
 
 

December 119, 2006
 
TO:      AIDS Directors
 
FR:      Julie Scofield and Chris Aldridge
 
RE:     False Positive Clusters Reported with OraQuick® ADVANCE™
   
Recently, there has been a flurry of media reports regarding a cluster of false positive results from use of OraQuick® ADVANCE™ with oral fluid in San Francisco and New York, accompanied by reports of possible similar experiences in a couple of other jurisdictions. Both CDC and OraSure are investigating these incidents.  In general, these reports are isolated, and this has not been a consistent phenomenon across jurisdictions.  
 

At this time, even with the clusters of false positives, the test is still performing within the parameters defined by FDA.  There is no indication that jurisdictions should not continue using the test as it has been approved.  The specificity of the test is slightly lower when used with oral fluid, so some additional false positives were expected, and given that OraQuick® ADVANCE™ is a screening test, confirmation of results is important.  NASTAD encourages jurisdictions to continue working with their public health laboratories to ensure that the test is being used at sites according to FDA approved product labeling and that measures are in place to assure the quality of testing remains high.  Health departments should follow-up on any discordant results received and unusual issues should be discussed with OraSure and CDC for additional investigation.  

On December 16, CDC released the MMWR Dispatch Supplemental Testing for Confirmation of Reactive Oral Fluid Rapid HIV Antibody Tests (attached).  This Dispatch acknowledges the issue and confirms what is stated above.  It should also be noted that additional media reports are possible, and AIDS programs may be contacted for information.  NASTAD has heard the concerns of one jurisdiction regarding a lack of understanding of testing issues, and rapid testing in particular, on behalf of the media.  The jurisdiction expressed concern that information in the media is impacting public confidence in their testing program.  Caution is urged when speaking with the media to ensure they appropriately represent your program.     
If you have any questions regarding this issue, please contact Chris Aldridge.        
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Notice:  This email message, together with any attachments, contains information of the National Alliance of State and Territorial AIDS Directors (NASTAD) that may be confidential, proprietary, copyrighted and/or legally privileged and is intended solely for the use of the individual or entity named in this message.  If you believe you are not the intended recipient and that you have received this message in error, please immediately return this by email then delete it.  Thank you.
 

