basis. The
majority of the inventories are subject to expiration dating, which can be extended in certain circumstances. The Company continually evaluates
quantities on hand and the carrying value of inventories to determine the need for net realizable value adjustments for excess and obsolete
inventories, based on prior experience as well as forecasts of product sales.
We identified the evaluation of net realizable value adjustments to inventories for excess or obsolescence as a critical audit matter. The Company’s
estimates regarding forecasted sales and the resulting inventory consumption and considerations related to the ability to extend inventory
expiration dates result in the application of a high degree of auditor judgment.

 
The primary procedures we performed to address this critical audit matter included the following. We tested certain internal controls over the
Company’s process for determining net realizable value adjustments for inventory excess or obsolescence. We evaluated historic write-off activity
as compared to total inventories.  For a selection of inventory items, we compared the Company’s historic estimates of net realizable value
adjustments for excess and obsolescence to the actual physical inventory disposals to evaluate the Company’s ability to accurately estimate the net
realizable value adjustments.  We evaluated the Company’s ability to forecast sales by comparing prior period sales forecasts to actual results.  In
addition, we selected inventory items from the underlying data used in the Company’s analysis, and evaluated the Company’s determination of net
realizable value adjustments for those items using historic inventory consumption, the expiration date of certain on-hand inventory items and the
ability to extend expiration dates.

/s/ KPMG LLP

We have served as the Company’s auditor since 2002.

Philadelphia, Pennsylvania
March 2, 2020

 
ITEM 15. Exhibits
 
The following exhibits are filed as part of this Amendment.
 
 

Exhibit
Number 

 
Exhibit 

23  Consent of KPMG LLP.
   

31.1  Certification of Stephen S. Tang, Ph.D. required by Rule 13a-14(a) or Rule 15d-14(a) under the Securities Exchange Act of 1934, as amended.
   

31.2  Certification of Roberto Cuca required by Rule 13a-14(a) or Rule 15d-14(a) under the Securities Exchange Act of 1934, as amended.
   

32.1  Certification of Stephen S. Tang, Ph.D. required by Rule 13a-14(b) or Rule 15a-14(b) under the Securities Exchange Act of 1934, as amended,
and 18 U.S.C. Section 1350, as Adopted Pursuant to Section 906 of the Sarbanes-Oxley Act of 2002.

   
32.2  Certification of Roberto Cuca required by Rule 13a-14(b) or Rule 15a-14(b) under the Securities Exchange Act of 1934, as amended, and 18

U.S.C. Section 1350, as Adopted Pursuant to Section 906 of the Sarbanes-Oxley Act of 2002.
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 SIGNATURES

Pursuant to the requirements of Section 13 or 15(d) 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, on March 5, 2020.
 
ORASURE TECHNOLOGIES, INC.
   
By:  /s/ Stephen S. Tang

  
Stephen S. Tang, Ph.D.
President and Chief Executive Officer
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Exhibit 23

Consent of Independent Registered Public Accounting Firm

The Board of Directors
OraSure Technologies, Inc.:

We consent to the incorporation by reference in the registration statements on Form S‑3 (No. 333‑228877) and Form S‑8 (No. 333‑220148, No. 333‑118385,
No. 333‑102235, No. 333‑50340, No. 333‑48662, No. 333‑138814, No. 333‑151077, No. 333‑176315 and No. 333‑198237) of OraSure Technologies, Inc. of
our reports dated March 2, 2020, with respect to the consolidated balance sheets of OraSure Technologies, Inc. as of December 31, 2019 and 2018, and the
related consolidated statements of income, comprehensive income, stockholders’ equity and cash flows for each of the years in the three‑year period ended
December 31, 2019, and the related notes, and the effectiveness of internal control over financial reporting as of December 31, 2019, which reports appear in
the December 31, 2019 annual report on Form 10‑K of OraSure Technologies, Inc.

Our report on the consolidated financial statements refers to a change in the accounting for leases as of January 1, 2019 due to the adoption of Accounting
Standards Update (ASU) No. 2016‑02, Leases.

Our report dated March 2, 2020, on the effectiveness of internal control over financial reporting as of December 31, 2019, contains an explanatory paragraph
that states that the Company acquired CoreBiome, Inc., Novosanis NV, and Diversigen, Inc. (collectively, the “Acquired Companies”) during 2019, and
management excluded from its assessment of the effectiveness of the Company’s internal control over financial reporting as of December 31, 2019, the
Acquired Companies’ internal control over financial reporting associated with 11.7% of total assets and 4.0% of total revenues included in the consolidated
financial statements of the Company as of and for the year ended December 31, 2019. Our audit of internal control over financial reporting of the Company
also excluded an evaluation of the internal control over financial reporting of the Acquired Companies.

/s/ KPMG LLP

Philadelphia, Pennsylvania
March 5, 2020



Exhibit 31.1

Certification
 

I, Stephen S. Tang, Ph.D., certify that:
 
1. I have reviewed this annual report on Form 10-K, as amended by the Amendment No. 1 (the “report”), of OraSure Technologies, 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 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
the entity, 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 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 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:
 
 (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:  March 5, 2020
 

/s/ Stephen S. Tang
Stephen S. Tang, Ph.D.
President and Chief Executive Officer
(Principal Executive Officer)



Exhibit 31.2

Certification
 

I, Roberto Cuca, certify that:
 
1. I have reviewed this annual report on Form 10-K, as amended by the Amendment No. 1 (the “report”), of OraSure Technologies, 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 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 the entity, 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 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 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:
 
 (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:  March 5, 2020
 

/s/ Roberto Cuca
Roberto Cuca
Chief Financial Officer
(Principal Financial Officer)



Exhibit 32.1
 

CERTIFICATION PURSUANT TO 
18 U.S.C. §1350, 

AS ADOPTED PURSUANT TO 
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

In connection with the Amendment No. 1 to the Annual Report of OraSure Technologies, Inc. (the “Company”) on Form 10-K for the year ended December
31, 2019 (as amended, the “Report”) as filed with the Securities and Exchange Commission on the date hereof, I, Stephen S. Tang, Ph.D., President and Chief
Executive Officer of the Company, certify, pursuant to 18 U.S.C. §1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that:

(1) The Report fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934; and
(2) The information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the

Company.
 
/s/ Stephen S. Tang
Stephen S. Tang, Ph.D.
President and Chief Executive Officer
March 5, 2020



Exhibit 32.2
CERTIFICATION PURSUANT TO 

18 U.S.C. §1350, 
AS ADOPTED PURSUANT TO 

SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002
In connection with the Amendment No. 1 to the Annual Report of OraSure Technologies, Inc. (the “Company”) on Form 10-K for the year ended December
31, 2019 (as amended, the “Report”) as filed with the Securities and Exchange Commission on the date hereof, I, Roberto Cuca, Chief Financial Officer of
the Company, certify, pursuant to 18 U.S.C. §1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002, that:

(1) The Report fully complies with the requirements of Section 13(a) or 15(d) of the Securities Exchange Act of 1934; and
(2) The information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the

Company.
 

/s/Roberto Cuca
Roberto Cuca
Chief Financial Officer

March 5, 2020


