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Robin Pearn Do you recommend monitoring the pH of oral fluid specimens?  

Nicholas Heger 
Great talk, Dr. Collins!  I’m curious how the route of administration can affect 
oral fluid drug concentration. 

Kim Diehl 
Are there CLIA-waived testing kits available for a POCT environment? Do you 
know the approximate cost? 

Gregory Hobbs 
As regards sample dilution by the buffer in a collection device - how do you 
get reliable results when the dilution varies so much?  Is there value in the 
quantitative result in this matrix? 

jennifer collins Hi Robin, I'm not aware of anyone currently monitoring pH - 

William Bennett 
At some point will there be a standard collection device to remove the 
associated variances? 

Gregory Hobbs What about PT for oral fluid?  Doesn't it really vary with the collection device? 

Henning Proelss 
Can oral fluids be used for fentanyl testing and if so, are there any EIA methods 
available currently?  

Sean Orlowicz 
Great Presentation! Wondering if you have any feedback on the role or 
influence of the oral fluid collection device buffer on the LCMS analysis? Are 
these added components to the matrix helpful or harmful to the LCMS?  

Jennifer Collins 
There are point of collection devices, I'm not sure if any are CLIA-waived.  The 
POCT devices are most often used for law enforcement purposes. 

Debbie Whitehair 
Are there ways in which patients can adulterate their oral fluid sample prior to 
the collection? 
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Jennifer Collins 
The devices will be standardized in terms of performance requirements - that 
will be a result of publication of final SAMHSA guidelines and requirements by 
the FDA regarding drug recovery when they are submitted for clearance 

Tatiana Souslova Is there any validity testing available for oral fluid? 

Robert Buco 

Thanks for an informative introduction to oral fluids as an alternative to Urine.  
You mentioned that FDA requires tests based on oral fluid to go through the 
approval process with the collection device as a single test.  Do you know if 
that is the same requirement for urine? 

Jennifer Collins 
Gregory, there are at least 2 PT programs for OF that I am aware of - they 
currently send the specimens as 'neat' and have the laboratory dilute them 
consistent with their validated methods 

Jennifer Collins 
Sean, great question - the buffers impact both the immunoassays and 
LCMSMS, so as a laboratory you are limited to testing samples collected in 
devices you have validated or as neat samples.  

Jennifer Collins 
Henning, there are no FDA-cleared fentanyl assays, but there are FUO assays 
- I am aware of ELISA methods currently - don't believe I've seen an HEIA 
application 

Jennifer Collins 

Debbie, Oral fluid is more difficult to adulterate â€“ because all collections are 
observed â€“ provided that specimen collectors follow the recommended 
protocol in which the donor is observed - beginning with the recommended 10 
minute â€˜wash outâ€™ period and then throughout the collection process.    

Jennifer Collins 
There are products advertised on the internet describing how to beat oral fluid 
tests - primarily specialized mouthwashes or general detox products.  The 
number of products will increase as oral fluid is used more commonly 

Jennifer Collins 
Regarding validity testing, some practitioners recommend use of IgG or 
Albumin as validity tests, but there is not a consensus as to their value at this 
time. 

Henning Proelss 
You mentioned the problem of widely varying cut-off limits for oral fluid drugs 
depending on the vendor. Do you see standardization of cut-offs in the near 
future?  

Jennifer Collins 
Robert, the FDA does not require submission of a urine immunoassay with a 
collection cup - the oral fluid collectors are different because they can alter the 
sample 

Jeffrey Young 

Do pH or specific gravity assist with the determining sample 
suitability/aldulteration?  If so, I imagine the buffers would alter both, so they 
could only be reliably performed on neat specimens.  Are there other ways to 
look for potential adulteration? 
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Jennifer Collins 

Jeffrey, you are correct that the pH of the buffers will reduce the value of 
monitoring pH of the collected specimen.  As indicated, some labs have some 
validity markers but they were initially designed to make sure that sufficient 
sample was collected.  The development of other markers for OF validity will 
be valuable 

Jennifer Collins Hope I answered everyone's questions - thanks everyone! 

 


