Clinical Laboratory Improvement Amendments (CLIA) of 1988

OVERVIEW
The Clinical Laboratory Improvement Amendments of 1988 (CLIA) are the regulations for clinical laboratory testing.  The regulations are established to ensure that all patient test results are accurate and reliable.  CLIA is a federal program governed by the Centers for Medicare & Medicaid Services (CMS); however, the CLIA program is administered at the state level by the Louisiana Department of Health and Hospitals Health Standard’s Section.  
CLIA regulations apply to testing performed in any type of facility with or without a conventional laboratory.  CLIA requires all facilities that perform 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” to comply with the federal regulations.  If a facility performs tests for these purposes, it is considered to be a laboratory according to the definition by CLIA, and must obtain and maintain CLIA certification.  
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How to Apply for a CLIA Certificate

To obtain CLIA certification for laboratory testing in the state of Louisiana, you must complete the CLINICAL LABORATORY IMPROVEMENT AMENDMENTS (CLIA) APPLICATION FOR CERTIFICATION, Form CMS-116 along with the List of Tests Performed in the Facility.  Both forms are required in order to approve your facility for testing.

Follow the instructions provided with the application in completing the requested information.  All requested information must be submitted for the application to be processed.  The specific sections of the application which must be completed are indicated next to the Type of Certificate Requested on the bottom of page one of the application. 

The Type of Certificate Requested is determined by the specific testing you perform.  The link provided will assist you in determining the specific certificate required based on the testing you perform.  Once you have determined your test menu, indicate the specific certificate type on the bottom of page one.

If you are applying for a Certificate of Provider Performed Microscopy Procedures (PPM), Certificate of Compliance, or a Certificate of Accreditation, you must submit documentation of the qualifications of the Laboratory Director along with the application and the List of Tests.

Once the information is complete you may submit via email to staci.glueck@la.gov, by fax to (225) 342-0157, or mail to CLIA Laboratory Program, 500 Laurel Street, Suite 100, Baton Rouge, LA  70801.


Types of CLIA Certificates

There are five different CLIA certificate types which all are effective for a period of two years.  Except for the Certificate of Compliance and Certificate of Accreditation, renewal of each certificate is accomplished by payment of the certificate fees.  Renewal of a Certificate of Compliance and a Certificate of Accreditation is preceded by an inspection as well as the payment of fees.  The issuance of the CLIA Fees for renewal is an automated process with no action required on the part of the laboratory. 

Certificate of Waiver 

The Certificate of Waiver is issued to a laboratory to perform only waived tests.  This certificate does not waive you from all CLIA requirements.  

Waived tests are laboratory tests that are simple and easy to perform.  The risk of error in performance of this testing is low.  An example of a waived test is a finger-stick glucose using a glucometer.  

The List of Waived Tests will assist you with selecting specific tests and completing the application.

There is no routine inspections conducted for Certificate of Waiver laboratories; however, as of April 2002 on-site visits are conducted each year for 2% of laboratories with a Certificate of Waiver to encourage quality laboratory testing.  Although this is a relatively small percentage of laboratories, all laboratories maintaining a Certificate of Waiver are eligible for an on-site visit.

Certificate for Provider-Performed Microscopy Procedures (PPM) 

The Certificate of PPM is issued to a laboratory in which a physician, midlevel practitioner or dentist performs limited tests that require microscopic examination.  PPM tests are considered moderate complexity; therefore, the CLIA regulations for moderate complexity testing apply.  An example of a PPM test is a wet prep.

The List of PPM Tests will assist you with selecting specific tests and completing the application.

Waived tests can also be performed under this certificate type. 

There are no routine inspections conducted for Certificate of PPM laboratories.

Certificate of Registration 

The Certificate of Registration is the certificate that is initially issued to a laboratory that has applied for a Certificate of Compliance or a Certificate of Accreditation.  This certificate enables the laboratory to conduct moderate and/or high complexity laboratory testing until the survey is performed and the laboratory found to be in compliance with the CLIA regulations. 

The Certificate of Registration includes PPM and waived testing as well as all moderate and high complexity testing.

Inspections are required for all Certificate of Registration laboratories.  The inspection will be conducted between 90 days and 12 months after the effective date of the certificate in order to permit observation of actual testing during the survey.

Certificate of Compliance 

The Certificate of Compliance is the certificate that allows the laboratory to conduct moderate and/or high complexity testing.  This certificate is issued to a laboratory after an inspection that finds the laboratory to be in compliance with all applicable CLIA requirements. 

The Certificate of Compliance includes PPM and waived testing as well as all moderate and high complexity testing.

Inspections are required for all Certificate of Compliance laboratories.  Inspections for Certificate of Compliance laboratories in Louisiana are conducted by Louisiana Department of Health and Hospitals state agency surveyors.  Inspections for recertification of laboratories are conducted 6 – 12 months prior to the expiration date of the certificate.

Certificate of Accreditation 

The Certificate of Accreditation is the certificate that allows the laboratory to conduct moderate and/or high complexity testing.  This certificate is issued to a laboratory after an inspection that finds the laboratory to be in compliance with all applicable CLIA requirements. The laboratory must select a specific accreditation organization and indicate this choice on the CLIA application.  Once the facility is enrolled with the organization, proof of enrollment should be forwarded to the Louisiana CLIA Program.

The Certificate of Accreditation includes PPM and waived testing as well as all moderate and high complexity testing.

Inspections are required for all Certificate of Accreditation laboratories.  The inspection is conducted by inspectors from the accreditation organization to which you applied.  Inspections are conducted according to the protocol of the specific accreditation organization.




Laboratory Director Qualifications

Certificate of Waiver

There are no personnel requirements for a Certificate of Waiver.  The laboratory can designate any individual from their facility to be the Laboratory Director who is responsible for the oversight of waived testing.  Therefore, there is no additional documentation required to be submitted for this individual.

Certificate of Provider Performed Microscopy Procedures (PPM)

The Laboratory Director for PPM testing must be a physician, midlevel practitioner or dentist licensed in the state of Louisiana.  If applying for initial certification or changing the Laboratory Director of a Certification of PPM, you must submit documentation of the qualifications of the individual.  Information to be submitted with the application or request for change includes:

· A copy of the current Louisiana state license**
· A copy of the diploma or transcripts from an accredited institution
· A copy of an equivalency evaluation of education on individuals who attended foreign schools

Certificate of Compliance and Certificate of Accreditation

The qualifications of the Laboratory Director for a Certificate of Compliance or a Certificate of Accreditation will be different for moderate complexity testing versus high complexity testing.  

For moderate complexity testing the laboratory must have a Laboratory Director who meets the qualification requirements of §493.1405.

For high complexity testing the laboratory must have a Laboratory Director who meets the qualification requirements of §493.1443.

If applying for initial certification or changing the Laboratory Director of a Certification of Compliance, you must submit documentation of the qualifications of the individual.  Only upon initial application for a Certificate of Accreditation must the qualifications of the laboratory director be provided to CLIA.  Information to be submitted with the application or request for change includes:

· A copy of the current Louisiana state license**
· A copy of the diploma or transcripts from an accredited institution
· A copy of an equivalency evaluation of education on individuals who attended foreign schools
· A copy of credentials (i.e. board certification from CMS approved boards)
· Documentation of Laboratory Experience

**CMS does not accept a copy of an on-line verification of state license.  A copy of the actual license MUST be submitted.


CLIA Fees

The fees for CLIA certification are administered and managed by the Centers for Medicare & Medicaid Services (CMS.)  The Louisiana state agency does not have the authority to accept CLIA fees.  

Do not submit fees with an initial application.  Until the initial CLIA application is processed, there are no fees due.  Once the initial application has been processed, CMS will send a fee coupon to the laboratory with the specific amount owed.  The CLIA fees will be based on the type of certificate.

CMS does not have the capability of accepting electronic payment or credit card transactions.  You must follow the instructions provided on the fee coupon and submit a check made to CLIA LABORATORY PROGRAM.  Write the CLIA Identification Number on the check and mail to:

CLIA LABORATORY PROGRAM
PO BOX 530882
Atlanta, GA  30353-0882


Certificate of Waiver

The Certificate of Waiver is $150.00 for a two year certificate cycle.  The renewal for a Certificate of Waiver is sent to the facility six months prior to the expiration date of the certificate.

Certificate of Provider Performed Microscopy Procedures (PPM)

The Certificate of PPM is $200.00 for a two year certificate cycle.  The renewal for a Certificate of PPM is sent to the facility six months prior to the expiration date of the certificate.

Certificate of Compliance

Fees for a Certificate of Compliance are divided into two separate fees:  the Compliance Fee and the Certificate Fee.  The Compliance Fee is sent to the laboratory 1 year prior to the expiration date of the CLIA certificate.  This fee is assessed for the biennial survey that is conducted.  Once the survey is completed and the laboratory is recommended for recertification, the Certificate Fee is generated to pay for the certificate for the next cycle.  The amount of each fee is dependent on the annual volume of testing performed by the laboratory.  The amounts of both the compliance and certificate fees are depicted in the Table of Compliance Fees according to testing volumes performed.

Certificate of Accreditation

A Certificate of Accreditation is assessed two different fees; however, both fees are billed at the same time. The fees are generated 6 months prior to the expiration date of the certificate.  The Certificate Fee is based on the volume of testing performed and equates to the same as those applied for a Certificate of Compliance.  There is no Compliance Fee as these laboratories are not routinely surveyed by the state agency; however, for accreditation laboratories a 5% validation fee is charged.  The amounts of both the validation and certificate fees are depicted in the Table of Accreditation Fees according to testing volumes performed.


 
Proficiency Testing

Proficiency Testing or PT is the testing of unknown samples sent to the laboratory by a CMS approved PT program.  The laboratory must test the samples in the same manner as patient specimens are tested, and report the results of the unknown samples back to the PT program for grading.  The PT company grades the results of the testing and scores of this testing are returned to the laboratory and forwarded to CMS as well.  CMS and accreditation organizations routinely monitor their laboratories’ performance through the review of PT scores.

Proficiency testing is NOT required for waived testing; however, it can be used by waived labs as an indication of accuracy of testing.  

Proficiency testing is required for non-waived testing; however, it is required only for regulated analytes.  The regulated analytes are listed in subpart I of the regulations.  If your laboratory performs any of the tests found in subpart I, you MUST enroll in a CMS approved PT program for each test performed.

If your laboratory performs non-waived testing other than the regulated analytes listed in subpart I, you are not required to enroll in proficiency testing.  However, you must still verify the accuracy of this testing at least twice annually.  You may use proficiency testing to satisfy this requirement; however, proficiency testing is not required.  The laboratory is allowed to develop their own procedures (e.g., blind testing of materials with known values, other external assessment programs, split samples with another laboratory instrument or method, comparison with Kodachrome slides from a reference source, etc) for evaluation of accuracy on non-regulated analytes.


Accreditation Organizations

All laboratories that apply for a Certificate of Accreditation must also apply with one of the CMS approved accreditation organizations.  Following is a list of the Accreditation Organizations along with their contact information:
 
AABB 
8101 Glenbrook Road 
Bethesda, Maryland 20814-2749 Government Relations 
(301) 907-6977 

American Osteopathic Association 
142 East Ontario Street 
Chicago, Illinois 60611 
(312) 202-8070 

American Society for Histocompatibility and Immunogenetics 
15000 Commerce Parkway, Suite C 
Mt. Laurel, New Jersey 08054 
(856) 642-4415 

College of American Pathologists 
325 Waukegan Road 
Northfield, Illinois 60093-2750 
1-800-323-4040 

COLA 
9881 Broken Land Parkway, Suite 200 
Columbia, Maryland 21046-1195 
(410) 381-6581 

Joint Commission 
One Renaissance Boulevard 
Oakbrook Terrace, Illinois 60181 
(630) 792-5000

All laboratories applying for a Certificate of Accreditation must provide evidence of accreditation or evidence of application for accreditation with an accrediting organization within 11 months after receipt of the Certificate of Registration.


CLIA Regulations

The CLIA regulations can be found in the Code of Federal Regulations in volume 42 part 493.  An on-line version of the most current regulations can be accessed from the Centers for Disease Control and Prevention (CDC) website.  The regulations provide all the requirements for laboratories to perform testing.


Interpretive Guidelines for Laboratories

The interpretive guidelines were established to clarify and/or explain the Federal requirements for laboratories.  The interpretive guidelines provide a copy of the specific regulation followed by an interpretation or explanation of the CMS requirement.  Additional information is provided at many regulations to facilitate a better understanding of the requirements.  The interpretive guidelines are useful as a tool for obtaining and maintaining compliance. 


How to Make Changes to Your CLIA Certificate

All changes made to the information for your CLIA must be submitted within 30 days of the change to the Louisiana CLIA Program.  All changes must be submitted in writing.  

For changes in the demographic information you should complete the CLIA Demographic Change Form.

For a change in certificate type you must complete the CLINICAL LABORATORY IMPROVEMENT AMENDMENTS (CLIA) APPLICATION FOR CERTIFICATION marked for a change in certificate type.  Make sure you follow instructions to complete and submit all the requested information.

For a change of ownership you must complete the Change of Ownership Packet.    Make sure you follow instructions to complete and submit all the requested information.

For laboratories with multiple sites, you should complete the CLIA Multiple Sites Form for adding and deleting sites from your certificate.

For termination of a CLIA certificate there is not a specific form to complete.  To terminate a CLIA certificate you should submit the specific information in writing.  The request should include the specific CLIA Identification Number, the reason for termination, and the effective date of the termination.

For any other change you should contact the state CLIA Program at staci.glueck@la.gov or (225) 342-9324.

Once the information is complete you may submit via email to staci.glueck@la.gov, by fax to (225) 342-0157, or mail to CLIA Laboratory Program, 500 Laurel Street, Suite 100, Baton Rouge, LA  70801.

NOTE:  CMS does not automatically issue new CLIA certificates when changes are made to the information for your CLIA certificate.  However, documentation is sent to the laboratory from the state via email, fax, or mail as verification of the updates made. 



How to Complete a Change of Ownership (CHOW) for CLIA

A CHOW packet for CLIA is independent of any change of ownership notification to other programs within the Health Standards Section and must be completed.

For your information, CMS considers the following scenarios changes of ownership:
1. The formation, removal, addition or substitution of a partner,
2. Transfer of title and property to another party;
3. The merger of the provider corporation into another corporation or the consolidation of two or more corporations, resulting in the creation of a new corporation; (transfer of corporate stock or the merger of another corporation into the provider corporation does not constitute change of ownership);
4. The lease of all or part of a provider facility;
5. A change in Federal Tax Identification Number.

If your laboratory meets one of the scenarios listed, please complete and/or submit the following:

1. CLINICAL LABORATORY IMPROVEMENT AMENDMENTS (CLIA) APPLICATION FOR CERTIFICATION:  With a CHOW the new laboratory owners will keep the same CLIA Identification Number and update the information to that of the new owners.  Complete the CLIA application following the instructions provided with the new owner’s information.

2. Disclosure of Ownership Form:  The Disclosure of Ownership form should be completed with the updated information for the new laboratory owners.

3. A copy of the executed contract governing the CHOW, i.e., Bill of Sale, Articles of Organization, Lease Agreement, Contract of Employment, etc.  The executed contract must demonstrate that the CLIA certificate has been legally transferred from the old owners to the new in order for the CHOW packet to be processed.   

Once the information is complete you may submit via email to staci.glueck@la.gov, by fax to (225) 342-0157, or mail to CLIA Laboratory Program, 500 Laurel Street, Suite 100, Baton Rouge, LA  70801.


Survey Information Packet for Certificate of Compliance Surveys

All facilities that hold a Certificate of Compliance in the state of Louisiana are subject to on-site inspections conducted by the Department of Health & Hospitals Health Standards Section CLIA Program inspectors.  This Survey Information Packet will provide you with the information you need to prepare for your upcoming survey.

Surveys are generally announced; however, CMS does not allow more than a two week notification of the survey.  You will be contacted with the exact survey date of your survey by the specific inspector.

We encourage you and your staff to familiarize yourselves with Appendix C, Survey Procedures and Interpretive Guidelines for Laboratories and Laboratory Services.  This document will outline the CLIA survey process.

In order to facilitate the survey process we request that you complete and sign the following forms:

1. Disclosure of Ownership Form 

2. Form CMS-209 (Personnel) – sign and date the original 209 and use the photocopy to list your personnel.  

3. TASK 1&3 Form - Compile a list of tests and specialties performed in the laboratory.  Also include the annual test volume (test count) for each test listed.  

4. CLINICAL LABORATORY IMPROVEMENT AMENDMENTS (CLIA) APPLICATION FOR CERTIFICATION - Complete the Application with the current information for your laboratory.  

Complete and maintain these forms onsite until the time of survey unless the surveyor for your laboratory requests them to be returned ahead of time.

Additionally, on the date of survey you should be able to produce the following materials/information as specified by CLIA regulations at Section 493.1777( c ):

1. Laboratory policies and procedures

2. Test procedures manual
a) Procedures for all test performed
b) New procedures
c) Package inserts
d) Client manual (where applicable)

3. Laboratory accession log (daily patient testing log or a listing of test procedures by patient, performed on a daily basis)

4. Personnel records including training documents, certificates, degrees, CE, verification of education, documentation of experience and employee evaluations.

5. Quality control records including remedial action information

6. Proficiency testing (PT)  records to include:  evaluation reports; test records which document the manner in which PT material was handled including direct instrument printouts, test logs, etc.; and copies of PT report forms which document PT results and the signed attestation statement.

7. Safety information

8. Instrument maintenance records and repair information

9. Quality assessment (QA) plan and documentation of the monitoring and evaluation processes conducted.

10. Personnel duties/responsibilities/changes (i.e. Director approved job descriptions)

If you have any questions about your impending survey or these directives, please call Staci Glueck at staci.glueck@la.gov or (225) 342-9324.


Frequently Asked Questions (FAQ)


If our laboratory only collects specimens which are sent to a reference laboratory for testing, do we need a CLIA certificate?

No.  CLIA is only required for those facilities that actually perform testing on-site.  CLIA is not required for specimen collection.  However, if you perform even a simple test such as a finger-stick glucose, you are required to have a CLIA certificate.

If we do not bill Medicare or Medicaid for reimbursements, do we still need a CLIA certificate?

Yes.  CLIA is a federal requirement that is not contingent upon whether you are Medicare and/or Medicaid providers and bill for laboratory services.

If we only do one or two tests in a year, do we still require a CLIA certificate?

Yes.  CLIA is required even if only one test is performed in a year.

We are opening a second location for our practice.  Do we need a separate CLIA number for that site?

Yes.  A CLIA certificate is required for each separate physical location where testing is performed with four exceptions.  If it is for a temporary testing site, governmental facility, or a non-profit facility, you qualify for more than one site on a single CLIA certificate IF the facilities perform no more than 15 different moderate and/or waived tests per certificate.  If it is for a hospital, each location must be located at contiguous buildings on the same campus within the same physical location or street address and under common direction to qualify for multiple sites under the same CLIA certificate.

How do I apply for a CLIA certificate?

To apply for a CLIA certificate you must complete a CLIA application (Form CMS-116) according to the instructions provided.  

Who is required to sign the CLIA application form (Form CMS-116)?

The CLIA application form must be signed by the laboratory director, the owner, or an authorized representation of the facility.

Do I need to send payment with my initial CLIA application?

No.  Do not send money to the Louisiana State CLIA Program.  Once the application information is entered into the CMS system, a fee coupon is generated by CMS based on the specific certificate type.  Fees must then be submitted to CMS.

Does Louisiana have state licensure for clinical laboratories?

No.  There are not state laws in Louisiana regulating clinical laboratories.  Louisiana follows the CLIA regulations.

Our facility does not perform testing; however, we would like to bill for testing that we reference to an outside laboratory.  Can we obtain a CLIA certificate for this?

No.  A CLIA number is NOT a billing number.  You can only be certified for testing that you actually perform on site.  For Medicare (as well as others), only the laboratory performing the testing should bill for the testing.

I have an out-of-state laboratory that will perform testing on patient specimens from Louisiana.  Do I need a license from Louisiana to perform this testing?

No.  There are no state laws in Louisiana regulating laboratories.  There is only CLIA.  As long as the laboratory that is performing the testing is CLIA certified in the state where the testing is performed, there are no other certificates or licenses required.

We are an out-of-state company that would like to perform health screens in your state.  Do we require a CLIA certificate in the state of Louisiana?

If your base of operations is located in a different state and is CLIA certified in that state for the testing performed, additional CLIA certification in Louisiana is not required.  Additionally, notification is required of each screening event conducted in our state.  You should submit in writing the following:

Name of the facility where the screening will occur
Address of the facility where the screening will occur
Date that the screening will occur
List of tests that will be performed
Name and phone number of a contact individual for the screening
A copy of the CLIA certificate that the screening is performed under

You may submit the information via email to staci.glueck@la.gov or fax to 225-342-0157.

However, if you open a physical location in Louisiana to coordinate the health screens that are performed in Louisiana, you must obtain a CLIA certificate for that location.  

Our facility maintains a CLIA certificate for testing performed at our site; however, we would periodically like to perform health screenings at various locations in our community.  Does our CLIA cover this?

As long as the certificate type you maintain is applicable to the testing you perform at the health screenings, the certificate will cover this testing.   The locations of the health screenings would be considered temporary testing sites.  

My laboratory performs urine drug screening for employment purposes.  Is CLIA required?

CLIA is not required for laboratories performing drug testing for employment purposes only.  The Louisiana regulations for this type of testing can be found in L.A. R.S. 49:1001-1021.  The Louisiana Department of Health and Hospitals does not regulate Urine Drug Screening Laboratories.  CLIA only applies if the patients are being sent for treatment as a result of such testing.

Who can qualify as the laboratory director for a Certificate of Provider Performed Microscopy Procedures (PPM)?

Only a physician (MD, DO, and DPM), a dentist, and a midlevel practitioner (licensed physician assistant, nurse practitioner or nurse midwife) qualify as a laboratory director for a Certificate of PPM.  Only these individuals can perform PPM procedures under this certificate.  Other individuals can only perform this testing under a Certificate of Compliance or a Certificate of Accreditation.

What are the CLIA requirements for waived testing?

Certificate of Waiver laboratories must enroll in the CLIA program, pay applicable certificate fees biennially, and follow the manufacturer instructions specific to the waived testing performed in the facility.

Are there personnel requirements for waived testing?

No.  There are no personnel requirements for waived testing.  

Where can I find more information on performing waived testing?

The Centers for Disease Control (CDC) has a program specific for waived testing called Ready? Set? Test!  This program will provide further information and guidance on waived testing.

Where can I find a list of the waived testing?

The Centers for Medicare & Medicaid Services (CMS) provides a List of the Waived Testing along with the applicable CPT codes for each test.

How long does it take after submission of a CLIA application to get the certificate?

A CLIA application cannot be processed until all the requested information is complete and correct.  A completed application is processed into the CMS system as soon as possible upon receipt.  The CMS system will generate a fee coupon with the certificate fees the following Saturday.  This coupon should be received in about 2 – 3 weeks.  Once the coupon is received and the certificate fees are paid, it will take another 2 -3 weeks to receive your certificate.  Total time for receipt of a certificate is usually 4 – 6 weeks.

When can I expect receipt of my certificate once renewal fees are paid?

Although the fees to renew the certificate for Certificates of Waiver, Certificate of PPM, and Certificate of Accreditation are mailed to the facility six months prior to the expiration date, the certificate for the next cycle will not be sent to the facility until just prior to the expiration date of the current cycle.  CMS will print the new certificate approximately one month prior to the expiration date.  Therefore, you can expect to receive it one to two weeks prior to the expiration date.  If you have not received your certificate by the expiration date of the certificate, contact the Louisiana CLIA Program at staci.glueck@la.gov or (225) 342-0157.

How can I obtain a replacement certificate?

Replacement certificates are sent by CMS.  However, CMS will generate only one replacement certificate per laboratory.  To request a replacement certificate you should contact the Louisiana State CLIA Program at staci.glueck@la.gov or (225) 342-9324.

How long does it take to receive a replacement certificate?

Replacement certificates come from CMS.  It takes approximately 2 – 3 weeks after the request is submitted to receive the replacement certificate.

How can I renew my CLIA certificate if I have not received a renewal notice form CMS?

If you have lost or misplaced your fee coupon, you can still submit your payment without it.  To submit a payment you should make a check payable to CLIA LABORATORY PROGRAM in the amount that is owed for your specific certificate type.  Mail the check to:

CLIA LABORATORY PROGRAM
PO BOX 530882
ATLANTA, GA  30353-0882

Make sure you write the CLIA number clearly on the front of the check to ensure it gets credited to your account.

Does Louisiana require a physician order to perform laboratory testing?

No.  CLIA regulations allow patients to have tests performed by certified laboratories without a physician order.  This is known as Direct Access Testing (DAT).  There are no state laws in Louisiana that prohibit this.  However, there are certain restrictions in Medicare and in some insurance coverage that disallows tests not ordered by physicians.  Therefore, some individual laboratories within the state may have their own restrictive guidelines relative to ordering tests.   

Can laboratory test results ordered by a physician be given directly to the patient?

Test results ordered by a physician can be given only to the ordering physician.  Results can only be released to another individual with written authorization from the ordering physician. 

Medicare and/or Medicaid are denying my claims for laboratory testing.  What should I do?

Both Medicare and Medicaid require facilities that bill for laboratory testing to be CLIA certified.  When denials are received, you should first check that you are submitting the correct CLIA number.  You should next verify that you are submitting the correct CPT code or if the CPT code requires a QW modifier.  A current list of CPT codes is provided by CMS.   Since the CLIA Program is not a part of the billing process, CLIA can only verify that you have a valid CLIA certificate; and that the testing you are performing is allowed under your certificate type.  Other issues with billing must be addressed directly with Medicare and/or Medicaid.

 Does the state of Louisiana require licensure for laboratory personnel and phlebotomist?

Yes.  All laboratory personnel and phlebotomist in the state of Louisiana must obtain a clinical laboratory personnel license appropriate for their level of expertise.  Personnel licensure is not administered by the CLIA Program.  You should contact the Louisiana State Board of Medical Examiners regarding personnel licensure.

How do I file a complaint relative to laboratory testing in a Louisiana laboratory?

Complaints can be submitted either in writing or via telephone to the Louisiana CLIA Program.  To submit in writing, there is no specific form or format that must be submitted.  You should include as many specifics relative to the complaint as you can including the name and address of the facility the complaint is against.  You may remain anonymous; however, if you provide your name and contact information, a response will be sent when the complaint investigation is complete.  To submit in writing send to:

CLIA Laboratory Program
PO Box 3767
Baton Rouge, LA  70821

You may also submit in writing via email to staci.glueck@la.gov or fax to (225) 342-0157.

To submit via telephone you should call (225) 342-9324.

Does CLIA have a checklist of requirements to assist with maintaining compliance?

No.  There is no checklist available.  To assist with compliance issues you should reference the CLIA regulations.  Appendix C, Survey Procedures and Interpretive Guidelines for Laboratories and Laboratory Services will also be helpful as it outlines the CLIA survey process.  A list of items to be reviewed during a CLIA survey can be found in the Survey Information Packet.

Where can I obtain further information about CLIA?

Information regarding CLIA can be accessed from the Centers for Medicare & Medicaid Services (CMS) website.


