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CLIA 

• Congress established the Clinical Laboratory Improvement 
Amendments (CLIA) in 1988  

• Purpose was to ensure laboratory standards by qualified personnel 
and laboratories 

• Every lab in the U.S. that handles human samples is required to 
obtain a CLIA certification 
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Program Administration 

• U.S. Department of Health and Human Services  
• Food and Drug Administration (FDA) 

• Test categorization 

• CMS 
• Oversees regulations of all clinical laboratories 

• College of American Pathologists (CAP) 
• Independent accreditation agency that performs inspections for CLIA 
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Test Categorization 

• 3 CLIA categories 
• High 

• Moderate 

• Waived 
• Simple laboratory examinations and procedures that have an insignificant risk of an 

erroneous result 
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Types of Waived Tests 

• FDA has a list of analytes that are used in laboratory test systems that 
have been “waived” 

•  Waiver may be granted to 
• Any test listed in the regulation 

• Any test system for which the manufacturer or producer applies for waiver if 
that test meets the statutory criteria and the manufacturer provides 
scientifically valid data verifying that the waiver criteria have been met 

• Test systems cleared by the FDA for home use 

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfClia/analytes
waived.cfm 
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Most Common Waived Tests 

• Urine pregnancy-34% 

• All other tests-20% 

• Blood glucose-18% 

• Urine dipstick-19% 

• Ovulation tests-5% 

• Fecal occult blood-4% 
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How to enroll as a CLIA-waived Laboratory 

1. Complete an application 
• Form CMS-116 

• Available online at https://www.cms.gov/Medicare/CMS-Forms/CMS-
Forms/Downloads/CMS116.pdf 

2. Forward completed application to the address of State Agency for 
Pennsylvania 
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CLIA APPLICATION FOR CERTIFICATION  

1. General information 
2. Type of certificate requested 
3. Type of laboratory 
4. Hours of Laboratory Testing 
5. Multiple Sites 
6. Waived Testing 
7. Skip 
8. Skip 
9. Type of control 
10. Director affiliation with other laboratories 
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General Information 



Type of Certificate Requested 



Type of Laboratory and Testing Times 



Multiple Sites 



CLIA Sites 

• A CLIA certificate Is needed for each site where testing is performed 
unless the site qualifies for one of the exceptions below: 
• Laboratories that move from testing site to testing site 

• Mobile health, health screening fairs, or other temporary testing locations 

• Not-for-profit or Federal, State or local government laboratories that engage 
in limited public health testing 

• Same campus locations (filing under same physical locations) 

 



Waived Testing 



Type of Control and Affiliation 



Sending the Application 



PA State Agency Info 

Pennsylvania Department of Health Bureau of Laboratories 
110 Pickering Way 
Exton, PA 19341  

(610) 280-3464 
Contact: Oyenike Abiola Oladipo, MS, MPH  

www.health.state.pa.us/labs 

 

 

http://www.health.state.pa.us/labs


Initializing Testing 

• After a site applies for a certificate, a fee coupon will be assessed 

• Follow the instructions on the fee coupon for payment 

• After CMS receives payment, the CLIA certificate will be mailed to the 
site 

• Testing may begin once the certificate is received from both CMS and 
PA State Board of Health 

 



CLIA Requirements 

• Enrollment in the CLIA program by obtaining a certificate 

• Certificate (and fee renewal) every two years 

• Mandatory following of manufacturer instructions for the waived tests performed 
at site 

• Notification to State Agency of any changes in ownership, name, address or 
director within 30 days 

• Permit inspections by a CMS agent 

• Laboratory is not subject to a routine survey or inspection  
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Fee Schedule 

• $150 application fee and biennial thereafter 

• PPA will reimburse this fee after CLIA certificate is obtained through 
the Pennsylvania Department of Health and proof submitted to PPA 

• Prior to this, pharmacy must also have someone attend and complete 
the POC testing and have completed the webinar series 

 



Remember the Steps 

• CLIA Waiver 

• Lab License 

• Physician Protocol 



Next Session 

Tuesday, November 6, 8:30-9:30a 

CLIA Waived Equipment 

Presenter: Luke Berenbrok 

Register Now! 

https://bit.ly/2Mmrr7o 
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