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Item 5.02 – Departure of Directors or Principal Officers; Election of Directors; Appointment of Principal Officers.
 On January 9, 2006, the Company appointed Charles W. Patrick as a member of the Company’s Board of Directors. Mr. Patrick has also been appointed to serve
on the Compensation Committee of the Board. A press release, dated January 9, 2006, announcing Mr. Patrick’s appointment to the Board, is attached as Exhibit
99.1 to this Report and is incorporated by reference herein.
 
Item 7.01 – Regulation FD Disclosure.
 OraQuick® Update
 As previously announced, OraSure Technologies, Inc. (the “Company”) is taking several actions in response to reports that specific clinical sites have recently
experienced increased levels of false positive results using the Company’s OraQuick® ADVANCE™ Rapid HIV-1/2 Antibody Test with oral fluid. It should be
noted that all of these sites continue to use the OraQuick® ADVANCE™ test with either oral fluid or fingerstick whole blood.
 
Immediately after receiving the reports, the Company commenced a scientific and systematic evaluation of each situation. The Company is closely working with
the affected customers, healthcare officials and government agencies, including The Centers for Disease Control and Prevention (“CDC”) and the U.S. Food and
Drug Administration (“FDA”) and is providing information and updates regarding its evaluation on a regular basis to all such parties. The evaluation includes the
collection of test data, an assessment of test procedures, specimen collection and other clinical variables that could affect test results at the sites. The Company is
also conducting a thorough review of its manufacturing processes and all related variables that may affect product performance and quality, and has been
contacting its customers throughout the country to determine if they are experiencing any unexpected results or issues with regard to the performance and
procedures associated with the test.
 
The Company continues to make good progress with its evaluation, and the following is an update on some of the information generated to date.
 
First, the Company has contacted certain state and city health departments, HIV/AIDS service organizations and other public health agencies in 35 states. Of this
total, agencies in eight states, which include the specific sites that have recently reported the unexpected test results, have provided aggregate test data to the
Company. The data indicates that approximately 112,000 oral fluid tests were performed in these states during 2005, with a calculated aggregate specificity of
99.8%. It must be emphasized that these figures reflect only data reported to the Company by the agencies contacted in these states and are based on estimates of
the total number of oral fluid tests performed. This data has not been audited and may not reflect the results of all oral fluid HIV testing in each of these states.
Agencies in many of the other 27 states contacted, from which the Company has not received quantitative performance data, have generally indicated that they
are satisfied with the overall performance of the test and have not experienced an unusual level of false positive results. Based on the data and information
collected to date, the Company believes that the
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OraQuick® ADVANCE™ test, when used with oral fluid, continues to perform overall as expected and in a manner consistent with its FDA-approved label claims.
 
Second, the Company has conducted an analysis into the possible relationship between product performance and particular lots of product used at the customer
sites that reported unexpected results. So far, the Company has found no correlation between the reported false positive issues at these sites and particular lots of
the OraQuick® ADVANCE™ test. For example, within two regions that had certain sites experiencing higher false positive rates, the same lot of product was used
over the same time period by other sites within that region and in other parts of the country and demonstrated performance consistent with its FDA-approved
label claims.
 
Third, the Company has obtained monthly test data from sites within the regions that reported higher levels of false positive results. After reviewing the data for
the testing period of September through November 2005, the Company found that only a few sites within those regions experienced specificity that was
significantly lower than that observed at the other sites in those regions. Excluding the monthly test results from these few sites, the aggregate specificity for the
remaining sites in these regions was consistent with the product’s expected performance and FDA-approved labeling. These findings are suggestive that a site-
dependent factor may be playing a role in the lower specificity observed at these sites and the Company is continuing to evaluate this possibility as part of its
evaluation. These factors could include potential interfering factors, sample collection and testing procedures, or patient specific variables.
 
Finally, the Company is performing several experimental field studies involving the use of the OraQuick® ADVANCE™ test in oral fluid. These studies will focus
on a number of variables that could affect test performance, including lot variation, shelf life, specimen collection and various site-specific factors observed by
the Company during its data collection process. These studies are expected to take several weeks to complete.
 
Item 9.01 – Financial Statements and Exhibits.
 (d) Exhibits
 

Exhibit Number

  

Description

99.1
  

Press Release, dated January 9, 2006, announcing the appointment of Charles W. Patrick to the Board of Directors of OraSure Technologies,
Inc.
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Signatures
 

Pursuant to the requirements of the Securities and Exchange Act of 1934, the Registrant has duly caused this report to be signed on its behalf by the
undersigned, hereunto duly authorized.
 
 
   ORASURE TECHNOLOGIES, INC.

Date: January 10, 2006   By: /S/    JACK E. JERRETT
     Jack E. Jerrett
     Senior Vice President, General Counsel and Secretary
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99.1   Press Release, dated January 9, 2006, announcing the appointment of Charles W. Patrick to the Board of Directors of OraSure Technologies, Inc.
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Exhibit 99.1
 

 
Company Contact:
 
Ronald H. Spair
Chief Financial Officer
610-882-1820
Investorinfo@orasure.com
www.orasure.com
 
 

ORASURE TECHNOLOGIES APPOINTS NEW DIRECTOR
 
 BETHLEHEM, PA. – January 9, 2006 – OraSure Technologies, Inc. (NASDAQ: OSUR), the market leader in oral fluid diagnostics, today announced the
appointment of Charles W. Patrick as a member of the Company’s Board of Directors. Mr. Patrick has been appointed to fill a vacancy on the Company’s Board
and will serve as a Class III Director with an initial term expiring at the Company’s 2006 Annual Meeting of Stockholders.
 
Mr. Patrick has had extensive experience managing high growth diagnostic companies with an emphasis in the areas of sales, marketing and global distribution.
From 1990 to 2000, Mr. Patrick served as Vice President of Sales and Marketing for Biosite Diagnostics and had primary responsibility for developing and
achieving Biosite’s strategic sales and marketing objectives. While at Biosite, Mr. Patrick was instrumental in building the company into a leading provider of
rapid diagnostics for drugs of abuse and cardiac products to hospitals. He also played a key role in establishing Biosite’s initial international sales and distribution
capabilities. Prior to his time at Biosite, Mr. Patrick served as World Wide Group Marketing Manager and held several other sales and marketing positions for the
Diagnostics Division of Abbott Laboratories, from 1978 to 1990. Since 2000, Mr. Patrick has worked as a management consultant, helping diagnostic and
technology companies develop sales, marketing and distribution strategies, and has served as the acting President and CEO for CallNexus, Inc.
 
Mr. Patrick received a B.A. in Communications/Journalism from the University of Central Florida and has served on the Board of Directors of Accumetrics, Inc.
 
“I am extremely pleased to welcome Chuck Patrick to the Board,” said Douglas A. Michels, President and Chief Executive Officer of OraSure Technologies.
“Chuck brings nearly 30 years of diagnostic experience with growth companies to the Board. We believe his experience and past success will strongly support the
achievement of our strategic goals and objectives and enable Chuck to make a substantial contribution to the Company’s future success.”
 

- more -



About OraSure Technologies
 OraSure Technologies develops, manufactures and markets oral fluid specimen collection devices using proprietary oral fluid technologies, diagnostic products
including immunoassays and other in vitro diagnostic tests, and other medical devices. These products are sold in the United States as well as internationally to
various clinical laboratories, hospitals, clinics, community-based organizations and other public health organizations, distributors, government agencies,
physicians’ offices, and commercial and industrial entities.
 
OraSure Technologies is the leading supplier of oral-fluid collection devices and assays to the life insurance industry and public health markets for the detection
of HIV. In addition, the Company supplies oral-fluid testing solutions for drugs of abuse testing. For more information on the Company, please go to
http://www.orasure.com.
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