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Concerned about the 

fentanyl crisis?

Immunalysis urine HEIA® or SEFRIA™ reagents: the following are for in vitro diagnostic use: 6-AM, amphetamine, barbiturates, benzodiazepines, benzoylecgonine (cocaine metabolite), buprenorphine, 
cannabinoids (THC), EDDP (methadone metabolite), fentanyl (SEFRIA), methamphetamine, opiates, oxycodone, phencyclidine (PCP), and tramadol. Other Immunalysis reagents are for forensic use only. 
© 2018 Immunalysis Corporation. All rights reserved. HEIA and Immunalysis are trademarks of the Alere group of companies. SEFRIA is a trademark of Advanced ImmunoAssays, LLC. MKT51088 REV1 3/18

For in vitro diagnostic use.

Urine SEFRIA™ Fentanyl Drug Screening Kit
• FDA 510(k) cleared for in vitro diagnostic use 

• High sensitivity

• Designed for qualitative testing at 1.0 ng/mL cutoff

• Liquid stable and ready to use; no pouring or reconstitution

• For use on open channel clinical chemistry analyzers
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Relevant tests to combat today’s prescription opioid misuse.

lab equipment are the next major 
condition level de� ciencies. The total 
number of condition de� ciencies 
signi� cantly smaller than standard 
level de� ciencies—CMS cited 878 
(5.1%) of labs surveyed for the 
number one standard level de� ciency 
versus 465 (2.6%) of labs surveyed for 
the top condition level de� ciency.

Comparing Common 
Defi ciencies
Reviewing the de� ciency lists from 
TJC, CAP, COLA, and CMS, com-
mon problems emerge. Laboratories 
can be better prepared for inspec-
tions—and increase their attention to 
essential quality systems—by focusing 
efforts in these areas since so many 
struggle to meet standards.

The most common areas of de� cien-
cies among all the agencies include: 
testing personnel quali� cations and 
competency evaluation, pro� ciency 
testing, method comparisons and ana-
lytical measurement range (AMR) veri-
� cation, and instrument maintenance 
and service visit documentation.

Approved Accreditation Organizations 
for Clinical Laboratories
Laboratories can elect to meet CLIA regulations by following the 
requirements of one of the following laboratory accrediting organizations.

1. Commission on Of� ce Laboratory Accreditation (COLA), www.cola.org 
2. College of American Pathologists (CAP), www.cap.org 
3. The Joint Commission (TJC), www.jointcommission.org 
4. American Association of Blood Banks (AABB), www.aabb.org 
5. American Association for Laboratory Accreditation (A2LA), 

www.a2la.org 
6. American Osteopathic Association, www.osteopathic.org 
7. American Society for Histocompatibility and Immunogenetics 

(ASHI), www.ashi-hla.org 

Laboratories may also be certi� ed directly by the Centers for 
Medicare and Medicaid Services, which contracts with state agencies 
for inspections. Laboratories in the states of New York and 
Washington are exempt under CLIA and meet state requirements that 
are at least as stringent as CLIA.
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