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PURPOSE
All laboratory testing performed on humans in the United States, including research testing under the circumstances described here, is subject to the regulations called the Clinical Laboratory Improvement Amendment (CLIA).  
CLIA regulations require laboratories to be certified. This applies to research labs under some circumstances. The federal Centers for Medicare & Medicaid Services (CMS) are responsible for the CLIA laboratory certification program.  
This document describes the circumstances in which CLIA certification is required for research laboratories, as well as the responsibilities of the researcher, the Human Subjects Division (HSD) and the Institutional Review Board (IRB) related to certification. 
POLICIES 
The University of Washington (UW) expects its researchers to comply with the federal CLIA requirement for certification of research labs, when applicable.  
DESCRIPTION: CLIA
Purpose. Congress passed the Clinical Laboratory Improvement Amendments (CLIA) to ensure the accuracy, reliability, and timeliness of patient test results regardless of where the test is performed. 
The requirements address the path a patient specimen takes as it moves through a lab:
Specimen receiving (pre-analysis)
Testing (analysis)
Result reporting (post-analysis)
CLIA laboratory certification requirement. CLIA applies to, and requires certification of, all facilities that perform any tests on “materials derived from the human body for the purpose of providing information for the diagnosis, prevention, or treatment of any disease or impairment of, or the assessment of the health of, human beings”. 
Applicability to research labs. CLIA certification is not required for “research laboratories that test human specimens but do not report patient specific results for the diagnosis, prevention or treatment of any disease or impairment of, or the assessment of the health of, individual patients.” 
The source of funding for the lab or the research is irrelevant.  That is, CLIA requirements do apply to research studies and laboratories whether or not they are federally funded, if they are performing laboratory tests that meet the criteria described in Section 3.2.
Alternative to CLIA certification. Washington State has a CMS-approved state licensing program for labs which is accepted by CMS in place of CLIA certification. 
Certification process. Information about the certification process (through CLIA or through Washington State) is provided below in Section 5.1.2.
Implementation and enforcement. CLIA is implemented and enforced by the Centers for Medicare & Medicaid Services (CMS), which is part of the federal Department of Health & Human Services (HHS). 
Relationship with FDA approval. Laboratory certification and FDA approval of a lab test are not the same, nor are they a substitute for each other. 
The purpose of the CLIA program is to ensure accurate and reliable test results. 
The purpose of the FDA approval program is to ensure that laboratory tests involving FDA-regulated devices or biologics are reasonably safe and effective. 
The two agencies’ regulatory schemes are different in focus, scope and purpose, but they are intended to be complementary. 
RESPONSIBILITIES
Researchers are responsible for complying with the CLIA requirements, when applicable:
Deciding whether their laboratories require certification
Obtaining and maintaining certification, as necessary
The Human Subjects Division (HSD) is responsible for ensuring that researchers are aware of the CLIA certification requirement. 
HSD is not responsible for:
Interpretation of CLIA regulations and requirements
Enforcement of CLIA compliance 
Determining whether a specific research laboratory must be certified
The UW Institutional Review Board (IRB) does not play any role in the implementation and enforcement of CLIA requirements at the UW.  
IRB approval is not conditional upon obtaining CLIA certification, even when CLIA certification is required. 
However, the IRB carefully considers all aspects of a researcher’s plan to return specific research laboratory results to individual research subjects before granting IRB approval for the plan. This includes consideration of the two issues underlying the CLIA regulations:
Information about the validity and reliability of the analysis.
Information about the provisions to ensuring that the correct results will be returned to the correct individual.
PROCEDURES
Researcher procedures
CLIA applicability. Researchers determine the applicability of CLIA to their labs. This is best done by referring to the information provided by CMS at the CLIA website:
http://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA/index.html 
Lab certification. When necessary, researchers obtain certification of their labs through one of the following:
The CLIA program. See:
http://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA/How_to_Apply_for_a_CLIA_Certificate_International_Laboratories.html 
The Washington State laboratory licensing program (through the State Department of Health). See:
http://www.doh.wa.gov/LicensesPermitsandCertificates/FacilitiesNewReneworUpdate/LaboratoryQualityAssurance.aspx 
HSD procedures HSD ensures that researchers are informed about the possible applicability of CLIA requirements by:
Publicly posting this document on the HSD website, and 
Referring to CLIA certification in appropriate IRB application forms. 
MATERIALS
None
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