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CLIA Waived vs. Forensic Use Only (FUO): A Deep Dive into Drug Test Designations 

When navigating the world of instant drug testing, you will frequently encounter two specific 
product designations: “CLIA Waived” and “Forensic Use Only” (FUO). Understanding the 
meaning and implications of these two labels is crucial for compliance and ensuring your facility 
uses the appropriate testing devices for its operational context. This detailed breakdown will 
clarify the difference between these designations and how they affect your testing protocols. 

Defining the Designations 

To begin, let’s define the acronyms and terms that form the basis of these designations: 

● CLIA: This stands for the Clinical Laboratory Improvement Amendments. 
● Waived: This refers to the complexity rating assigned to a laboratory test. 
● FUO: This is the acronym for Forensic Use Only. 

While these definitions are straightforward, the underlying regulatory framework is what truly 
distinguishes the two. 
The Foundation: The Clinical Laboratory Improvement Amendments (CLIA) 

The Clinical Laboratory Improvement Amendments were enacted by Congress in 1988 with a 
singular, vital goal: to ensure that any laboratory testing of human specimens provides accurate, 
reliable, and timely patient test results, regardless of where the test is performed. CLIA is 
overseen by two primary federal agencies: the Food and Drug Administration (FDA) and the 
Centers for Medicare & Medicaid Services (CMS).The Role of Test Complexity 

Under the guidance of CLIA, virtually every medical diagnostic device or service is rated based 
on its complexity. This complexity rating is a measure of how easy it is for an individual to: 

1. Collect the specimen (e.g., urine, saliva). 
2. Perform the testing procedure. 
3. Accurately interpret the results. 

The key aim is to minimize the potential for human error. The complexity ratings are tiered, ranging 
from high to moderate to waived.The FDA Clearance Process 

Achieving "CLIA Waived" status begins with the FDA clearance process. When a manufacturer 
submits a test device for review, the FDA assigns an initial complexity rating. While some highly 
innovative or technically complex devices may initially be approved with a "high" or "medium" 
complexity rating, manufacturers often work with the FDA to address specific concerns and 
apply for a lower, preferred complexity rating. 



 

In the instant drug testing space, most devices eventually clear the FDA with a "waived" 
complexity rating. This is largely due to the maturity of the technology and methodology, which 
involves simple collection and clear, visually interpretable results (like reading a line on a dip 
card or cup). 

CLIA Waived: For Medical Purposes 

The designation of CLIA Waived is critical when testing is being performed for medical 
purposes. The application of CLIA regulations, and thus the requirement for a waived test, is 
directly tied to the intended use of the test results. 

Key Implications for CLIA Waived Testing: 

● Defining a "Laboratory": According to CLIA regulations, any facility that performs testing for 
medical purposes—such as in addiction medicine, pain management, or patient 
screening—is legally considered a "laboratory." 

● Certificate of Waiver: These facilities are required to obtain a CLIA Certificate of Waiver 
from the CMS. This certificate signifies that the facility is authorized to perform simple, 
low-risk tests. 

● Test Requirement: A facility operating under a CLIA Certificate of Waiver must exclusively 
use tests that have been officially designated with a "waived" complexity rating. Using a test 
with a higher complexity rating is a violation of federal regulations. 

● Example: A methadone clinic using drug tests to monitor patient compliance as part of a 
therapeutic regimen is performing testing for a medical purpose and must use CLIA Waived 
devices. 

      Forensic Use Only (FUO): For Non-Medical Purposes 

A test device that has not yet completed or received FDA clearance is given the designation of 
Forensic Use Only (FUO). This designation strictly limits the environments and purposes for 
which the device can be legally used. 

Key Implications for FUO Testing: 

● Non-Medical Use Only: FUO tests are explicitly intended for facilities that are testing for 
non-medical, administrative, or criminal justice purposes. 

● Context: The results from an FUO test cannot be used to make diagnostic decisions about a 
patient’s medical condition or treatment. They are typically used only to determine 
compliance with the rules of a non-medical program. 

● Examples: 
○ Criminal Justice: Drug courts, probation, parole, and correctional facilities frequently 

use FUO tests. The test is determining compliance with judicial requirements, not 
diagnosing a medical condition. 

○ Workplace Drug Screening: Many non-DOT (Department of Transportation) 
pre-employment or random employee drug testing programs may utilize FUO tests, 
as the testing is administrative (hiring/retention), not medical. 

● No CLIA Certificate Required: Since the testing is not for medical purposes, facilities using 
only FUO devices are generally exempt from CLIA regulations and do not need to obtain a 
CLIA Certificate of Waiver. 

 
 
 
 
 
 



 
The Practical Difference: Often Minimal, But Important 

 
In the realm of instant drug testing, the physical difference between a CLIA Waived test and an FUO 
test is often virtually nonexistent from a technological standpoint. They often use the exact same 
test strip components and methodology. 

 
The primary distinction lies in the regulatory documentation and the labeling/instructions: 

Feature CLIA Waived Test Forensic Use Only (FUO) 
Test 

Intended Use Medical/Diagnostic purposes 
(e.g., patient monitoring, 
addiction treatment) 

Non-medical, Administrative, 
or Criminal Justice purposes 
(e.g., probation, workplace 
screening) 

FDA Status FDA cleared with a "waived" 
complexity rating 

Not yet FDA cleared, or 
specifically designated for 
forensic use only 

Instruction Language Highly prescriptive to minimize 
error (e.g., "Read results at 5 
minutes.") 

More flexible language (e.g., 
"Read results in 5–10 
minutes.") 

Required Facility Cert Requires a CLIA Certificate of 
Waiver 

Does not require a CLIA 
Certificate of Waiver 

 
The subtle difference in the instructional language—such as a CLIA Waived test mandating results 
be read at 5 minutes versus an FUO test advising results be read in 5–10 minutes—is specifically 
designed by the FDA to remove any ambiguity that could lead to misinterpretation in a medical 
context where diagnostic decisions are being made. 
 
Ultimately, the choice between CLIA Waived and FUO is not about the quality of the test but about 
regulatory compliance based on the setting and the intended use of the test result. Always consult 
with your team or legal counsel to ensure your testing protocol aligns with the appropriate 
designation for your specific facility operations. 
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