Clinical Laboratories (CLIA)
General Provisions

· The Clinical Laboratory Improvement Amendments (CLIA) of 1988 established national certification requirements for laboratories that perform testing on human specimens.

· These certification standards also apply to all laboratories seeking payment under the Medicare and Medicaid programs.

· All diagnostic tests are classified in one of three categories: 

· Waived, 

· Moderate complexity, and 

· High complexity. 

· Physicians who perform any test in their offices must obtain a CLIA certificate number, regardless of category, by filing a CMS-116 form and paying a registration fee.  This form is available at: http://www.cms.hhs.gov/CMSForms/CMSForms/itemdetail.asp?filterType=dual,%20keyword&filterValue=116&filterByDID=0&sortByDID=1&sortOrder=ascending&itemID=CMS012169&intNumPerPage=10 
Certificates for Provider-Performed Microscopy Procedures

General

· Physicians may perform microscopic tests on their own patients as part of a physical examination and evaluation if they apply for and receive a certificate for provider-performed microscopy procedures. 

· The certificate is good for two years and requires a biennial fee regardless of the number of procedures performed annually.

Criteria for Performing Microscopy Procedures

The following criteria must be met when performing the microscopy procedures:

· The examination must be personally performed by a physician or a midlevel practitioner under supervision of the physician during the patient’s visit on a specimen obtained from the patient or from a patient of a group medical practice of which the physician is a member;

· The procedure must be categorized as moderately complex;

· The primary instrument used for performing the test is a microscope limited to bright-field or phase contract microscopy;

· The specimen must be labile or delay in performing the test could compromise the test result; 

· Control materials are not available to monitor the entire testing process; and 
· Limited specimen handling or processing is required

Microscopy Tests That May Be Performed

· Wet mount preparations for the presence or absence of fungi, bacteria, paracites and human cellular elements;

· All potassium hydroxide (KOH) prearations;

· Pinworm examinations;

· Fern tests;

· Post-coital direct, qualitative examinations of vaginal or cervical mucous;

· Urine sediment examinations;

· Nasal smears for granulocytes;

· Fecal leukocyte examinations; and

· Qualitative semen analysis (limited to the presence or absence of sperm and detection of motility).

Certificates of Waiver

General

· A laboratory may obtain a certificate of waiver to perform nine types of tests at this time.

· Certificates of waiver are good for two years.

· The fee amounts for initial certificates and for recertification are set annually and based on such factors as the number of procedures performed.

Waived Tests

· Waived tests are simple laboratory examinations and procedures that (1) are approved by the FDA for home use; (2) employ such simple and accurate methodologies that it is unlikely the results will be erroneous; and (3) offer no potential harm to the patient if performed wrongly.
· Waived tests include:


(1) Dipstick or tablet reagent urinalysis (non-automated) for the following:



(a) Bilirubin;



(b) Glucose;



(c) Hemoglobin;



(d) Ketone;



(e) Leukocytes;



(f) Nitrite;



(g) pH;



(h) Protein;



(i) Specific gravity;



(j) Urobilinogen;


(2) Fecal occult blood;

(3) Ovulation tests – visual color comparison test for human luteinizing hormone;


(4) Urine pregnancy tests – visual color comparison tests;


(5) Erythrocyte sedimentation rate – non-automated;


(6) Hemoglobin – copper sulfate – non-automated;

(7) Blood glucose by glucose monitoring devices cleared by the FDA specifically
      for home use;

(8) Spun microhematocrit; and

(9) Hemoglobin by single analyte instruments with self-contained or component features to perform specimen/reagent interaction, providing direct measurement and readout.

Standards
· Physicians who apply for certificates must comply with quality assurance, quality control, proficiency testing, and patient test management standards.

· If a laboratory wishes to perform test other than those allowed under the waiver certificate or provider-performed microscopy procedures, it must apply for a registration certification that covers the additional procedures.

· Requirements for personnel education and training, quality assurance, quality control, and documentation vary according to the complexity of the tests performed.

Proficiency Testing
· Proficiency testing is a type of external quality control designed to verify that each test site is in line with others performing the same analyses.

· Participation in a proficiency testing program is not required for waived tests but is mandatory for all moderate and high complexity tests.

· Proficiency testing packages may be purchased from an approved proficiency testing program such as the American Osteopathic Association.

Inspections

· A laboratory that has been issued a certificate of waiver or a certificate for provider-performed microscopy procedures is not subject to biennial inspections.
· Such labs may be inspected in response to complaints from the public and to determine whether or not the laboratory is only performing the tests permitted by the type of certificate it has.

If you have additional questions regarding the contents of this section, please contact the O.O.A. at (614)299-2107 or the Law Office of Eric A. Jones at (614) 545-9998. 

