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dosing; are better able to describe 
trace contaminants in opioid pharma-
ceuticals; and have greater sophis-
tication about our opioid LC-MS/
MS testing methods, as well as more 
knowledge about the methods’ limita-
tions (7–11).

Missing from all this discovery is 
a consensus guideline on laboratory 
best practice for pain management 
UDT with LC-MS/MS. We also need 
certifi ed reference materials (CRM) 
that refl ect the complex mix of free 
and glucuronide compounds in pain 
management specimens. Pain man-
agement UDT would do well to take 
a page from the cardiovascular dis-
ease/cholesterol testing and androgen 
disorders/testosterone analyses play-
books, which revealed that robust 
evaluation of a test’s clinical utility 
depends fi rst on having in place an 
accurate and uniform laboratory test-
ing infrastructure. 

Fortunately, consensus guidelines 
from the Clinical and Laboratory 
Standards Institute and from 
AACC are on the horizon (Clinical 
Laboratory News 2016;43(7):34–8). 
In the November 2016 issue of the 
CLN Focus on Mass Spectrometry, 
Paul Jannetto, PhD, of Mayo Medical 
Laboratories will discuss the AACC 
Laboratory Medicine Practice 
Guidelines specifi cally in the context 
of LC-MS/MS testing.

With all these developments—
decreased reimbursement, progress 
toward analytical standardization and 
best practice, the potential for FDA 

to modify its enforcement discretion 
for laboratory developed tests, and 
rising interest in UDT cost-benefi t 
considerations—pain management 
UDT laboratories need to remain 
nimble and stay informed.

To shine light on this LC-MS/MS 
specialty testing area, we asked experts 
from four laboratories to characterize 
their current operations and provide 
insight into the future of the fi eld. 
They represent the range of settings 
where pain management UDT takes 
place: academic medical centers, phy-
sicians’ offi ce laboratories, full service 
reference laboratories, and specialized 
pain management UDT laboratories. 
This article and supplementary online 
content refl ect our panelists’ thought-
ful responses. We appreciate their 
contributions.

In addition to expert opinion, we 
are eager to hear what CLN readers 
involved with UDT have to say in 
response to the same questions. See 
this article on https://www.aacc.org/
publications/cln to participate in a 
short survey. Results will appear in 
the November issue.

Automation and Workload
We asked our panelists to character-
ize workload and degree of analytical 
automation for the different labora-
tory settings (Table 1). The number 
of samples per day, catchment areas, 
and automation profi les are not 
surprising, but the answers about the 
service mix (% of UDT that is for 
pain management) are of interest. 

The goal of pain management UDT 
is often narrowly characterized as 
detection of non-compliance. But 
chronic opioid prescribing appears to 
have a greater than anticipated risk 
for opioid dependence, overdose, and 
substance abuse (6). If the manner 
(test menu, cutoffs) in which UDT 
is performed is a factor in mitigating 
patient harm from these disorders, 
then recommendations for UDT best 
laboratory practice may of necessity 
draw components from testing for 
substance abuse treatment as well as 
pain management. 

Choosing Analytes for Pain 
Management Panels
We expected diversity in the num-
ber of analytes included in the pain 
management panels offered by each 
laboratory and found that to be true. 
Responses included <10, 10-20, and 
>50. All panelists cited physician 
request as the top reason for includ-
ing analytes, among a choice of physi-
cian requests, menu offered by com-
petitors, literature and expert opinion, 
personnel, reimbursement, or techni-
cal limitations. Many factors play a 
role, such as patient population, noted 
Anthony Okorodudu, PhD of the 
University of Texas Medical Branch. 
Marion Snyder, PhD, of LabSource, 
LLC, and Frederick Strathmann, PhD, 
of ARUP Laboratories, noted that 
their reference laboratories also take 
into account trends in drug abuse, 
which vary widely over time and 
between regions in the U.S.
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